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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 hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Benserazide hydrochloride
EO Ne 1 238-991-9

CAS Ne 1 14919-77-8

Kon Ha npoxykra : 201600094

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
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

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
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H335

excriozunus, Kareropus 3, npasHeHe Ha JUXaTEIHUTE IBTHIIA
OnacHo 3a BoJIHaTa cpejla — XPOHWYHA ONACHOCT, KaTeropus 2 H411
3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

TokcH4eH 3a BOAHUTE OPraHU3MH, C ABITOoTpacH edext. [Ipenu3BrukBa ceprno3Ho apasHeHe Ha ounte. [Ipean3Buksa apasHeHe Ha Koxara. Moxe fa peu3BuKa
Jipa3sHeHe Ha AUXaTEeIHUTE IbTUILA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$ )

GHSO07 GHS09
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Benserazide hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Curnanna gyma (CLP) : Buumanue

Mpenynpexnenus 3a onacHoct (CLP) : H315 - [Ipenu3BukBa Ipa3HEeHE HA KOXKaTa.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYHTE.
H335 - Moxe n1a mpean3BUKa Apa3HEHEe Ha TUXATEIHUTE IbTHIIA.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPACH EeKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMMIBaHE HA MPax/MyIIeK/Ta3/IuM/H3MapeHHs/aepOo30IIu.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JIMIETO CTApaTENIHO clie]] ynoTpeda.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSACTO.
P273 - Jla ce n36srBa U3IycKane B OKOJIHATA Cpea.
P280 - U3mon3Baiite npeAna3Hyu pbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO ¢ BoAa.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIECHsBAIIA AUIIAHETO.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIIH, aKO MMa TAKHBA U JOKOJIKOTO TOBA € Bb3MOXKHO.
[poabikere ¢ U3MIAKBAHETO.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P332+P313 - Ilpu mosiBa Ha KOXxKHO apasuene: [loTbpcere MEAUIIMHCKH CHBET/TIOMOIL.
P337+P313 - IIpu mpoaBDKUTEIHO ApasHeHe Ha ounte: [loThbpcere MEUIIMHCKU CHBET/TIOMOLL.
P362+P364 - Cpanete 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIu MOBTOPHA yroTpeda.
P391 - Cpbepere pasmsaroro.
P403+P233 - Jla ce chxpansiBa Ha 0Ope MPOBETPHUBO MACTO. CHABT J1a Ce ChXPaHsBa IIBTHO
3aTBOPCH.
P405 - [la ce cbxpaHsiBa 1o KJIroy.
P501 - CbabpxaHHETO/ChIBT J1a CC U3XBBPIIH B IYHKT 33 ChOMPaHe Ha OMACHU WU CIICHUATHI
OTHajbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/HIIN MEX/LyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KIIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChAbPXKaHHETO He TpeBuirasa 10 ml.

He ce m3ucKBa eTHKeTHpPaHe

2.3. Ipyr" oacHOCTH

Jlpyra napopmarms : AKTHBHO BeIecTBO (BB (hapMalleBTHIHH IPOTLYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OILE HE € U3IMUTaHO HAIIBJIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Benserazide hydrochloride CAS Ne: 14919-77-8 <100 Skin Irrit. 2, H315
EO Ne: 238-991-9 Eye Irrit. 2, H319

STOT SE 3, H335
Aquatic Chronic 2, H411

3a meanus TekcT Ha H- n EUH-npenynpeskeHnsaTa 3a ONacHOCT: BXK. pasjen 16

PA3/IEJI 4: Mepku 3a NbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOL

H’pra moMo1f - 061111/1 MEPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, WJIH aKO CUMIITOMUTE IPOABIIKABAT, IIOTHbPCETE MEAUITUHCKA
TIOMO1II.
H’pra TIOMOII IpH BAUIIBAHE : I/I3BCI[BTC JIMOETO Ha YUCT BB3AYyX U I'O IOCTABETE B IMMO3UIINS, YIECCHABAIIA JUITAHETO. I[a C€ oCTaBH

