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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 : Antazoline hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Antazoline hydrochloride
EO Ne 1 219-719-8

CAS Ne 1 2508-72-7

Kon Ha npoxykra : 201600058

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

sds@edgm.eu, www.edgm.eu

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]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 4 H312
Ocrpa TOKCHYHOCT (MHXAJIAllMOHHA: Ipax, Mbria), Kateropus 4 H332
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrrenniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpPraHy — €IHOKpaTHa H336

excnio3unus, Kareropus 3, HapkoTnaau edextn

CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraH! — €IHOKPaTHa H335
excrio3unus, Kareropus 3, 1pasHeHe Ha MXaTeIHATE TBTHINA

3a nmbanus Texcet Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHn q)l/l3l/ll(0XPlMPl‘lHl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(])elcTn 34 3IPaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu nornsiane. BpeaeH nmpu KOHTakT ¢ koxkata. Bpenen npu rumBane. [Ipeu3BukBa cepuo3Ho aApasHeHe Ha ounte. [Ipenu3BuKBa Apa3HeHe HaA
koarta. Moxe a IpeAn3BIKa ChHIMBOCT MIIH CBETOBBPTEXK. MOXKe fa MPEeAN3BUKA APA3HEHE HA AUXATCIHUTE IbTHILA.
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Antazoline hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

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

IMpenopsku 3a 6e3omacuHoct (CLP)

GHSO07
Buumanwue
H302+H312+H332 - BpezneH nmpu noryrbLiaHe, IpH KOHTAKT ¢ KOXKAaTa WU IIPU BIUIIBAHE.
H315 - IIpean3BukBa Apa3HEeHe Ha KOXKaTa.
H319 - [Ipean3BukBa cepHO3HO Jpa3HEHE HA OYMTE.
H335 - Moxe n1a mpeAn3BUKa Apa3HEHE HA TUXATEIHUTE IbTHUIIA.
H336 - Mosxe 1a mpeu3BUKa ChHINBOCT HIIH CBETOBBPTEX.
P261 - 130srBaiiTe BAUIIBaHE Ha Mpax/MyIIek/Ta3/IuM/H3apeHus/aepo30iu.
P264 - Jla ce m3mue pbIeTe 10 JaKTUTE U JIHIETO CTapaTelHo ClIel yIoTpeoa.
P270 - Jla He ce sine, MHe WM ITyIIU IPH YIOTpeOa Ha IPOIYKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO MM Ha J00pe MPOBETPUBO MSCTO.
P280 - M3nomn3BaiiTe npeAna3Hyu pbKaBUIN/IPEAIa3HO 00JICKIO/IpeIa3Hy OYIIa/Ipeana3Ha Macka
3a JHIIe/Ipeana3H CPEeCTBa 3a 3allIUTa Ha CIyXa.
P301+P312 - ITPU ITOT' JIBIIAHE: ITpu nepaznonoxenue ce obagere B IEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P302+P352 - TP KOHTAKT C KOXATA: U3muiite 00MIHO C BOAA.
P304+P340 - [TPU BAWNIIIBAHE: 13Benere MUIETO HAa YUCT BB3AYX M IO OCTABETE B O3UIINS,
yJIeCHsBAIIA JUIIAHETO.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B POIBIDKCHUE
Ha HAKOJNKO MHUHYTH. CBajieTe KOHTAKTHHTE JICIIH, aKO UMa TAKHUBA H JOKOIKOTO TOBA € BH3MOXKHO.
ITpoxbmKeTe ¢ M3ILIAKBAHETO.
P312 - Ilpu nepasnonoxenue ce obagere B LIEHTBP I[10 TOKCUKOJIOI' M unu Ha nexap.
P321 - CnennanusupaHo ge4eHue (BXK. JOIIBIHUTEIHA HHCTPYKIHUS 32 IbPBa IIOMOII HA TO3H
€THKET).
P330 - M3mnakHere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXXHO JpasHeHe: [loTbpceTe MeANIIMHCKH ChBET/IOMOIIL.
P337+P313 - [Ipu npoabJDKUTENHO Jipa3HeHe Ha ounte: [IoTbpceTe MEANIMHCKH CHBET/TIOMOIII.
P362+P364 - Cpanete 3aMBbpCEHOTO 00JIEKIIO M TO U3IEPETe NpeIu MOBTOPHA yroTpeda.
P403+P233 - [la ce cpxpaHsBa Ha 100pe MpoBeTpUBO MACTO. CHIBT Jja Ce ChXPaHsBa INIBTHO
3aTBOPEH.
P405 - Jla ce cbxpaHsiBa 1o KIr04.
P501 - CbappxaHHETO/ChABT Aa CEe U3XBBPIIH B IIyHKT 3a ChOMpaHe Ha ONACHH WIIU CIEeLHATHI
OTIaABLY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIIHY, HAIIMOHAIHY H/MIH MEKIyHApOJHI
pasnopenou.

