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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Fluorouracil impurity mixture
Kon na npoxykra : 202500320

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBaHus H pa3BUTHE
TexHUYecKH H3MUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeropus Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpeou, KOUTO He ce MPEenopbHYBAT

OrpanuyeHus 3a yrnorpeba . He 3a xpana, jexapcTBa WM JoMamIHa ynorpe6a

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa ToxcnuHocT (opainHa), Kareropus 3 H301
MyTareHHOCT 3a 3apoJUIIHU KieTku, Kateropus 1B H340
ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360

CrenniyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — osrapsima ce  H372
excnosunus, Kareropus 1

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejia — XPOHWYHA ONACHOCT, Kareropus 1 H410

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKT]/l H HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

TokcuueH npu normbiane. CUIIHO TOKCHYEH 32 BOJAHUTE OPraHU3MHU, C ABJITOTpacH edekt. Moxe J1a npuuuHu reHeTndyHu aedextu. Moxe 1a yBpenu
OILIOJUTENIHATA CIOCOOHOCT MiH 0. [IpuunHsBa yBpek/1aHe Ha OPraHUTE OCPEJICTBOM HPOIBIDKUTEIHA MM HOBTAPSIIA CE eKCIIO3HIIUSL.

2.2. EneMeHTH HA €THKETA

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

b ¥

GHS06 GHS08 GHS09
Curnanna gyma (CLP) : OmacHo

IMTukrorpamu 3a omacHoct (CLP)

03/07/2025 ([daTa Ha n3naBaHe) BG (6barapckn) 1/10


mailto:sds@edqm.eu
http://www.edqm.eu/

Fluorouracil impurity mixture

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Coabpxa
Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

5-Chlorouracil

H301 - TokcuueH npu HOITbIIAHE.

H340 - Moxe /1a Mpu4uHA TeHeTHYHU 1e(EeKTH.

H360 - Moxe 1a yBpeu OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.

H372 - [IpuunnsiBa yBpexaaHe Ha OpraHuTe (KOCTEH MO3bK, ChPACYHO-CHI0BA CUCTEMA, LIEHTPAIHA
HEpBHA CHCTEMa, XPaHOCMUJIATEIIHA CHCTEMa) IIOCPEACTBOM MPOABKUTEIHA WIIH TOBTApSIIA Ce
CKCIO3ULIHS.

H410 - CunHO TOKCHYEH 3a BOIHUTE OPraHU3MU, C IBITOTPACH e(EeKT.

P201 - IIpeau ynotpeba ce cHabneTe ChC CIELUAIHI HHCTPYKLUH.

P202 - He usnon3BaiiTe npeay Aa CTe MpoYeau U pa3opaai BCHYKH NPEa3Hu MEpKH 32
6e30MmacHOCT.

P260 - He BaumBaiiTe mpax/myIex/ra3/anM/u3napeHus/acpo30iu.

P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeda.

P270 - [la He ce sae, nmue WK MyIId Ipy ynoTpeda Ha MpoayKTa.

P273 - Jla ce u36srBa n3mycKkane B OKOJIHATA Cpea.

P280 - U3non3BaiiTe npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeIna3Hy OYIIa/mpeana3Ha Macka
3a JIMLe/TPEAIa3HU CPEACTBA 3a 3aIUTa Ha CIIyXa.

P301+P310 - ITPU ITOT'JIBIIAHE: HesabasHo ce ob6aznere 8 IEHTBP I10 TOKCHUKOJIOT YIS unun
Ha JIeKap.

P314 - Ilpu Hepa3monoKeHnue MOThbpPCeTe MEAUIIMHCKH ChBET/TOMOLI.

P321 - Cnenuanu3upano je4eHue (BXK. JObIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOILLL HAa TO3H
€THUKET).

P330 - M3miakHere ycrara.

P391 - Cpbepere pasmsaroro.

P405 - [la ce cbxpaHsiBa 1oJ KJIr04.

P501 - CbabpixaHHETO/ChIBT 1A CC U3XBBPIIH B IYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAITHY, HALMOHAIIHH H/UJIN MEX/IyHapOIHU
pasnopenou.

