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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Benserazide impurity C

XHUMHYECKO HANMEHOBAHHUE : (2RS)-2-amino-3-hydroxy-N-[(EZ)-(2,3,4-trihydroxyphenyl)methylidene]propanehydrazide
hydrochloride

CAS Ne 1 1353749-74-2

Kon Ha npoxykra : 202500064

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

European Directorate for the Quality of Medicines & Healthcare
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7, Allée Kastner, CS30026
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France

T +33(0)388412035, F +33(0)388412771
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Kosxxna cencubunmmsanus, Kareropus 1A H317
MyTareHHOCT 3a 3apOAMINHY Ki1eTku, Kareropus 2 H341
OnacHo 3a BOJHaTa cpejja — OCTpa OMACHOCT, KaTteropus 1 H400
OnacHo 3a BoJiHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(l]eKTl/l 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

CHJIHO TOKCHYCH 32 BOAHHUTE OPraHU3MH, C AbIrotpacH edekr. [Ipeamnonara ce, 4e npu4uHsIBa reHeTHYHN AeexTu. [Ipean3BuKBa CEPHO3HO Apa3HEHE HA OYHTE.
Moske 1a IpHYMHY anepruyHa KoxHa peakius. [Ipeqn3BukBa qpasHeHe Ha KOXKATa.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$
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Benserazide impurity C

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Curnanna gyma (CLP)
Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

GHSO07 GHSO08 GHS09
Buumanue
H315 - [lpean3BukBa apa3sHeHe HA KOXKATA.
H317 - Moxe /1a IpUYMHHM aJepruyHa KOXKHa PeaKiys.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYMTE.
H341 - IIpeanonara ce, ye NPUYMHSABA FCHETUYHH AC(DEKTH.
H410 - CuiHO TOKCHYEH 3a BOJHUTE OPraHU3MU, C IBITOTPACH e(eKT.
P201 - IIpeau ynotpeba ce cHabneTe ChC CIELUAIHE HHCTPYKIIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.
P261 - U36sireaiite BAMIIBaHE Ha Mpax/MyIIek/Ta3/IuM/H3mapeHns/aepo30u.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P272 - Jla He ce u3Hacs 3aMBbPCEHO pabOTHO 00JIEKIO U3BBH PAOOTHOTO MOMEIICHHE.
P273 - Jla ce u36srBa n3ImycKkane B OKOJIHATA Cpeia.
P280 - U3non3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEAIa3HU CPEACTBA 32 3allUTa Ha CIyXa.
P302+P352 - [IPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.
P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIIAKBAHETO.
P308+P313 - [1PU siBHa min npeAnonaracMa eKcrno3unus: I10Tbpcere MeANIHMHCKH ChBET/IOMOLL.
P321 - Cnenanu3upano je4eHue (BxK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P332+P313 - Ilpu mosiBa Ha KOxKHO apasHene: [loTbpceTe MEUIMHCKH CHBET/TIOMOIL.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxkaTa: [loTbpcere MeTUIMHCKU
CHBET/IOMOLII.
P337+P313 - Ilpu mpoABDKUTETHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU CHBET/TIOMOLL.
P362+P364 - CBanere 3aMbpCEHOTO 0OJIEKIIO M TO M3MEpeTe MPeIH MOBTOPHA yIoTpeba.
P391 - Copbepete pasmsiroro.
P405 - Jla ce cbxpaHsiBa 110 KJIr04.
P501 - CbabpxaHHETO/CHIBT J1a Ce U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha ONMACHU MU CIICHUATIHI
OTHaJbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CHOTBETCTBHE C: M3KimoueHus 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPIKAHUETO HE IPEBUIIaBA 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. Ipyru onacHocTH

Jlpyra napopmarys

GHS08

Buaumanwe - BEHICCTBO, KOCTO BCE OIIC HE € U3IIUTAHO HAITBJIHO.

PA3JEJI 3: ChcraB/mHdopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

trihydroxyphenyl)methylidene]propanehydrazide
hydrochloride

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
(2RS)-2-amino-3-hydroxy-N-[(EZ)-(2,3,4- CAS Ne: 1353749-74-2 <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319

Skin Sens. 1A, H317
Muta. 2, H341

Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mpaHus TekeT Ha H- n EUH-npenynpesxeHusTa 32 OIACHOCT: BXK. pa3jen 16
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Benserazide impurity C

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

IIbpBa nomoii - 00K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE NPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa oMol Mpu BIUIIBAHE : H3Besere nMLETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

[IbpBa HOMOIILL IPY KOHTAKT € KOXKATa . Caaziere 3aMbpceHOTO 00J1eKI10. VI3MHIiTEe BHUMATEIHO U OOMIIHO ChC CallyH U BOJa. AKO
CHMIITOMHUTE HPOBIDKABAT, J]a C¢ IIOBUKA JIeKap. AKO JPa3HEHETO Ha KO)KaTa MPO/IbIKaBa, 1a ce
HaIpaBy KOHCYJITALUS C JIeKap.