Etnxernpane B CbOTBETCTBHE C: [I3KII0UCHNS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumana 10 ml.

He ce u3uckBa €TUKETHPaHEe
2.3. /Ipyru onacHocTH

Jpyra nndopmarys

AKTHBHO BeLIECTBO (BbB (hapMaleBTUYHU [IPOILYKTH).
BHuMaHMe - BeLeCTBO, KOETO BCE OIIE HE € U3IMHUTaHO HAIBIIHO.
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Antazoline hydrochloride

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Antazoline hydrochloride CAS Ne: 2508-72-7 <100 Acute Tox. 4 (opanna), H302 (ATE=398
EO Ne: 219-719-8 mg/kg TelxecHo Tero)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg TelxecHo TerIo)

Acute Tox. 4 (MHXaNaMOHHA: NIpax, MbIIa),
H332 (ATE=1.5 mg/l/4h)

Skin Irrit. 2, H315

Eye Irrit. 2, H319

STOT SE 3, H336

STOT SE 3, H335

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazjen 16

PA3J/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

ITspBa omou - 001 MEpKH : BbB BcHUKH cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE NPOABIDKABAT, TOTHPCETE MEANIIMHCKA
HOMOLII.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nuieTo Ha YUCT BB3/yX U IO IIOCTABETE B MO3MINS, yJIecHsABaIla AuiaHeTo. [la ce octaBu
noctpaganus aa cu nounne. Heza6asuo ce o6amere B IEHTBP [10 TOKCUKOJIOI' MSl/Ha nekap.

[IbpBa HOMOILL IPY KOHTAKT € KOXKATa . Caanere 3amMmbpceHoTo 00Jeki0. [la ce u3mMue oOMITHO KoXKaTa che caryH U Boaa. HesabaBHo

MOThPCETE MEAULMHCKH ChBET/TIOMOLI. AKO JIPa3HEHETO Ha KOKaTa MPObIKABA, [a CE HAIIPABU
KOHCYJITAIMS C JIeKap.

[TbpBa MOMOLL P KOHTAKT C OYUTE . UsnnakHere He3a0aBHO M CTAPATEIHO € BOJA, KATO IbPIKUTE KIIENAYKTE IKPOKO OTBOPEHH (B
MPOJIbIDKEHKE Ha NoHe 15 MuHyTH). CBajleTe KOHTAKTHUTE JICIIHU, aKO HMa TAKMBA M JJOKOJIKOTO TOBA
€ Bb3MOXkHO. [Ipogbimkere ¢ usuiakBaneto. [loTbpcere MeUIMHCKA IOMOIL, aKO OOJIKATa,
MHTaHETO WIIH 3a4ePBABAHETO MPOJIBIIKAT.

[TbpBa MOMOLI [PH MOTITBIIAHE : Usnnaksere ycrara ¢ Bojia (caMo ako MOCTpaJalusT ¢ B Ch3HaHue). HuKora He jaBaiiTe HULIO TIpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere B IEHTHP I10 TOKCHUKOJIOT USl/Ha
JeKap.

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

CI/IMHTOMI/I/CQ)CKTI/I CJIE€] BAUIIBAHE : Moxe na Ipeau3BUKa IpasHEHE HA JUXATCIIHUTE IIbTUIA.
CI/IMHTOMI/I/C(i)eKTI/[ CJIE] KOHTAKT C KOXKaTa : HpeZ[HSBI/[KBa JIpa3HCHE Ha KOoXKaTa.
CI/IMHTOMI/I/C(i)eKTI/[ CJIE] KOHTAKT C OUYUTE : HpeZ[HSBI/[KBa CEPHO3HO APA3HEHE Ha OYHUTE. 3a'{epB$[BaHH${, Gouika.