ETuxerrpane B CbOTBETCTBHE C: M3KITIOUSHHs 32 BBTPELIHH OMIAKOBKH, KOTaTo ChbPKAaHUETO He npeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

OrnacHU ChCTaBKH

2.3. [Ipyru onacHocTH

o

GHS06 GHS08
5-Chlorouracil

He cvappxa PBT w/nin vPvB Bemectsa > 0,1%, onenenu B crorBercTBUe ¢ REACH, Ilpunoxenne XIII

CMecTa He ChabpIKa BellecTBO(a), BKIIIOYEHO(H) B CIIUCHKA, H3roTBeH B choTBeTcTBHE ¢ WwieH 59(1) or REACH, 3a npure)xaBaHe Ha CBOMCTBA, HApyLIaBALN

q)yHKI.H/II/ITe Ha €eHAOKpHUHHATa CUCTEMA UJIK € YCTAHOBCHO, Y€ BeH.IeCTBOTO(Ta) HE € I/I}ICHTI/I(i)I/ILH/IpaHO KaTo IpUTE)KaBallo CBOﬁCTBa, HapyIlaBamu (byHKI_II/H/ITe Ha

SHJJOKpHHHATa CHCTeMa B CHOTBETCTBUE ¢ KpuTepuute, onpenenenu B Jlenerupan Pernmament (EC) 2017/2100 na Komucusra mwin B Permament (EC) 2018/605 na

KowmucusATa B KOHLIEHTpaLKs, paBHA Ha MK no-rossaMa ot 0,1 %

Jlpyra undopmarys

Buaumanwe - HpOZ[yKT’LT HE € HAITbJIHO TCCTBAaH.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.2. Cmecn

HaumenoBanue HMnenTndguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]

5-Chlorouracil CAS Ne: 1820-81-1 40 -60 Acute Tox. 3 (opanna), H301 (ATE=100
EO Ne: 217-339-7 mg/kg TenecHo Terio)

Muta. 1A, H340

Repr. 1B, H360

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410 (M=10)

3a meinnus TekeT Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHoOCT: BX. pazjen 16
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Fluorouracil impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

[TpBa momour - 00IIH MEPKU : BbB Bcnuku ciyyan Ha CbMHEHHE, UM aKO CHMITTOMHUTE MPOABIDKABAT, MOTHPCETE MEIHIIMHCKA
TTOMOIII.

[TspBa oMo NPy BAHIIBAHE : M3Bezpere aMIeTO HA YHCT BB3AYX U IO IOCTABETE B MO3MLIMS, YIIECHsBAIA AULIaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITppBa oMo IPH KOHTAKT € KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOXKATa J1a Ce H3MHE C MEK CalyH U
BOJIa, KaTo CJIe/l TOBA Ce M3IIAKHE C TOIUIA BOJA.

[TpBa moMoLI IPY KOHTAKT C OYHTE : W3mnakuere ¢ Boaa, KaTo AbPXKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMHCKa OMOLLL, aKO
Gonkata, MUTAHETO MM 3aUePBSIBAHETO MPOIBIDKAT.

[TpBa moMoLI IPU MOTJTBIIAHE : W3mnakuere ycrara ¢ Boja (caMo ako MOCTpagajusT € B cb3HaHue). Hukora He qaBaiiTe HULIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT Ul/Ha
nieKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIO0KHU MeINIMHCKH TPUKHA U CICLIMATHO JIeYeHHUue

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhIiepoeH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeICTBa : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Onacau NPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmHOTO TOpEHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTH TOKCUIHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU M3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTE

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa HU3MoJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 03 MOAXOSIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TSII0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3IyCKaHe

6.1. JInyHH MpeANa3sHA MEPKH, PEANAa3HH CPEACTBA U MPOLEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H APEXHTE.

3a nepcoHaJi, KOWTO He 0TroBaps 3a CHEeLIHH CIy4Yan

ABapuifHU TIIaHOBE : Jla ce oTCTpaHH HEHY)KHUS ITEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3AUMTHO 060py/ABaHe. 3a moBede nHdopMarus,
BrokTe paszaen §: "KoHTpoi Ha ekcro3uimsITa/ TMYHU pena3Hu cpeactsa’.

6.2. l'[pezmaslm MEPKH 32 OlIa3BaHE HA OKOJIHATA cpeaa
I[a ce u3bsrsa HU3IIyCKaHE B OKOJIHATa cpeaa. HpC,ZLOTBpaTeTC HaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.