ITbpBa oMo IPH KOHTAaKT C OYUTE . MsmniakHete He3a0aBHO M CTAPATEIHO € BOAA, KAaTO JIBP)KUTE KIEMAuuTe MIHPOKO OTBOPEHH (B
HPOIbIDKEHNE Ha OHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMA TAKHBA U JIOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipopbmkere ¢ u3miakBaneto. [TorbpceTe MeUIMHCKA TOMOIL, aKO OOJIKaTa,
MMTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITspBa MOMOII IPH MOTTBINAHE : Usnnakuere ycraTa ¢ Boza (caMo aKo IOCTpaJanusT € B Ch3HaHKe). Hukora He aBaiiTe HUIIO Tpe3
ycTaTa Ha 4OBeK B Oe3cbh3HaHue. He3abaBHO MOThpceTe MEAHIIMHCKH ChBET/IIOMOLIL.

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

CI/IMHTOMI/I/e(beKTI/[ CJIE] KOHTAKT C KOXKaTa : Moxe na NPUINHHU aJIEPrudHa KOXKHaA peaKuus. HpeﬂI/ISBI/IKBa Jpa3sHCHE Ha KOXKaTa.
CI/IMHTOMI/I/e(beKTI/[ CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO APA3HEHE Ha OYHUTE. 3a'{epBﬂBaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH I'PUKHA U CNICLIMAJTHO JIeYeHue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

TToaXOSIIIH TT0XKAPOTACHTEIIHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACECHE Ha [IOXKapH B ChCEICTBO. BBIiiepojeH AHOKCHA.
Bopen crpeii. Cyx npax. Ozesiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy mokaporacuTeNIHA CPECTBA : Jla He ce U3MON3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Omnacau MPOOYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oXxap . HemwmrOTO TOpCHE 0013060>K,ua13a OITaCC€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU U3IIapCHUA.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IoIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . /Jla He ce npennpremMa HaMmeca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAIL]
amapar 3a AuxaresHa 3anmTa. [IbiHa 3amura Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBpapuiiHO H3IIyCKAHE

6.1. JInyHH MpeANa3sHA MePKH, PEINAa3HH CPEICTBA U MPONEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30sIrBa KOHTAKT C KOXKATa, OYUTE H JAPEXHTE.

3a nepcoHaJi, KOITO He O0TroBaps 3a CHElIHHU CJIydYan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY>KHUS IIEPCOHAIL.

3a JIMIATa, OTTOBOPHHU 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AUMTHO 060pyaABaHe. 3a moBede HHopMarus,
BrokTe paszaen §: "KoHTpoia Ha ekcro3uimsaTa/ MMYHU peana3Hu cpeactsa’.

6.2. l'[pezmasml MEPKH 32 Olla3BaHE HA OKOJIHATA cpeaa

)_'[a ce u3bsrea HM3IIyCKaHE B OKOJIHATa cperaa. HpCZlOTBpaTCTC HaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.
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Benserazide impurity C

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

6.3. MeToan u MaTepuaJIi 32 OrPAaHUYABAHE H MOYHCTBAHE

3a 3a1bpKaHe : TlonmiiTe ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/SII KOHTEHHED 32 00e3BpexJaHe Ha OTIAABIIH.
MeTtoau 3a MOYNCTBaHE : Tlouncrere 3aMbpCeHNUTE OBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ moMIITa HA IETEPIreHT.

6.4. Tlo3oBaBaHe HA APYTH pa3esn

Buwkre Pasnen 13 otHocHO HHpOpManust 32 00e3BpekIaHe Ha OTIAbLUTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

7.1. Ilpeana3Hu MepkH 3a Ge3omacHa padora

JIOITBJIHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3narat GpEeMEHHUTE )KEHH HIIN KbPMAUuKHTE.