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIMHCKH TPUKHA U CICLIMATHO JIeYeHUue

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaI.IPIH

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXOSIIIH TT0XKAPOTACHTEIIHU CPECTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEACTBO. BBIiepojeH AHOKCHA.
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy mokaporacuTeNIHA CPeCTBA : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIM CMECTa

Omnacau MPOOYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oXxap . HemwmHOTO TOpCHE 0013060>K,ua3a OITIaCC€H BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTH TOKCUIHHU
razoBe. Bp3MOXKHO € OTAENIHETO Ha TOKCHYHU U3IIapCHUA.
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Antazoline hydrochloride

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

WHcTpyKuunu 3a raceHe Ha MOXKapH . Jla He ce momycka u3non3BaHara B 6opbara ¢ moxxkapa Boja Ja 3aMbPCH OKOJTHATA Cpeja.
3aiuta Ipy raceHe Ha moxap . Jla He ce mpeanpremMa HaMmeca 6e3 MOAXO/IAIIO 3aIUTHO 000pyABaHe. ABTOHOMEH U H30JIHPAILl
amapar 3a AuxartesHa 3aunmTa. [IeiHa 3amura Ha TAI0TO.

PA3IEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

OGH.IPI MEPKHU : I{a ce U30srBa KOHTAKT C KoOXaTa, O4YUTE U APEXUTE.

3a nepconali, KOWTO He O0TroBaps 3a CHEllIHHU CJIydan

ABapuiiHu M1aHOBE : Jla ce OTCTpaHu HEHYXHHUS IIEpCOHA.

3a JIMIAaTa, OTTOBOPHH 32 CHELIHH CIy4an

3aIUTHH CPeICTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO0 3alUTHO 00opyBaHe. 3a moBede HHdopMars,
BrOKTe paszaen §: "KOoHTpoi Ha ekcro3uiusITa/ TMYHU Mpena3Hu cpeactna’.

I{a ce n3bsrasa H3ITyCKaHC B OKOJIHATa cpeaa. Hpel[OTBpaTeTe HaBJIM3aHETO B KaHAJIM3alUsATa U B 06HI€CTB€HI/IT€ BOIH.

3a 3abpiKaHE . TMonmiite ¢ HHEPTECH MaTCpHUaAl U ITIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663Bpe)KlIaHe Ha OTIaabIIH.
Metoau 3a MOYrCTBaHe . Ilouncrere 3aMBbPCCHUTE IIOBBPXHOCTH 0OMITHO ¢ Boja. [louricTBane ¢ momilTa Ha JACTEPIeHT.

Bmxre Paznen 13 otHocHO nH(popManus 3a 00e3BpexaaHe Ha OTHABIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

IIpenmasznu Mepku 3a O6e3omacHa paboTta : Jla ce n30srBa BCAKaKBa M3/IUIIHA eKCIO3UIus. [a ce ocHrypH 100po IpoBeTpsiBaHe Ha paOOTHOTO
MSICTO.
XUTUeHHH MEPKH : Jla He ce se, MUe WK MyIId py ynorpeba Ha mpoaykTa. [la He ce u3Hacs 3aMbPCeHO PabOTHO

00JIeKTI0 U3BBH pabOTHOTO OMeleHue. Jla ce M3MUAT pbLeTe NPEeIH IOYUBKHUTE H CICH
IPUKIIOYBAHE Ha paboTaTa.

Vcnosus 3a CbXpaHsABaHC N I[a C€ CbXpaHsABa HA /:L06pe TIPOBETPUBO MSCTO. CpabT 1a ce ChbXpaHsiABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUVIMHA U MpsiKa CJIbHYCBA CBETIUHA.
OnakoBbYHU MaTepuain N I[a C€ CbXpaHsABa B OPUTHHATTHUTE KOHTeﬁHepH.

