European Directorate  Direction européenne

Ao el Vitexin-2"-O-rhamnoside

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHoBaHKe Ha BEIIECTBOTO : Vitexin-2"-O-rhamnoside
Kon Ha mponyxra : 201700392

1.2. MnenTuduuupann BUI0Be YNOTPeda Ha BeECTBOTO WM CMECTa, KOUTO €a OT 3HA4YeHHe, U BHIOBE YIOTPeda, KOMTO He ce
Nnpenopb4YBar

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrenmdiyHa TOKCHYHOCT 3 OTPE/IETIEHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, npa3HeHe Ha IUXaTEIHHUTE IMHTAIIA
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
Onpe)lenﬂHe ‘-IpCS CKCHepTHO MHCEHHUE U 110 CHUJIaTa Ha JTO0Ka3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H315 - [Ipean3BukBa apa3HeHe Ha KOXKATa.

H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H335 - Moyke 1a npean3BHKa Jpa3HEeHe Ha TUXaTETHHTE IHTHIIA.
Ipenopsku 3a 6e3omacHoct (CLP) : P280 - U3nomn3Baiite protective gloves.
P332+P313 - Ilpu mosiBa Ha KOXKHO Jpa3HeHe: IloTbpceTe MEANINHCKH CHBET/TIOMOLI.
P337+P313 - Ilpu npoab/DKUTETHO IpasHeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
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Vitexin-2""-O-rhamnoside

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

ETI/IKeTI/l‘paHC B CBOTBETCTBHUE C: U3KIIFOYCHUS 3a BBTPECIIHU OITAKOBKH, KOraTO ChbABPXKAHUETO HE IIPEBUIIIaBa 10 ml
He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomeimanTenHa HHGOPMAHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Vitexin-2"-O-rhamnoside - <100 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO Ype3 N30bpcBaHe (C YMCTa M MEKa MONUBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYHUTE : M3mmakHeTe ounTe ¢ Boja KaTo Mpe/a3Ha MApKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

TToaxomasu TI0KapoTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

€pPKH IIPH aBaPUHHO

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapS 32 CIEIHH CJIy4an

ABapuiiHH IIIAHOBE : /Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIydYan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammdana nomsmanTenHa HHGOPMAIHS

padoTKa u ¢

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsima HammuHa gombiHuTeHa HHOOPMALHS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMyKAaTelHa BEHTUIALNS, TAKa U BEHTHJIAIMS Ha 00IIOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTiika

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

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

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

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIyM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe : He e npunoxumo
Temneparypa Ha camo3arnajiBaHe © He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuusno
pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH © He e npunoxumo
PazrBopumoct : He e Hanuuno
Koeduruent Ha pasnpenernenue: N-okranoi/soga (Log  : He e HamuuHO
Kow)

Hansrane na napute : He e Hanuuno
Hansraune na napute npu 50°C : He e Hannuno
ITnsTHOCT . He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTuuTe . He e nanuuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

9.2.2. /Ipyru XapaKTepHCTHKH 32 (6€30NacCHOCT

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknuoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHHU YCIIOBHS.

10.2. XumMu4HAa CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nanmuana gombnHUTENHA HHOOPMAIUST

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

Octpa ToKCHYHOCT (OpajHa) . He ce xnacuduunpa

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduunpa

OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xnacuduunpa

Koposusnoct/npasuene Ha koxara : IlpenusBukBa Apa3HEHE HA KOXATa.

Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenn3BUKBa CEPHO3HO Apa3HEHE HAa OUHTE.
CeHcnOMIM3aIys Ha IUXaTSIHUTE TBTHINA WM Koxkata . He ce knacudummpa

MyTareHHOCT Ha 3apOJHILIHUTE KIETKU . He ce xacudunmnpa

Kanneporennoct . He ce xnacuduunpa

TOKCHYHOCT 3a PEHPOAYKLHATA : He ce ximacuduunpa

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI : Mosxe na npenu3BUKa Ipa3sHeHe Ha AUXATEITHUTE ITTUIIA.

OpraHM) — eIHOKpATHA eKCIIO3ULIHS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xacudunmnpa
OpraHu) — IOBTApSIILA CE SKCIO3ULIHS

OnacHOCT NpH BJMIIBAHE : He ce xnacuduumpa

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopMamnus

Exonorus - 061110 . He npencraBnsiBa KOHKpeTHa OIACHOCT 3a OKOJIHATA Cpefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

Hsma HanuvHa TONBIHHUTENHA HHOOPMAIIUS

Hsma HanMvHa TONBITHHUTENHA HHOOPMAIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

3
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Vitexin-2""-O-rhamnoside

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHu3aIHs

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Vitexin-2""-O-rhamnoside

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

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B criuchbKa ¢ BelecTa, KOUTO HapymasaT 030HoBHs cioil (Permament EO 1005/2009): Vitexin-2"-O-rhamnoside

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BerectBa (Pernmament EC 2019/1148 3a npeiaranero Ha na3apa u yrnorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpabpika BemectBo(a), BKI0YeHO(1) B ciuchka ¢ [Ipekypcopu Ha HapkotruauTe BemectBa (Perimament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U ITYCKAHETO
Ha a3apa Ha OIPEJICJICH! BEIIECTBa, U3I0JI3BaHM 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HJIHM TICUXOTPOITHH BELIECTBA)

15.1.2. HauuoHaJHu pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Eye Irrit. 2 Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2

H315 IIpenusBukBa Ipa3sHEHe HAa KOXKaTa.

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OYHUTE.

H335 Moske fa mpeau3BUKa Apa3HeHe HA AUXATEIHUTE TbTUILA.

Skin Irrit. 2 Koposusi/npasuene na koxara, Kareropus 2

STOT SE 3 CrrenndiyHa TOKCHYHOCT 3a ONPEJIeTIeHN OpraHy — €IHOKpaTHa excrio3unus, Kareropus 3, npa3sHene Ha MXATENHUTE TBTHINA

Nudopmarones et 3a 6e3omacuoct (UJI1B), EC

OTKA3 OT OTT'OBOPHOCT HupopmanusTa, chabpikamia ce B To3u MHpopMannoneH et 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHUIN, KOUTO CMsTaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeocTans 6e3 HIKaKBa rapaHIis, H3pUIHA WM opa30oHpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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