TIOCTpagaIns 1a Cu NOYNHE. B cnyqaﬁ Ha DpUjIonIaBaHe: HompceTe MCIUIUHCKHA C’LBET/HOMOI]_[.
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Benserazide hydrochloride

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ITbpBa MOMOII IPK KOHTAKT C KOXKaTa : Jla ce cBanmM 3aMBbPCEHOTO OOJIEKIIO U U3IOKEHUAT Y4acThK OT KOXKaTa J1a Ce M3MHUE C MEK CallyH U
BOJIa, KaTO CJIeJ] TOBA Ce M3IIAKHE C TOILIA BOAA. AKO JPAa3HEHETO Ha KOXKaTa MPO/IbIKABA, 1 Ce
HaIpaBK KOHCYJITALMS C JIeKap.

IIbpBa HOMOII TPY KOHTAKT C OYUTE . MznnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYUTe HIMPOKO OTBOPEHHU (B
MpoIb/bKeHne Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKUBA U JOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipoabinkere ¢ u3miakBaHeto. [loTbpcere MeJUIMHCKA TOMOLL, aKO OOJIKaTa,
MHTaHETO WM 3a4EPBSBAHETO MPOJIBIIKAT.

[I'ppBa noMo1L IPU MOTITBIAHE . HMznnakuHere ycrara ¢ Bojia (CaMo ako MOCTPalalIvAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO mpe3
ycTaTa Ha 4oBeK B Oe3ch3HaHne. HezabaBHO MOThpceTe MEANLIMHCKH ChBET/TIOMOLL.

4.2. Hali-chbIleCTBEHH OCTPH M HACTHIIBAIIH CJ1e H3BECTEH MepHOo/] OT BpeMe CHMITOMH U eheKTH

Cumnromu/edeKTd ciel BAUIIBaHE : Mooxe na npean3BHKa Apa3HEeHE Ha JUXATCITHUTE MHTHIIA.
Cumnromu/edeKTd ciel; KOHTAKT ¢ KoXKaTa : Ilpenu3BukBa qpa3HeHe Ha KOXKara.
Cumnromu/eeKTH ciies] KOHTAKT C OYUTE : Ilpenu3BukBa cepro3HO Apa3HEeHe Ha OuuTe. 3adepBsaBaHus, OOJIKa.

4.3. Yka3aHnue 3a He00X0UMOCTTA OT BCAKAKBH HEOTIO0KHN MeINIHHCKH TPUKHA U CNICLIUAJTHO JIeYEeHU e

Hsma HanuyHa AONBIHUTEIHA I/IH(i)OpMaI.II/IH

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxo 1K TT0KaporacHTENTHN CPE/ICTBA : Jla ce m3mon3Bat cpeJicTBa, MOAXOMAAIIN 3a TaCEHE Ha MOXKapH B ChCEJCTBO. BhriieposeH arokcu.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

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

OnacHu MIPOAYKTH Ha pasnagaHe B cnyqaﬁ Ha mmoxap . HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIaCc€H BBITIEPOCH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3MOXKHO € OT/IeNTHETO Ha TOKCHYHU nu3napeHus.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

HHcTpyKuuy 3a raceHe Ha IoKapu : Jla He ce IomycKka H3MOI3BaHaTa B OopOaTa ¢ Imoxapa BoJa Jia 3aMbPCH OKOJHATa Cpefa.
3amuTa Ipy raceHe Ha Ioxap : Jla He ce mpeanpreMa HaMeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. ABTOHOMEH H H30IHPAI]
amapar 3a AuxaTelHa 3ammTa. [IeiHa 3amura Ha TAI0TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JInuHM NpeANa3sHU MePKH, NPeANa3HH CPeCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0y Mepku . Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBAPS 32 CIEUIHU CJIy4an

ABapuiiHy I1aHOBE : Jla ce OTCTpaHU HEHYKHUSI IEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3aluTHU CpeacTBa . /Jla He ce npennpuema Hameca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHe. 3a noBeve HHpopManus,
BrokTe paszen §: "KoHTpon Ha ekcro3uimsITa/ TMYHA Mpe/Ina3Hu cpeactsa’.