IMpenmnasan Mepkw 3a 6e3omacHa padboTa : Jla ce m304rBa BCAKAKBA M3IMIITHA eKCIIO3UIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XWTHEeHHN MEPKH . Jla He ce sze, mue WM Imymm npu ynotpeba Ha npoaykTa. la He ce H3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO N3BBH PabOTHOTO IOMeIeHue. Jla ce M3MHAT PBILETE MPEIH IIOYMBKHUTE H CIeT
TIPHKITIOYBAHE Ha paboTara.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsiBaHe, BKIYUTEJITHO HECbBMECTUMOCTH

VcmoBus 3a CbXpaHsIBaHE : )Ia C€ ChXpaHsABa Ha L[06pe MIPOBETPUBO MSCTO. CT:)I[T)T Jla C€ ChXpaHsBa IIJIBTHO 3aTBOPEH. IIa ce
T1a3u OT TOIUJIMHA U IIPsIKa CIbHYEBaA CBETIIMHA.
OrnakoBbYHU Marepuain : )Ia C€ CbXpaHsBa B OPUTHHATHUTE KOHTeﬁHepH.

7.3. Cneuudpuyna(u) kpaiina(u) ynorpeda(u)

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

PA3IEJI 8: KoHTpoJ1 Ha eKCIO3MIMSATA/JIMYHH MPeINa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsma HannyHa nombiHUTETHA HHOPMAIUS

8.2. KonTpoJ Ha ekcno3unusaTa

IMoaxoas HH:KeHepeH KOHTPOJI

Ioaxoasiuy MHKEHEPEH KOHTPOJI:
/Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsicTo. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeTHAa BEHTUIIAIMSA, TaKa U BEHTHJIALHS Ha 00II0TO
nomemenue. C Marepnana Tps6Ba a ce paboTH 1o 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JInuHu npeamnasHu Ccpeacrsa

3ammTa HA 0YHTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanaszuu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3ammTa Ha KoKaTa

3ammTa Ha KOXKATa U TAJIOTO:
Jla ce HocH moAXOAA1IIO0 TIpeTa3Ho 00eko. JlaboparopHa ynorpeba : JlJabopatopHa npecriika. (EN 13034)

3amuTa Ha phUeTe:
Jla ce HOCST MOAXOISIIIHU PBKABULH. XUMUUECKH YCTONUNBY npena3au pbkasuny. (EN 374)
3amuTa Ha AMXaTeTHUTE IbTHIIA

3amuTa Ha AMXaTeJHATE ITBTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax [a ce M3M0JI3Ba anapar 3a quiuane ¢ Guarsp: P3
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Benserazide impurity C

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
BroHIIeH BUL . Ilpax.
Mornekynna maca : 291.69 g/mol
Mupuc : He e Hanu4HO
I'panunara Ha MupHca : He e Hanu4HO
Touka Ha TONIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anaguMoct . He e nanmuuno
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e Hannuno
pH pasrBop . He e Hannuno
Bucko3uter, KHHEMaTHYEH . He e npunoxumo
PazrBopumoct . He e HanuuHO
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e nanmuuno
Kow)

Hansrane Ha napure . He e HamnuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHTEIHA IUITBTHOCT . He e HanuuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

Hsma HanwyHa 1ONBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IHﬂ
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Benserazide impurity C

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 11: Toxkcukonornysa nagopmanus

Octpa TOKCHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

Octpa TOKCHYHOCT (BMILIBAHE)
KoposusHoct/npa3HeHe Ha KoxaTa

Cepno3HO yBpesk/IaHe Ha OUHTE/IpasHEHE Ha OUNTe
CencuOuUNM3aIys Ha AUXaTeIHUTE IBTHINA MM KOXKaTa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU

: Hece KJIaCI/I(l)I/H.II/Ipa (B’L3 OCHOBA Ha HAJIMYHHUTE JaHHU, HE Ca U3I'BJIHECHU KPUTEPUUTE 3a

KIacubHIEpane)

: He ce xnacudunupa (Jlunceat nanHm)

. He ce xnacudunupa (Jlunceat ganHm)

. Tlpenu3BukBa Jpa3HeHe Ha KOXaTa.

. TIpenu3BuKBa CEpUO3HO Apa3HEHE HA OUHUTE.

: Mose fa IPUYMHHM aJIeprUYHa KOXKHA PEaKIHs.

: Ilpeanonara ce, ye MPUYNHABA FEHETHYHH Je(HEKTH.

Kanreporensoct : He ce knacu¢umpa (Jlunceat nanxu)

TOKCHYHOCT 32 PeHPOAYKIHITA . He ce xiacuduuupa (JIuncsar naHHu)
CTOO (cnenuduyHa TOKCHIHOCT 3a OIPEIEIeHI : He ce xnacudunupa (Jluncsat nanxm)
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEIEIeHU : He ce xnacudunupa (JIunceat nanam)
OpraHu) — MOBTApPSIIA C& EKCTIO3UIHS

OnacHOCT NpH B/NIIBAHE . He ce xnmacuduuupa (JIuncsar 1aHam)

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3EJI 12: ExojioruuHa uHgopmanus

. CHJIHO TOKCHYEH 3a BOJHUTE OpraHUu3MH.
. CHJIHO TOKCHYEH 3a BOJHHUTE OpraHu3MHu, ¢ AbJIroTpacH C(beKT.

OrnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa)
OrnacHo 3a BOJHATa CpeJia, ABIr0CPOYHA (XPOHHYHA)

(2RS)-2-amino-3-hydroxy-N-[(EZ)-(2,3,4-trihydroxyphenyl)methylidene]propanehydrazide hydrochloride (1353749-74-2)

EC50 - Pakoo6pasnuu [1] 0.96 mg/1 (48 yaca, Daphnia magna (Boana 65b11xa)) (Mmeronq OECD 202)

ErC50 Bomopacnu 0.9 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3enenn Bogopaciu)) (merox OECD 201)

NOEC xponnyna Bogopaciu 0.2 mg/1 (72 gaca, Pseudokirchneriella subcapitata (3enenn Bogopaciu)) (Mmerox OECD 201)

(2RS)-2-amino-3-hydroxy-N-[(EZ)-(2,3,4-trihydroxyphenyl)methylidene]propanehydrazide hydrochloride (1353749-74-2)

YCTOiYMBOCT U pasrpaauMocT He ce pasrpaxna 66p30

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBIHUTEIHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbiIHUTENHA HHOOpMAIHS

N=}
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Benserazide impurity C

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

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXBIN

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 14: UH¢dopMmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHGUKATUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHUe Ha MpaTKaTa 1no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBLPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BEILLECTBO, OIIACHO 3A
OKOJIHATA CPEJIA, TBBPJIO, HY K., 9, I1L, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Knac(oBe) Ha 0NIaCHOCT NPH TPAaHCIIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111

11

111

14.5. OnacHocTH 32 OKOJTHATA cpea

OmnacHo 3a OKoJIHaTa cpena: IIa

OmacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Paznus): S-F

OmnacHo 3a OKoJIHaTa cpena: IIa

Hsima nombIHUTENHA HATMYHA HHPOpMANUs

14.6. CnienaTHu NpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonbTeH TPAHCIIOPT

Knacudukanuonen kog (ADR)

Crnennanuu pasnopendou (ADR)
Orpannuenu konuuectsa (ADR)
W3knrouenu konmyectBa (ADR)
OnakoBbuHU uHCTpyKLMK (ADR)
CrienmanHy onakoBb4HU pasznopenou (ADR)
Cwmecenu onakoBku (ADR)

WHcTpyKuuu 3a IPEeHOCUMH LUCTEPHU M KOHTEHHEPH 3a

HacunHu ToBapu (ADR)

CrienpaiiHy pa3nopedu OTHOCHO PEHOCHMH LIUCTEPHU

U KOHTeiHepH 3a HacunHu ToBapu (ADR)
Konose 3a nucrepuu (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHH
Tpancnoprha kareropus (ADR)

Criennaniu pasnopenodu 3a npesosa - Onakoku (ADR)

M7

. 274,335,375, 601
. Skg

. El
: P002, IBCOS, LP02, ROO1
. PP12,B3

. MP10

. Tl1, BKI, BK2, BK3

. TP33

: SGAV, LGBV
. AT
: 3

: VI3

21/01/2025 ([lata Ha u3naBane)

BG (6warapckn)
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Crienmaniu pasnopendu 3a npeo3 - HacumnHo : VCI, VC2
cberosinue (ADR)
Crienpaiiu pasnopeadu 3a npeBo3 - TOBapeHe, : CV13

pasroBapBane u o0padotka (ADR)
Unentudukaunonen zomep 3a omacxoct (Kemmep No.) @ 90
OpamxeBu Tabenu

Koz 3a tynennu orpanuuenus (ADR) Do

TpaucnopT no Mmope

Crenuanuu paznopen6u (IMDG) 1 274,335, 966, 967, 969
Orpannuenn xkonndectsa (IMDG) : Skg

HUskmouenn xonndecrsa (IMDG) : El

OmnakoBbuny uHCTpyKIuH (IMDG) : LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopwsunu unctpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopendou (IMDG) : B3

Wucrpykuun 3a nucrepuu ( IMDG) : BKI, BK2,BK3, T1
Crienmaniu pasnopendou otHocHo nuucrepuu (IMDG) : TP33