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 8: KoHTpoJ1 Ha eKCIIO3MLMATA/JIMYHM NPeINAa3HU CPeacTBA

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Ioaxoasuy HHKEHePeH KOHTPOJI

Tloaxoasiuy HHKeHePeH KOHTPOJI:
Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsicTo. OGMKHOBEHO Ce M3MCKBAT KAaKTO MECTHA CMyKaTe/IHAa BEHTUIIALMS, TaKa U BEHTHJIALHS Ha OOLIOTO
nomerienue. C Matepuaia TpsOBa a ce paboTH 1o/ 1abopaTopHa KaMHHa, TOKOJIKOTO TOBA € Bh3MOXKHO.
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Antazoline hydrochloride

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

JIn4YHM npeana3sHu cpeacTBa

3ammTa HA OYMTe U JHIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KoOKaTa

3amuTa Ha KOXKATa H TSAJIOTO:
Jla ce Hocu moaxoasIIo npennasHo ooaekio. Jlaboparopua ynorpebda : JlJabopatopHa npectuika. (EN 13034)

3amuTa Ha pbueTe:

Jla ce HOCSAT MOAXOMAIM PhKAaBULM. XUMHYECKH YCTOMUMBH Npeana3nu ppkasuuy. (EN 374)
3amuTa Ha AMXATEJHUTE ITBTHINA

3ammTa Ha TUXATeTHHTE MbTHINA:

B ciyqait Ha o6pa3yBaHe Ha ITpax Jia ce W3II0NI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3uyHU U XUMHYHH CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (M3HYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOsSIHHE

st

BobHIieH Bug

MornekyiaHa Maca

Mupuc

I'panunara Ha Mupuca

Touxa Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIEHE

3amanuMocT

JlonHa rpaHuIa Ha €KCILIO3UBHOCT
I'opHa rpanuia Ha €KCIIJIO3UBHOCT
IInamua temneparypa
TeMneparypa Ha camo3ananaBaHe
TeMneparypa Ha pa3arane

pH

pH pastBop

Bucko3uteT, KHHEMaTHIECH
PasztBopumoct

KoedumuenT Ha pasnpeneneHue: n-okranoi/soga (Log

Kow)

Hansarane na napute
Hamnsraune na napute mpu 50°C
IInpTHOCT

OTHOCHUTEIHA TUIBTHOCT

OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C

Pa3mep Ha uactuire

9.2. Ipyra unpopmanus

TBBPIO BELIECTBO
Osu1. HOYTH OSLIT.
Kpucranen mpax.
301.8 g/mol

He e nannuno

He e nannuno
~236 °C

He e nannuno

He e nanuuno

He e nannuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nannuno

He e nanuuno

He e nannuno

He e npunoxumo
Bopma: 10 -33.3 g/l
He e nannuno

He e nanmuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
He e nanuuno

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALIHS

PA3JIEJI 10: CTa0MJIHOCT U PEAKTHBHOCT

10.1. PeaknnonHa crnocooHocT
Hsma HannuHa JOITbJIHUTECJIHA I/IH(bOpMaLII/Iﬂ
10.2. XuMH4YHA CTA0MIHOCT

Hsima HanuuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH
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Antazoline hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JAEJ 11: T

CHKOJIOTHYHA HHpopManus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BJMIIBAHE)

Bpenen npu norneimase.
Bpenen npu KOHTAKT ¢ KokKaTa.
Brumsane: nmpax, Mbria: Bpeex npu BauIIBaHe.

Antazoline hydrochloride (2508-72-7)

LD50 opanHo mrbx

398 mg/kg

KoposzusHocT/ipa3sHene Ha Koxarta

Cepuro3HO yBpeKJaHe Ha OYMTE/IPa3HEHE HA OYHMTE
CeHcHOUNU3aIMs HA AUXATETHATE IBTUILA HIH KOXKaTa
MyTareHHOCT Ha 3aPOAUIIHUTE KICTKU
KanneporenHocr

ToKCHYHOCT 3a penpoayKIHaTa

CTOO (crienuduvHa TOKCHYHOCT 3a ONPEICICHA
OpraHy) — eIHOKPATHA eKCIIO3ULIU

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHU
OpraHu) — MOBTApPsILIa CE EKCITO3ULIUS

OnacHoct IIpU BAUIIIBAHE

Ipenu3BukBa pa3sHEHE HA KOXKATa.

Ipean3BUKBa CEPHO3HO APA3HEHE HAa OYHTE.