6.2. [Ipeama3Hu MepKH 32 oNMa3BaHe HA OKOJIHATA cpefa
Jla ce u3bsrea usnmyckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIIECTBEHUTE BOIH.

6.3. MeToau u MaTepHaJId 32 OrpaHu4YaBaHe U NMMOYUCTBAHE

3a 3aAbpKaHE : Tlonwmiite ¢ HHEPTEH MaTCpHUal U IOCTABETE B IOAXOIAILL KOHTCﬁHep 3a OGCSBpe)KZ[aHC Ha OTHaabliu.
Metoau 3a Mo4rcTBaHe . Ilouucrere 3aMBPCEHUTE IIOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momira Ha JACTEPreHT.

6.4. Ilo30BaBaHe HA APYTH pa3ien

Bwxre Pasnen 13 otHOCHO HH(pOpManust 32 00e3BpeKIaHe Ha OTIABLUTE.
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Benserazide hydrochloride

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

Ipenna3uu mepku 3a Ge3omnacHa pabora : Jla ce u30sirBa BCsAKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha paGOTHOTO
MSICTO.
XUTrueHH! MEpKH : Jla He ce siae, e WK IMyLIH P yrnoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00J1eKII0 U3BBH PabOTHOTO MoMeleHHe. Jla ce U3MHUAT PhLEeTe IPEIH OYNBKHTE U IS
MPUKJIIOYBAHE HAa paboTaTa.

7.2. YciioBusi 3a 6e€30aCHO CbXpaHABaHEe, BKINYUTEJIHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : )_'[a C€ CbXpaHsBa HA z[06pe TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : )_'[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

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

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

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3uIHUATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasig HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IPOBETPsABAHE HA pa60THOT0 Mmsicto. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlUA, TaKa U BEHTUJIAllUA Ha 001110TO
nomenienue. C Marepuaia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHrHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH npeanasHu cpeacrea

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCST npeamnasHu ounna. [Ipeanasuu ounna cse crpannyna 3amura. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKaTa M TAJIOTO:
Jla ce HOoCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npectiika. (EN 13034)

3ammuTa Ha pBueTe:
Jla ce HOCST MOAXOISIIIM PhKABULM. XUMHUYECKH YCTONYMBY npeanasuu pekasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTE MbTHINA:
B ciyuait Ha 0O6pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3AEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PDM3UYHU U XMMHYHH CBOICTBA

ATperaTHo ChCTOSHUE : TBBpAO BelecTBO

st : Bsin. sxbnTeHMKaB-0s1. OpaHKeB-0s1.
BrbHuieH Bug . Kpucranen npax.

MonekyiHa maca : 293.7 g/mol

Mupuc : He e Hannuno

I'panunara Ha Mupuca : He e Hanuuno

Touka Ha ToneHe 1 148 -150°C

Touka Ha 3aMpb3BaHe : He e Hannuno

Touka Ha KuIIeHE : He e Hanuuno

3ananuMocT : He e Hanuuno
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Benserazide hydrochloride

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

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT He e npunoxumo

T'opHa rpanuIa Ha eKCIIO3UBHOCT He e npunoxumo
IInamua Temnepatypa He e npunoxumo
Temneparypa Ha camo3anajiBaHe He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : 4-5(1%)

pH pastBop :

BI/ICKOSI/ITCT, KHHCMAaTHYCH

He e nanuuno
He e npunoxumo

PazrBopumocT Bopma: 100 — 1000 g/1
Koeduiient Ha pasnpezaenenue: n-okranon/soaa (Log He e nanuuno
Kow)