Kareropus na toBapene ( IMDG) DA

Cknagupane u oopadorka (IMDG) : SW23

Bob3ayumen Tpancnopt

PCA Uzkirouenu konmuecta (IATA) : El
PCA OrpaHuueHu KOJIMuecTBa IbTHUYECKH CaMOJIET 1 : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO 1 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuuy 3a OnakoBaHe MbTHUYECKH caMoneT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH 1 400kg
camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) 1 956
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Crennanuu pasnopeadu (IATA) 1 A97, Al1S8, A179, A197, A215
ERG xox (IATA) : 9L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOpMaTHBHATa ypenda

15.1. CienpvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPe10a/3aK0H0IATE/ICTBO OTHOCHO 6€30MaCHOCTTA, 3PABETO H OKOJIHATA
cpena

PeramamenTtn Ha EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOMTO HapylaBat 030HoBusI cioii (Permament EO 1005/2009)

21/01/2025 ([lata Ha u3naBane) BG (6warapckn)
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PersiameHT 32 u3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/JaHe pexkuM Ha OOIIHOCTTA 32 KOHTPOJI HA H3HOCA, TpaHcdepa,

6p0KepCKaTa JeiiHoCT U TpaH3uTa Ha U3JICJIUS U TEXHOJIOTHUH C JIBOIHA yHOTpC6a.

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

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

[PEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO

Ha 1ma3apa Ha OIIpEACIICHU BEIICCTBA, U3II0JI3BAHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU MIIH IICUXOTPOITHA Bemec‘rBa)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/UI

JIEJI 16: /Ipyra nagopmanus

II'bnen Texker na H- u EUH-npegynpeskaennsiTa 3a oacHoCT:

Aquatic Acute 1 OmnacHo 3a BOJJHaTa cpejia — OCTpa OMAcHOCT, Kareropus 1
Aquatic Chronic 1 OnacHo 3a BoJiHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 1
Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2
H315 IIpenn3BukBa apa3HeHe Ha KOXKarTa.

H317 Mosxe 1a IPUYMHH aJepruyHa KOXKHA PeaKIys.

H319 IIpean3BuKBa CEPHO3HO Jpa3HEHE HA OUYUTE.

H341 Ipenmnosara ce, ye IPUYNHABA TeHETUYHHU Te(HEKTH.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.
Muta. 2 MyTareHHOCT 3a 3apOAUIIHY KIeTkH, Kateropus 2

Skin Irrit. 2 Koposust/npasuene na xoxara, Kareropus 2

Skin Sens. 1A Koxna cencnbmmmzanust, Kateropus 1A

Mudopmannonen muct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MubopmarroHeH auct 3a 6e301acHOCT, € HOIy4eHa OT H3TOYHUILY, KOUTO CMATaMe 3a

HaJICKIHU. B'hl'lpCKI/l TOBa, wn(poprwalmma C€ NpeaoCTaBs 0e3 HUKaKBa rapanuus, uU3puuHa Ui nonpa36wpama CC, OTHOCHO HelHaTa KOPEKTHOCT. VYcnoBusara uim

MCTOIHUTC 3a pa60Ta, CbXpaHCHHUE, yn0Tp06a WA 06c3ch>i<nanc Ha IPOAYKTa Ca U3BBH HAIIMA KOHTPOJI M MOXKE /1a Ca M3BBbH HalllaTa KOMIETCHTHOCT. l_lopann
Tasu U APYru NpUuYUHU, HUC HE IIOEMaME OTTOBOPHOCT M U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61/1, IETH WIXA pasxoau, NPOU3THYAIIN OT UJIK CBbP3aHU

10 HAKAaKbB HAUMH ¢ paboTara, CbXpaHEHHETo, ynoTpedara Hinu 00e3BpexkaaHeTo Ha NpoayKkTa. To3u Mudopmanones JUCT 3a 6€30I1aCHOCT € U3TOTBEH U TpsAOBa

Jla ce U3I0JI3Ba CaMo 32 TO3H MPOAYKT. AKO MPOJYKTHT CE M3I0JI3BA KAaTO ChCTABKA HA JIPYTH NPOJAYKTH, HAIMYHaTa HH(OpMaIHs OU MOrJia 1a ce OKaxe
HerpuwioxkuMa. Tazu nHpopmals ce OCHOBaBa Ha HAIIUTE TEKYIIM MO3HAHUA U € MPeJHa3HaYeHa J1a J1aJie ONMCAHKUE Ha MPOYKTa caMo 32 IIEIUTE Ha
3J[paBeora3BaHeTo, 0e30MacHOCTTa U OKOJIHATa cpesia. [lopaau ToBa, TS He TpsAOBa Jla ce THJKyBa KaTO rapaHIMs 3a CBOMCTBATA HA MPOJYKTa.

21/01/2025 ([data Ha n3naBaHe)
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