COUNCIL OF EUROPE

Doxazosin impurity D

Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 28/02/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo

HaumeHoBaHMe Ha BEIIECTBOTO : Doxazosin impurity D

XHUMHUYECKO HAUMEHOBAHUE 1 6,7-dimethoxyquinazoline-2,4(1H,3H)-dione
EO Ne 1 249-288-1

CAS Ne 1 28888-44-0

Kopx Ha nponykra : 202000124

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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

sds@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Koposus/npasuene Ha koxata, Kareropus 2 H315

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

IIpean3sukBa cepruo3HoO apasHeHe Ha ounte. [Ipean3BHUKBa Apa3HEHE HA KOXKATA.

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

ITuxrorpamu 3a onacuoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
IIpenynpexnenus 3a onacHoct (CLP) : H315 - IIpexu3BukBa Apa3HeHe Ha KOXKATa.

H319 - [Ipenn3BuKBa cepro3HO Ipa3HEHE HAa OUHTE.
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Doxazosin impurity D

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

Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3Mue phleTe A0 JAKTUTE U JIMLETO CTAPATEIHO Clie/l ynoTpeba.
P280 - U3mon3Baiite npeAna3Hu PbKaBULM/TPEANA3HO OOICKIO/MPeIa3Hy OYIIa/Mpeana3Ha Macka
3a JIMLE.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO € BOza.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIIH, aKO MMa TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabwkere ¢ U3MIAKBAHETO.
P321 - Cnenuanu3upano je4eHue (BxK. JOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL HAa TO3H
€THKET).
P332+P313 - Ilpu mosiBa Ha KOXkKHO apasuene: [loTbpceTe MEUIIMHCKH CHBET/TIOMOIL.
P337+P313 - Ilpu mpoABDKUTEHO ApasHene Ha ounte: [loThbpcere MEUIIMHCKH CHBET/TIOMOII.
P362+P364 - Cpanete 3aMbpCEHOTO 00JIEKIIO M TO U3MEPETE NpeIu MOBTOPHA yrnoTpeda.
Etukerupane B choTBeTCTBUE C: V3KII0YEHHS 32 BBTPELIHU ONAKOBKH, KOTaTo ChIbPXKAaHUETO He npeBuiasa 10 ml.
He ce u3nckBa eTuKeTHpaHe

2.3. [Ipyru onacHoCTH

I[pyra HH(bOpMaLH/Iﬂ . Buumanme - BCIIECTBO, KOETO BCEC OLIEC HE € U3IUTAHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
6,7-dimethoxyquinazoline-2,4(1H,3H)-dione CAS No: 28888-44-0 <100 Skin Irrit. 2, H315
EO Ne: 249-288-1 Eye Irrit. 2, H319

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3J/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H'BpBa ToMo1f - 06HII/I MEpPKHU . B®B Bcnukn CJIy4au Ha CbMHCHHE, WX aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEJUIIMHCKA
TTOMOIII.
H‘pra oMol 1pyu BAUIIBAHE . W3Benmere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B ITO3ULIMA, YJICCHABAIIA AUIIAHETO. }Ia C€ oCTaBH

NOCTpaJialiys Ja CU odnHe. B ciryyaii Ha npromasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa moMoII IPH KOHTAKT ¢ KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBK OT KOXKaTa J1a Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA Ce M3IUIAKHE C TOIUIA BoJa. AKO JIPa3sHEHETO Ha KOXKaTa MPO/IbIIKaBa, 11a ce
HampaBM KOHCYNTAINS C JIeKap.

ITepBa HOMOII IPH KOHTAKT C OYHTE : M3miakHeTe He3a0aBHO M CTApaTETHO C BOJA, KATO IbP)KUTE KIIEIaulTe IHIPOKO OTBOPEHU (B
IPOABIDKEHNE Ha oHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JIEIIH, aKO HMa TaKHBa U JJOKOJIKOTO TOBA
e Bp3MOXkHO. [Ipogbmkere ¢ n3mnaksanero. IToTbpceTe MeUIIMHCKA MTOMOII, aKo 6oJIKaTa,
MHT'aHETO WM 3aUePBSBAHETO IPOJBIDKAT.

ITspBa mOMOI TIPH MOTJTBIIAHE : Msnnaksere ycraTa ¢ Bozia (caMo aKo IIOCTpaJanysaT € B Ch3HaHHe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBek B Oe3ch3HaHne. HezabaBHO MOTBpceTe MEANIIMHCKH ChBET/TIOMOLL.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJIe]l H3BECTEeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

CI/IMHTOMI/I/G(I)BKTI/I CJICJI KOHTAKT C KOXKaTa : HpeHPBBI/IKBa Jpa3sHEHE Ha KoKarta.
CI/IMHTOMI/I/G(I)BKTI/I CJICJI KOHTAKT C OYMTEC : Hpeﬂlf[?:BI/IKBa CEPHO3HO APAa3sHCHE HA OYHUTE. 3a‘lepB}IBaHHH, Ooska.