Hansrane Ha mapute He e nanuuno
Hansrane Ha napure npu 50°C

IlnsTHOCT

He e Hanuuno
He e nanuuno
OTHOCHTEIHA IITBTHOCT He e nammuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

P a3sMEp Ha YaCTHULMTE

He e npunoxumo
He e nanuuno

Hsima HanmuHa OMIBJIHUTETHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaHHﬂ

Hsma nanuyna qonbnHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbiIHUTENHA HHOOpMALHS

Hsma HanuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

rH4Ha HqupmaumI

Octpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
Octpa TOKCHYHOCT (BMILIBAHE)
KoposusHoct/npa3nene Ha Koxara

CepHO3HO yBpex/JaHe Ha OUHTE/Apa3HEeHe Ha OUUTE

Cech6mn/13aum Ha JUXaTCIIHUTE IIbTHUIA UIIA KOXKaTa

MyTal"eHHOCT Ha 3apOJUIITHUTE KJICTKH

KaHHCpOI‘CHHOCT

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIIHEHH KPUTEPUUTE 3
ki1acubumpane; JIMICBaT TaHHM)

He ce knacuduuupa (Jlunceat nanHu)

He ce xnacuduuupa (Jluncsar q1aHHu)

Ipenu3BuKBa Apa3HEHE Ha KOXKaTa.

pH: 4 -5 (1%)

Tpean3BHKBa CEPHO3HO APA3HEHE HAa OYHTE.

pH: 4 -5 (1%)

He ce xnacudunupa (Jluncsar qanam)

He ce knacu¢urmpa (Bb3 ocHOBa Ha HATMYHUTE JaHHU, HE Ca U3ITBIHEHU KPUTEPUHTE 32
KiIacubHIEpane)

He ce knacu¢unupa (Jlunceat nanHu)
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Benserazide hydrochloride

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

TokcHuYHOCT 32 PEIPOLYKIHATA . He ce xnacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JaHHH, HE CA U3ITBIHCHH KPUTEPHUTE 3a
KnacuuIupane)
CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICIeHN : Moxe na npean3BUKa Apa3HEHe Ha IUXaTeIHUTE IbTUIIA.

OpraHu) — eJHOKPATHA €KCIIO3U LIS
CTOO (cnenu@uyHa TOKCHYHOCT 32 OIPEICICHA : He ce xnacudunupa (Heybennrennn naHum)
OpraHh) — IOBTapsIIla Ce EKCIIO3ULIHS

OmacHOCT I BAUIIIBAaHE . He ce xnacu¢mummpa (JIuncsat nanxm)

Hsima Hanu4Ha MOMbIHUTENHA HHDOpMAIHS

PA3JIEJI 12: Exonoruyna ungopmanus

OmnacHo 3a BOJHATa cpea, KpaTKkocpouHa (0cTpa) : He ce xnacudunupa (Bb3 0cHOBa Ha HAJTMYHUTE IAHHU, HE Ca U3ITBJIHEHU KPUTEPHUTE 32
KnacuHImpaHe)

OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) : Tokcu4eH 3a BOAHUTE OPraHU3MH, C IBITOTPACH eeKT.
Benserazide hydrochloride (14919-77-8)
LC50 - Pubwm [1] 316 mg/l (96 gaca, Oncorhynchus mykiss ( /JIsrosa mscrspsa )) (Merox OECD 203)
EC50 - PakooGpa3zuu [1] 18.8 mg/1 (48 yaca, Daphnia magna (Boxmua 6b11xa)) (Mmetronq OECD 202)
ErC50 Bomopacou 2.66 mg/l (72 yaca, Desmodesmus subspicatus (3enenu Bogopacin)) (meroq OECD 201)
NOEC xponuuHa Bogopacin 0.299 mg/1 (72 Hours, Desmodesmus subspicatus (Green algae)) (OECD 201 method)

Benserazide hydrochloride (14919-77-8)

YceToW4MBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O0e3Bpe:xaaHe HA OTHHAAbUUTE

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

14: Undopmanusa 0THOCHO TPAHCIIOPTHPAHETO

B cvotBercTBrE ¢ ADR / IMDG / IATA
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Benserazide hydrochloride

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPIO, H.V K.