6.3. MeToau u MaTepHaJid 32 OrpaHn4YaBaHe U NMOYUCTBAHE

3a 3abpKaHe : Ilonwmiire ¢ HHEPTEH MaTCpHUal U ITIOCTABETE B ITOAXOALIL KOHTeﬁHCp 3a o6e33pe>1<z[aHe Ha OTnaablu.
Metoau 3a Mo4YMCTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTU 00mITHO ¢ Boja. [TouncTBaHe ¢ MoMINTa Ha JACTEPIeHT.
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Fluorouracil impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

6.4. Ilo3oBaBaHe HA APYTH pa3esn

Bwkre Pasnen 13 otHocHO HHpOpManust 3a 00e3BpekIane Ha 0T bIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e30macHa padora

JIOITBIIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE KEHH HIIH KbPMAUuKHTE.

IMpenmnasuu Mepku 3a 6e3omacHa padboTa : Jla ce n30srBa BCsAKaKBa M3IMIIHA eKcro3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, MUe WM IyLy Opy ynoTpeba Ha npoaykTa. Jla He ce u3HaCs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsABaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

Vcenosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa Ha I[OGpC TIPOBETPUBO MSCTO. CpabT 51a ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYCBA CBETIINHA.
OmakoBbYHU MaTepuain : lla C€ CbXpaHsABa B OPUTHHAIIHUTE KOHTeﬁHepH.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima Hanmanaa JOIIBJIHUTCITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 8: KoHTpoJI HA eKCIO3UIMSATA/JIMYHH MPeANAa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

8.2. KoHTpo.1 Ha ekcno3uIMATA

IMoaxoasi HH:KeHePeH KOHTPO.I

Toaxoasig HHKEHEPEH KOHTPOJI:
I[a Cce ocurypu z[oﬁpo IIPOBETPsAIBAHE HA paGOTHOTO Mmsicto. OOMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUA, TaKa U BEHTUJIALU Ha 001110TO
nomenienue. C Marepuaia TpﬂGBa Ja ce paﬁom noxn na60paTopHa KaMHnHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Ja ce HocsT npeanasznu ouna. [Ipeanasuu ounna cbe crpannyna 3ammuta. (EN 166)
3ammuTa Ha KozKaTa

3ammTa Ha KOXKATa H TSIOTO:
Jla ce HOoCH mOAXOMAMIO HpeanasHo obieko. JlabopatopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3amura Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONYMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJIHATE BTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax Jja ce U3I0JI3Ba anapar 3a auiane ¢ Guarsp: P3

3JIEJI 9: ®u3uyHu U XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE . TBBpIO BELIECTBO
st . He e HannuHO
Mupuc : He e Hanuuno
I'panunarta Ha Mupuca : He e Hannuno
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Fluorouracil impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIeHE : He e HamuunO
3anmanuMocT : He e Hanuuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camMo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e HannyHO
pH : He e HanuyHO
pH pastBop : He e Hanmu4HO
Buckosurer, kunemaruieH : He e npunoxumo
PazrBopumoct : He e HanmuuHO
Koedunuent na pasnpenencuue: n-okranon/soga (Log @ He e HamnuHO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane Ha napure npu 50°C : He e Hanu4HO
ITeTHOCT : He e Hanu4HO
OTHOCHTEIIHA IITBTHOCT : He e Hannyno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yactuiure : He e Hanu4HO

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Hsawma Hamnyaa JOITBJIHUTCITHA I/IH(i)OpMaLIPISI

Hsima Hanu4HA TONBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha TOonbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOTBIHUTETHA HHPOPMAIIUS

ruyHa uagopmanus

Octpa TOKCHYHOCT (OpasiHa) : TOKCHYEeH IIpH MOTJIbLIAHE.

Octpa TOKCHYHOCT (IepMaliHa) . He ce knacuduuupa (B3 0cHOBA Ha HATMYHUTE JaHHH, HE Ca U3ITBJIHCHH KPHTEPUHTE 32
KIacupHLEpaHe)

OcTpa TOKCHYHOCT (BAHILIBAHE) . He ce knacu¢unupa (B3 0cHOBa Ha HANTHMYHUTE JaHHH, HE Ca U3ITBJIHCHH KPHTCPUHTE 32
KIacupHIIpaHe)

Fluorouracil impurity mixture

ATE CLP (opanna) 228.571 mg/kg TeaecHo Terno
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Fluorouracil impurity mixture

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

5-Chlorouracil (1820-81-1)

LD50 opanHo rurex

> 50 — < 300 mg/kg (mporHo3Ha CTOHHOCT)