He ce knacuduuupa (Jlumncsar q1aHam)

He ce xnacuduuupa (Jluncsar q1aHau)

He ce xnacu¢unupa (Jluncsat nanau)

He ce knacuduuupa (Jluncear naHHu)

Moske [a mpean3BUKa CHHINBOCT HIIM CBETOBBPTEK. MOXKe [a PEAN3BUKA IPa3HEHE Ha
JIUXaTEeTHUTE [IBTHUIIA.

He ce xnacuduuupa (Jluncsar qaHHm)

He ce xnacudunmpa (Jluncsar naHau)

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

PA3IEJI 12: ExojioruuHa uH(popmanus

OmacHo 3a BoJHaTa cpejia, KpaTKOCpoUuHa (0cTpa)
OmacHo 3a BoHAaTa cpefia, IBIrOCPOUYHa (XPOHHYHA)

He ce xnacudunupa (Jluncsar nanam)
He ce xnacudunupa (Jluncsar naHam)

Antazoline hydrochloride (2508-72-7)

YcToiuuBOCT U pasrpaauMoctT

He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI
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Antazoline hydrochloride

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

aHe Ha oTHHaabIl

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 14: UudopManysi OTHOCHO TPAHCII

B cpotBercTBHEe ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HauMeHOBaHHe HAa MpaTKaTa mo cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxxumo

14.5. OnacHocTH 32 OKOJIHATA cpeja

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma nompanuTenHa HaTMYIHA HHPOPMALIHS

CyxonmbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3aynien Tpancnopt
He e npunoxumo

He e npunoxumo
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Antazoline hydrochloride

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA 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 [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
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 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

HNHaukanms 3a npoMeHun
Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlara Ha penakiusara Jlo6aBeHno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMU IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenns 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxunaro
2.1 Heb6naronpusitin QU3HKOXUMUYHE e(DEKTH 1 IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 3paBeTO Ha YOBEKA U
OKOJIHATa cpefa
2.1 Krnacupukauus B crorBerctre ¢ Permament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3omacuHoct (CLP) IIpomeneno
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
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Antazoline 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
2.3 Ipyra unpopmanus Jlo6aBeHo
4.1 II'ppBa nomo1 - 00K MEPKH JobaBeHo
4.1 IIppBa NOMOIIL IPK KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBaHE JobaBeHo
4.1 ITspBa oMo NpH NMOrIbIIAHE JlodaBeno
4.1 IIppBa noMoll IPHU KOHTAKT € O4UTE IIpomeneno
4.2 CuMnromMu/eexTH ciel BAUIIBAHE JlobaBeHo
4.2 Cumnromu/eeKT ciel] KOHTaKT C KoyKara Jlo6aBeHo
4.2 Cumnromu/e(eKT cie] KOHTAKT C OYUTE Jlo6aBeno
5.1 Henonxxonsuy noxaporacuTenHu CpeaACTBa Jlo6aBeno
5.1 Tloaxoasmu noxaporacuTesIHi CpecTBa IIpomeneno
5.2 OracHM IPOJIYKTH Ha paslajaHe B caydaid Ha Jlo6aBeHo
oxap
52 OmacHOCT OT IoXKap IIpemaxunaro
53 3amuTa npy raceHe Ha Mmoxap JobaBeHo
53 MHucTpykuuu 3a raceHe Ha moxapu IIpomeneno
6.1 3aluTHU cpejicTBa Jlo6aBeno
6.1 ABapuiiHy nIaHoOBE ITpomeneno
6.1 O0mu Mepku Jlo6aBeno
6.2 IMpenma3sHu MepkH 3a oma3BaHe Ha OKoNHaTa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeTou 3a mouncTBaHe Jlo6aBeno
6.4 Ilo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aBeno
7.1 XUTHEeHHU MEPKH Jlob6aBeHo
7.2 VYcnoBust 3a cpXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.3 Creuuuyay KpaifHu ynoTpeon IIpemaxuaTo
8.2 3amuTa Ha JUXaTeTHUTE ITbTHILA Jlo6aBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amuTa Ha OYUTE Jlo6aBeHo
8.2 Tloaxoasii HHKEHEPEH KOHTPOJT IIpomeneno
8.2 3alura Ha KO)KaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JlobaBeHo
9 Touka Ha TOTICHE Jlo6aBeHno
9 LBsT JlobaBeHo
9 BroHumien Bux IIpomeneno
10.1 Peaknuonna cnocoOHoCT IIpemaxuarto
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Antazoline hydrochloride