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

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

Onucanue Ha TPAHCIOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, III
POLLUTANT
14.3. Knac(oBe) Ha 0IACHOCT NP TPAHCIIOPTHPaHe
9 9 9

14.4. Onakopb4Ha rpymna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OracHo 3a okosnHara cpena: [a

OnacHo 3a okosHara cpeza: [a
Mopcku 3ambpenten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nus): S-F

OrmacHo 3a okomiHara cpena: [a

Hsma JOITBJIHUTCITHA HAJTMIHA I/IH(bOpMaI_II/ISI

14.6. Cnenuajiiy npeana3sHu MepKH 32 NOTPe0uTeuTe

CyxonmbTeH TPaHCIOPT

Knacudukanuonen kog (ADR)

Crnienmanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHH nHCTpyKuuu (ADR)

CrienmanHy onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CrienpaiHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npesosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumHo
cwerosiaune (ADR)

Crienmaniu pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Wnentudukanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanndenus (ADR)

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
. SGAV, LGBV
AT
3
V13
VCl1, VC2
CV13

90

90
3077
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Benserazide hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

TpaucnopT no mope

Crnennanau pasnopendou (IMDG) 1 274,335,966, 967, 969
Orpannuenu konuuectsa (IMDG) : Skg

W3kmrouenu konmyectsa (IMDG) : El

Onakobunu uHcTpykuuu (IMDG) : LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopbunu unctpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopenou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) . BKI, BK2,BK3, T1
Criennanuu pasnopendu otHocHo nucrepuu (IMDG) . TP33

Kareropus na toBapene ( IMDG) A

Criagupane u ob6pabotka (IMDG) : SW23

Bb3aymen Tpancnoprt

PCA Uskimrouenu konmuecta (IATA) . El
PCA OrpaHuueHu KoJmuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPAaHUYEHO : 30kegG
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoiieT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camouiet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Criennanuu pasnopendu (IATA) 1 A97, A158, A179, A197
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: Wudopmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cienuanm 32 BENIECTBOTO WJIH CMECTA HOPMATHBHA YPea0a/3aK0HO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

Peramamentn Ha EC

REACH, Ilpuno:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He ¢urypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cuucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pasperiaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMmeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioii (Permament EO 1005/2009)

Perniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CbBETA ot 5 maii 2009 roauna 3a BpBexxaAaHe pesxkxum Ha OOIIHOCTTA 32 KOHTPOJI HAa M3HOCA, TpaHcdepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
IPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)
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Benserazide hydrochloride