Kopo3uBHOCT/Ipa3HEeHEe Ha KOXKaTa

Cepuro3HO yBpeKJaHe Ha OYMTE/IPA3HEHE HA OYHUTE

CeHcnOMIM3anus Ha AUXAaTEITHUTE IBTUIIA UITK KOXKaTa

MyTal"eHHOCT Ha 3apOUIIHUTE KIICTKH

KanueporenHoct

TOKCHYHOCT 32 PEMPOIYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEACICHN
OpraHu) — eIHOKPATHA EKCITO3ULIUSI

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU
OpraHu) — MOBTApPSILIa CE SKCIIO3ULIHS

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3IBIHEHH KPUTEPHUTE 32
KJIacuuIupane)

He ce xnacuguumpa (B3 0CHOBa Ha HATMYHUTE JAaHHH, HE CA U3ITBIHCHH KPHUTEPUUTE 32
KIacuuuypane)

He ce knacuduuupa (Bb3 ocHOBa Ha HATHYHUTE JaHHH, HE Ca H3IBIHCHH KPUTEPHUTE 3
KJIacupHIEpaHe)

Moske 1a IPHIUHA TeHETHYHH Ae(PEKTH.

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3ITBIIHEHH KPUTEPHUTE 32
KIacu(pHIIpaHe)

Mosxe fa yBpeau OIIIOUTEIHATA CIIOCOOHOCT MM IIO/A.

He ce xnacuduuupa (B3 0cHOBa Ha HATMYHUTE JAaHHH, HE Ca U3MBIHECHH KPHUTCPUUTE 32
KIacuuIpane)

IpuunHsBa yBpexaHe Ha OpraHuTe (KOCTEH MO3BK, ChPJCYHO-CHJI0BA CHCTEMa, LICHTPAIHA HEPBHA
CHCTEMa, XPaHOCMMIIATEIIHA CHCTEMa) HOCPEACTBOM IPOABIDKUTEIIHA HITU TOBTApSIIIA Ce
EKCIO3UIIHA.

5-Chlorouracil (1820-81-1)

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPE/ICIICHNA OPTaHH)
— MOBTAaPSIIIA CE EKCIIO3UIIUS

ITpruuHsABa yBpeskaaHe Ha OpraHuTe (KOCTEH MO3BK, XpaHOCMUJIATEHA CHCTEMA, ChPACUHO-
CBI0Ba CHCTEMA, IEHTPAIHAa HEPBHA CHCTEMa) IIOCPEICTBOM IPOABIDKUTENHA MM IOBTApSIA ce
€KCIIO3UILIHSL.

OnacHOCT NpH BAUIIBaHE

11.2. Uudopmanus 3a APYrd ONACHOCTH

Hsima HanmaHa JOITBJIHUTECITHA I/IH(i)OpMaHI/IH

He ce knacudunupa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3IIBIHEHH KPUTEPHUTE 3
KIacupHIIpaHe)

3AEJI 12: Exonoruuda uadopmanus

12.1. TokcuuHOCT

OmacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa)
OmacHo 3a BogHAaTa cpesia, IBIr0CpOoYHa (XpOHHYHA)

CWJIHO TOKCHYEH 3a BOJIHUTE OpraHvusmu.
CWJIHO TOKCHYEH 3a BOJIHUTE OpraHmusmu, ¢ AbJIrOTPAcH e(beKT.

5-Chlorouracil (1820-81-1)

EC50 72h - Bogopaciu [1]

<1 mg/l (72 4yaca) (mporHo3Ha CTOIHOCT)

NOEC xpoHnuHa pakoobpazHn

< 0.1 mg/l (21 gum) (MpOrHO3HA CTOHHOCT)

NOEC xpoHn4Ha BOJOPACIH

< 0.1 mg/l (96 yaca) (mporHO3Ha CTOWHOCT)

12.2. YcTOHYMBOCT M pa3srpaiuMoctT

Fluorouracil impurity mixture

YCcTOWYMBOCT U pa3rpaiiMocT

He ce pasrpaxua 6bp30

5-Chlorouracil (1820-81-1)

YCTONUNBOCT M pa3rpaguMoCT

He ce pasrpaxna 6bp30

12.3. BuoakymyJupama cnocooHoCT
HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS
12.4. IIpeHOCHMOCT B OYBATA

HsiMa HannyHa JOMBIHATENHA HHOPMALHS
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Fluorouracil impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

12.6. CoiicTBa, HapymaBamy GYHKIHHUTE HA €HAOKPHHHATA CHCTEMa

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

12.7. Ipyru HedJJaronpusTHU edexTH

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3JIEJI 13: OGe3BpexIaHe HA OTHATBLUHUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIHT

Hsima Hanmana JOITBJIHUTECITHA I/[H(t)OpMaI_II/I}I

PA3/IEJI 14: WH¢popMaiusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHUKATUOHEH HOMEP
UN 2811 UN 2811 UN 2811

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa o cnucbka Ha OOH

TOKCHUYHO TBBPAO BELECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCHYHO TBBP/JIO BEHIECTBO,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 111,

OPI'AHMYHO, H.Y K., 6.1, III, (E), OTTACHO 3A 111, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha OIacCHOCT NIPH TPAHCHIOPTHPAaHe
6.1 6.1 6.1

14.4. OnakoBb4Ha rpyna

I

1T

I

14.5. OnacHocTu 32 0KOJIHATA cpeja

OmnacHo 3a okonHata cpena: Jla

OmnacHo 3a okonHara cpeza: [la
Mopcku 3ambpeuten: la
EmS-Ne (TToxap): F-A
EmS-Ne (Pa3nuB): S-A

OmnacHo 3a okonHata cpena: Jla

Hsima ombyiHUTEIHA HAJTMYHA PIH(bOpMaLIPIﬂ

14.6. CnenpaaHu NpeANa3sHH MepKHU 32 NOTPeOUTeIMTe

CyXombTeH TPAHCIIOPT
Knacudukanmonen xox (ADR)
Creruanuu pasnopenou (ADR)
Orpannuenn xonmmuectsa (ADR)

T2
1 274,614
Skg
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Fluorouracil impurity mixture

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

W3kirouenu konmyectBa (ADR)

OnakoBb4HU uHCTpyKUuK (ADR)

Crienmaniy onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTtpykuuu 3a NpeHOCUMU LIUCTEPHH U KOHTEHHEpH 3a
Hacunuu ToBapu (ADR)

CrienpaiiHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHH
U KOHTeiHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Crienmaniu pasnopendu oTHocHO uucrepHu (ADR)
ITpeBo3HO CpeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaiiiy pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)

CrienpaiiHy pasnopendu 3a nNpeBo3 — ONepPaTHBHU
nzucksanus (ADR)

Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
W3kirouenu konmyecta (IMDG)
Onakobunu uHctpykuuu (IMDG)
IBC onakopwsunu unctpykuuu (IMDG)
IBC cneunanuu pasnopendou (IMDG)
Wuerpykuuu 3a nucrepuu ( IMDG)
Criennanuu pasnopendu otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)
CgoiictBa 1 Habmoaenus (IMDG)

Bb3aymen Tpancnopr

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)
PCA MHcTpyKuuny 3a OakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH
camouter u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA)
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA)
Crennanuu pasnopendu (IATA)

ERG xon (IATA)

14.7. MopckH TPAaHCHIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3aLus

He e npunoxumo

El

P002, IBCO8, LP02, R0O01
B3

MP10

T1

TP33

SGAH, L4BH
TU1S5, TE19
AT

2

VC1, VC2, AP7
CV13,CV28

S9

60

60
2811

223,274
Skg

El

P002
IBCO8
B3

Tl

TP33

A

Toxic if swallowed, by skin contact or by inhalation.

El
Y645

10kg
670
100kg
677
200kg

A3, AS
6L
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Fluorouracil impurity mixture

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)

He cpappixa BemecTBo(a), BritodeHo(n) B [Ipmnoxenne XVII na REACH (YcnoBus 3a orpaHudaBane)

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He cpabpika Bemecto(a), BmoyeHo(u) B [Ipunoxenne XIV na REACH (Crnuchk Ha BeliecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He cpappixa BemecTBo(a), BKItodeHo(n) B ciucbka Ha REACH ¢ xannnnar-senecTsa

PeriiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He cpabpika BemecTBo(a), BKIIOYEHO(H) B CIIMCHKA € BELIECTBA, KOMTO HapymaBaT 030HoBHs cioi (Permament EO 1005/2009 otHOCHO BeliecTBa, KOUTO
HapylIaBaT 030HOBHUS CJIOH)

PersiameHT 3a u3JesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He cpappixa BemectBo, koeto ¢ npeamer Ha PETJIAMEHTA HA CBBETA (EC) 3a KoHTpoJ Ha M3JeNus C ABOiHa yrnoTpeda

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpeskaeHusiTa 3a oacHOCT:

Acute Tox. 3 (opaiHa) Ocrtpa TokcnuHocT (opaina), Kareropus 3

Aquatic Acute 1 OnacHo 3a BoJJHaTa cpejia — OCTpa ONacHOCT, Kateropus 1

Aquatic Chronic 1 OmacHo 3a BoHATA cpefia — XPOHHYHA OIACHOCT, KaTeropus 1

H301 ToxcuyeH npu NOrIbIIaHe.