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
10.3 BB3MOXKHOCT 32 OITaCHH PEaKIHU IIpemaxuato
10.5 HecpBMecTuMu MaTepuamu IIpemaxuato
10.6 OnacHu NPOAYKTH Ha pa3mnagaHe IIpemaxnarto
11.1 LDS50 opanHo mabx IIpomeneno
11.1 ATE CLP (opaina) IIpomeneno
11.1 ATE CLP (mpax, MbII1a) Jlo6aBeno
11.1 ATE CLP (nepmainna) Jlo6aBeno
12.1 Exomnorust - 06mmo IIpemaxunaro

IIbaen Texer Ha H- 1 EUH-npenynpekieHusTa 3a 0acHOCT:

Acute Tox. 4 (nepmaina)

Ocrtpa TokcnuHocT (nepmanna), Kareropus 4

Acute Tox. 4
(MHXaJaMOHHA: Tpax,
MBIJIa)

Ocrpa TOKCHYHOCT (MHXaJTallMOHHA: IIpax, Mbria), Kateropus 4

Acute Tox. 4 (opanHa)

Ocrtpa TokcuuHOCT (opainHa), Kareropus 4

Eye Irrit. 2 Cepuo3Ho yBpexaaHe/apasHeHe Ha ounte, Kareropus 2

H302 Bpenen npu nornsiiaxe.

H312 BpeneH npu KOHTaKT ¢ KOXkaTa.

H315 IIpenn3BukBa Ipa3HeHe Ha KOXKarTa.

H319 IIpenn3BuKBa CEpHO3HO Jpa3HEHE HA OYUTE.

H332 Bpenen npu BaumBane.

H335 Moske 1a mpeAn3BUKA Apa3HEHE Ha IUXATEIHUTE IbTUILA.

H336 Moske 1a peAn3BUKa ChbHIMBOCT HII CBETOBBPTEXK.

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

STOT SE 3 CrenndiyHa TOKCHYHOCT 3a OIPE/IENIeHN OpraHy — eIHOKpaTHa ekcrio3uuus, Kareropus 3, HapkoTHYHN epeKTH

Wupopmarmonen iuct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MH(pOpMamoHeH JIuCT 3a 6€301acHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a

HaOCK/THH. B’bl’[peKI/I TOBAa, I/IH(bOpMaLH/IHTa C€ IpeaocTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui noupaaGHpama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusTa Wiu

MCTOOHUTE 3a paGOTa, CbXpaHCHHUE, yHOTpe6a NI 06€3Bpe)KI[aHe Ha MpOoAYKTa Cca U3BBH HaAIIWs KOHTPOJI U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. Hopa,:u/l

Tas3u U Apyru NpuInHU, HUE HE TIOEMaM€E€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3':1Fy6I/I, HIETHU WU pa3Xoau, NPOU3TUYaAIIN OT WU CBBP3aHU

110 HAKaKbB HAYUH C pa60TaTa, CbXpPaHCHUETO, yn()Tpe6aTa W 0663Bpe)KI[aHeT0 Ha IpoayKTa. To3u I/IH(bOpMaLH/I()HCH JIMCT 3a 6€301aCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja ce U3I0JI3Ba caMo 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYTryd NPOAYKTH, HAJIMYHATA I/IH(b()pMaLU/IH 6u MorJIa Jla CC OKaxe
HETIPUJIOKUMaA. Tasu HH(bOpMaLU/IH C€ OCHOBaBa Ha HAIIWUTE TEKYIIH IIO3HAHUS U € IPETHA3HAYUCHA J1a 1a/I€ OINMMCAaHUE Ha IMIPOJAYKTa caMO 3a LECIUTE Ha
3/1paBE€oIIa3BaHETO, 0e30macHOCTTa M OKOJIHATA Ccpena. Hopaﬂu TOBa, TS HE Tpﬂ6Ba Jla C€ ThJIKYBaA KaTO rapaHiys 3a CBOMCTBaTa Ha IIpoOaYyKTa.
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