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu
Paznen IIpomeHeH eneMeHT KomenTapu
Jlata Ha pemakuusTa Jlo6aBeno
3amMeHs BepcusiTa OT JobaBeHo
1.1 CHHOHUMH IIpemaxnarto
1.1 HaumenoBanue IIpomeneno
1.1 EO Ne Jlo6aBeno
1.1 CAS Ne JobaBeHo
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnotpeba Ha BEIIECTBOTO/CMECTa IIpomeneno
2.1 Heb6naronpusiTHu QU3HKOXUMHUYHH e(DEKTH 1 IIpomeneno
HeOIaronpusTHH e(peKTH 3a 31PaBeTO Ha YOBEKa
OKOJIHATa cpejia
2.3 Jlpyra nadopmarys JloGaBeno
4.1 ITepBa momonI IpH KOHTAKT € KOXKaTa IIpomeneno
4.1 IIbpBa moMoIIL TP KOHTAKT € OYUTE IIpomeneno
4.1 IIppBa nomo1i npu BIUIIBaHE Jlo6aBeHo
4.1 IIppBa nomol - 001K MEPKU JlobaBeHo
4.1 IIppBa noMo1I IPU MOTITbIAHE JobaBeHo
4.2 Cumnromu/eexTd ciell BAUIIBaHE JlobaBeHo
4.2 CumMnromu/edexTd ciell KOHTAaKT ¢ KOXKaTa Jlo6aBeno
4.2 Cumnromu/e(eKTu ciae] KOHTaKT C OYUTE Jlo6aBeHo
5.1 Toaxoasmu noxaporacuTeHi CpeIcTBa IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CpeiCTBa Jlo6aBeHo
52 OmnacHoCT OT noXap IIpemaxunato
52 OnacHu IPOAYKTH Ha pa3lajiaHe B cilydyaii Ha JobaBeHo
oxap
53 MHcTpykuuy 3a raceHe Ha Moxapu IIpomeneno
53 3amuTa npy raceHe Ha Mmoxap JobaBeHo
6.1 ABapuiiHu miaHoBe IIpomeneno
6.1 OO0y Mepku JlobaBeHo
6.1 3aluTHY cpecTBa JobaBeHo
6.2 IMpenma3sHu MepkH 3a oma3BaHe Ha OKoJHaTa cpena | JlobaBeHo
6.3 3a 3agpprkane Jlo6aBeno
6.3 MeToau 3a mouyrcTBaHe Jlo6aBeno
6.4 Ilo3oBaBaHe Ha apyru pasznent (8, 13) JobaBeHo
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Benserazide hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.1 XUTrHeHHU MEPKH JlobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIL JobaBeHo
7.3 Crennduynn KpaitHu yrnotpebu IIpemaxunato
8.2 3amura Ha pbleTe IIpomeneno
8.2 Tloaxoasi HHKEHEPEH KOHTPOII IIpomeneno
8.2 3aluTa Ha KO’KaTa U TSUIOTO IIpomeneno
8.2 3amura Ha JUXaTEIHUTE IIbTUIA Jlo6aBeno
8.2 3alura Ha OYUTE Jlo6aBeno

9 Touka Ha TOTIEHE Jlo6aBeHo

9 pH Jlo6aBeHo

9 MonekynHa maca JlobaBeno

9 BroHIeH Bug IIpomeneno
9 IBsar Jlo6aBeno
10.1 Peakimonna criocoOHOCT IIpemaxnarto
10.3 BB3MOXKHOCT 32 OIaCHH PEAKIIMU ITpemaxunato
10.5 HecwsBmecTumu Marepuanu IIpemaxnaro
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxHarto
12.1 EC50 - PakooOpasuu [1] Jlo6aBeno
12.1 LC50 - Pubu [1] Jlo6aBeno
12.1 NOEC xpoHHYHa BOJIOPACIH JlobaBeHo
12.1 ErC50 Bopmopacin Jlo6aBeno
12.1 Exosorust - 001110 IIpemaxuarto
II'bnen Texer na H- u EUH-npegynpeskaennsiTa 3a oacHoOCT:

Aquatic Chronic 2 OmacHo 3a BOIHATA cpejia — XPOHHYHA OMAaCHOCT, KaTeropus 2
Eye Irrit. 2 Cepro3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2

H315 IIpenu3BukBa gpa3HeHe HA KOXKaTa.

H319 IIpenu3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H335 Moske 1a mpeAn3BUKA Apa3HEHE Ha IUXATEIHUTE IbTUILA.

H411 Tokcu4eH 3a BOXHUTE OPTaHU3MH, C ABITOTPAcH e(eKT.

Skin Irrit. 2 Koposust/npasuene Ha koxara, Kareropus 2

STOT SE 3 CrennduyHa TOKCHYHOCT 3a ONPEEIICHN OpPraHy — €HOKpaTHa excrio3unus, Kareropus 3, npasHeHe Ha IMXaTeIHUTE IIbTHILA

NupopmanmoneH suct 3a 6e3onacuoct (MJIB), EC
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Benserazide hydrochloride

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.

21/01/2025 ([data Ha pepakuusra) BG (6barapckn) 11/11