H340 Moske 1a MPUYMHY TeHETUYHU Je(eKTH.

H360 Moske 1a yBpeIy OIUIOUTENIHATA CIIOCOOHOCT MITH TUIOJIA.

H372 IpuunHsBa yBpexaaHe Ha OpraHuTe (KOCTCH MO3BK, ChPICYHO-CBJI0BA CHCTEMa, [ICHTPAIHA HEPBHA CHCTEMA, XPaHOCMMIIATEIHA

CI/ICTCMa) TIOCPEACTBOM IPOABIDKUTEIHA WIIN ITOBTApsIIa CE€ EKCO3ULUA.

H400 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 32 BOTHHUTE OPTaHU3MH, C ABITOTPACH eEeKT.

Muta. 1A MyTareHHOCT 3a 3apOAMIIHY KiIeTku, Kareropus 1A

Repr. 1B TokcuuHocT 3a penpoaykuusiTa, Kareropus 1B

STOTRE 1 CreruduyHa TOKCHYHOCT 3 ONpe/IeJIeHH OpraHy — MOoBTapsiia ce ekcrosuius, Kareropus 1

Kaacuduuupane u npoueaypa, H3no/13BaHa 3a M0JIy4aBaHe Ha KJIacH(UKALUATA 32 cMecH cbriiacHo Persament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 3 (opanna) H301 M3uncnutenex meton
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Fluorouracil impurity mixture

NupopmarmoneH 1ucT 3a 6e30macHoCT

B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

Kaacuduuupane u npoueaypa, u3no/I3BaHa 3a MoJy4yaBaHe Ha KJIacu(UKALUATA 32 cMecH cbriiacHo Periament (EO) Ne 1272/2008

[CLP]:

Muta. 1B H340 M3uncnutenen Meroxn
Repr. 1B H360 H3uncnureneH MeToI
STOT RE 1 H372 W3unciureneH METO
Aquatic Acute 1 H400 W3unciuresieH METO1
Aquatic Chronic 1 H410 U3unciuTenes METo I

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpkamnia ce B To3u MHpopMauoHeH JucT 3a 6€301acHOCT, € HOJIy4eHa OT H3TOYHUIN, KOUTO CMsITaMe 3a

HaACK/THHU. B’bl’[peKI/I TOBa, I/IH(i)O}’)MaLU/IiITa C€ npeaocTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui noz[pa36npama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusTa Wi

METOIHUTE 3a pa60Ta, CbXpaHEHUE, yHOTpe6a NI 06€3Bpe)KL[aHe Ha IMpOoAYKTa ca U3BBH HaAIIWs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. Hopa,:m

Tasu U Apyryu NpuIuHU, HUE HE ITIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3aFy6I/I, LIETH WKW pa3Xoau, IPpOU3TUYaIlu OT WJIN CBBP3aHU

110 HAKaKbB HA4YWH C pa60TaTa, CbXpPaHCHUETO, yn()TpeGaTa NI O6e3Bpe)KI[aHeTO Ha IIpoayKTa. To3u HH(bOpMaLU/IOHCH JIUCT 3a OE€30ITaCHOCT € U3TOTBEH U Tpﬂ6Ba

Jla C€ U3II0JI3Ba CaMO 3a TO3U IIPOAYKT. Ako IPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYyTryd NIPOAYKTH, HAJIMYHATa I/IH(bO}’)MaLU/ISI 6u MorJIa Jla CE OKaxe
HETIPUIOXKUMA. Tasu I/IH(bO}’)MaLU/ISI C€ OCHOBaBa Ha HAIIUTE TEKYIIU IIO3HAHUS U € IPEIHA3HAYCHA J1a 1a/I€ OIMMCAaHUE Ha IPOAYKTa caMO 3a LECIUTE Ha
3paBE€oIIa3BaHETO, 0e301acHOCTTa M OKOJIHATA Ccpena. Hopaﬂn TOBa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBaA KaTo rapaHuus 3a CBOMCTBaTa Ha NpoayKTa.
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