4.3. Yka3anue 3a He00XOAMMOCTTA OT BCIKAKBY HEOT/I0KHH MEAMIMHCKH IPUKHU U CIIELHATHO JieYeHue

Hsma HannyHa nombIHUTETHA HHOPMALUS
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Doxazosin impurity D

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : Ila C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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Doxazosin impurity D

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

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
IBsT . He e mamuuno
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannmuHO
Touka Ha 3aMpB3BaHE . He e HannuHO
Touka Ha KUTIEHE . He e HannuHO
3ananuMocT . He e HanuuHo
JlonmHa rpaHHIIa Ha eKCIUIO3UBHOCT : He e npmioxxumo
T'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npmioxxumo
IInamua remneparypa . He e npunoxumo
Temmneparypa Ha camo3arajBaHe : He e npmioxxumo
Temmneparypa Ha pazinaraHe . He e HannuHo
pH . He e HannuHo
pH pastBop . He e HannuHO
Bucko3uTer, KHHEMaTH4eH . He e npunoxumo
Pa3ztBopumocT . He e HannmuHo
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute . He e HannmuHo
Hansrane na napute npu 50°C : He e HannmuHO
IImpTHOCT . He e HannuHO
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. Ipyra uapopmanusi

Hsma HanuyHa I0MBJIHUTENTHA HHOPMAIUS
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Doxazosin impurity D

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTpa TOKCHYHOCT (OpaiHa) . He ce xnacuduuupa (JIuncsat 1aHam)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)
KoposusHoct/npa3HeHe Ha KoxaTa : IlpenusBuKBa Apa3sHEHE Ha KOXKATa.
Cepno3HO yBpesk/JlaHe Ha OUHTE/IPasHEHEe Ha OUNTe : Ilpenu3BHKBa cCepruO3HO JIpa3sHEHE HA OUYMTE.
Cencubunmsanys Ha IUXaTeHUTE MbTUINA niK koxkata  :  He ce kimacuduumpa (JIuncsar nannm)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlumnceat naHHm)
TOKCHYHOCT 3a peNpOAyKIHATA : He ce xnacuduuupa (JIuncpar jaHHm)
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xknacu¢uupa (JIunceat nanam)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHs
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAHE . He ce xnacuduuupa (JIuncsat faHH#)

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

PA3IEJI 12: Exosioruusa uH@opmanusi

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (JIunceat 1aHam)
OnacHo 3a BOJHATA CpeJia, BIrOCPOUHA (XPOHHYHA) . He ce ximacuduuupa (JIuncpar 1aHam)

6,7-dimethoxyquinazoline-2,4(1H,3H)-dione (28888-44-0)

YcTOHYMBOCT U pa3sTpaguMoCcT Pasrpaxxna ce 6p30

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS
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Doxazosin impurity D

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha OMacHOCT NP TPAHCTIOPTHPAHE

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsima mombiHHTEIHA HANTMYHA I/IH(bOpMaLII/Iﬂ

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT mo Mope
He e npunoxumo

Bb3aymien Tpancnopt
He e npunoxumo

He e npunoxumo
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Doxazosin impurity D

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

3AEJI 15: Uadopmanys OTHOCHO HOPMATHBHATA ypenda

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 ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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 I1a3apa Ha OIIpeJielIeHH BEIeCTBa, N3II0I3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO HA HAPKOTHYHH HJIM IICHXOTPOIIHH BEIIECTBA)

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

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

3AEJI 16: Ipyra nngopmanus

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

Eye Irrit. 2 Cepro3Ho yBpexaaHe/apa3HeHe Ha ounte, Kareropust 2
H315 IIpenn3BukBa apa3HeHe Ha KOXKarTa.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYHUTE.

Skin Irrit. 2 Koposust/npa3uene na xoxara, Kareropus 2

Nupopmarmonen suct 3a 6e3onacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOopMaIoHeH JIMCT 3a 6€30MaCHOCT, € MOJy4eHa OT W3TOYHHIIN, KOUTO CMsITaMe 3a
HazjekIHU. Bpnpeku ToBa, MHpopMaIuaTa ce NpeocTaBs 0e3 HUKAaKBa TapaHIus, N3pUYHA WK MOo/Ipasbuparia ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIOBHATA UIN
MeTozuTe 3a paboTa, ChXpaHEeHHe, yIoTpeda Wik 00e3BpexkJaHe Ha MPOAyKTa ca H3BBbH HAIIKS KOHTPOI U MOXKE 1a ca U3BBH Halata KomrneTeHTHOCT. [Topanu
Ta3W U JPYTU OPHYNHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH HIN Pa3XOJH, IPOM3THYAIIHN OT WIH CBbP3aHH
110 HAKAKBB HAUUH ¢ paboTaTa, CbXpaHEHUETO, yHoTpedaTa Wik 00e3BpexkIaHeTo Ha poaykTa. To3u MHdopMannoHeH nucT 3a 6e30IaCHOCT € U3TOTBEH U TPsIOBa
Jla ce U3IOI3BA CaMo 3a TO3H MPOLYKT. AKO IPOAYKTHT C€ U3IOI3BA KaTO ChCTaBKa HA APYTH IPOLYKTH, HaMUYHaTa HH(GOpMaNus OH MOTIIa Ja ce OKaKe
HenpuiokuMa. Ta3u nHdopMmals ce 0OCHOBaBa Ha HAIINTE TEKyIIH MIO3HAHMS U € IpeAHa3HaueHa Ja JaJie OMHUCaHHe Ha IPOIYKTa caMo 3a IeNUTe Ha
3ApaBeona3BaHeTo, 0€30IaCHOCTTa M OKOJIHATA cpefia. [lopaau ToBa, TS He TpAOBa 1a ce THIKyBa KaTO TapaHIus 3a CBOMCTBATA HA IPOLYKTA.
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