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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 : Azelastine hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Azelastine hydrochloride
CAS Ne 1 79307-93-0

Kon na npoxykra : 201600083

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsiane. [pennonara ce, 4e yBpexaa OINIOAUTEIHATA CIIOCOOHOCT MM TII0/IA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.

H361 - IIpeamonara ce, 4e yBpexk1a OIUIOJUTEIHATA CIIOCOOHOCT HIH ILIO/A.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ipenu ynotpebda ce cHabAeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He uzmon3BaiiTe mpe/iu 1a CTe MPOYEH U pa3dpalii BCHUKH MPEINa3Hi MEPKH 32
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Azelastine hydrochloride

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

06e30MacHOCT.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpOayKTa.
P280 - U3nomn3Baiite npeanasHu pbKaBHUIH/IPEINa3HO 0OIEKIO/MPeAna3Hi Ounia/mpe/na3Ha Macka
3a JTHLe/IPeINa3Hu CPeCTBA 3a 3alIUTa Ha CITyXa.
P301+P312 - [IPU [TIOTJIBILIAHE: I1pu Hepaznonoxenue ce obanere 8 LIEHTBP I[1O
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIIMHCKH ChBET/TTIOMOLI.
P330 - M3nnakuere ycrara.
P405 - a ce chxpaHsiBa 1moJ KJI04.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPAHEe HA OMACHU MU CTICHUATHI
OTMaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH /WM MEKIYHAPOIHI
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarys :  AKTHBHO BEmEeCTBO (BbB (hapManeBTHYHN MPOJYKTH).
Buumanue - BeIecTBO, KOETO BCE OILE HE € M3IUTAHO HAIIBbIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Azelastine hydrochloride CAS Ne: 79307-93-0 <100 Acute Tox. 4 (opanna), H302 (ATE=580
mg/kg)
Repr. 2, H361

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

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITepBa momo1t - 00N MEpKU : BbB Bcnuku ciyyan Ha CbMHEHHE, WM aKO CHMIITOMHUTE IPOBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa noMoLI IPH BIHIIBaHE : M3Bezmere IMIETO Ha YHCT BB3YX U I'O IIOCTaBETE B IIO3MIIMS, YIICCHIBaIA AUNIaHeTo. [la ce octaBu
MOCTpasaliys Ja CU odnHe. B cirydaii Ha mpromasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa moMoLI IPH KOHTAKT C KOXKaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHE C MK CallyH U
BOJIa, KaTo CIIeJl TOBa Ce M3IUIAKHE C TOIUIA BOJA.

ITspBa mOMOII IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPXKUTE OYUTE MIUPOKO OTBOPeHH. [loThpceTe MeqUIMHCKa TOMOI, aKO
0oJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOJBIDKAT.

ITspBa mOMOI TIPH MOTJTBIIAHE : M3mrakuere ycrara ¢ Bozia (caMo ako MOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3Hanue. HesabaBHo ce obanere B IEHTBP 10 TOKCUKOJIOT USl/Ha
JieKap.

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

Hsma Hann4Ha IOMBJIHUTETHA HHPOPMAIUS

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HanuyHa nombiIHUTETHA HHOPMALUS
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Azelastine hydrochloride

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
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

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

JIOITBITHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

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

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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Azelastine hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

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

8.1. [IapameTpn Ha KOHTPO.JI
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

3ammTa Ha ouyHTE:

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 pbuere:

Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3ammTa HA UXATEJTHUTE MHTHIA:

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

ATperaTtHo ChCTOSHHE

IBsT

BrbHien sug

MonekynHa Maca

Mupuc

I'pannnara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpB3BaHE

Touka Ha KUIIEHE

3ananuMocT

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT
IInamua remnepatypa
Temneparypa Ha camo3anaiaBaHe
Temmneparypa Ha paznaraHe

pH

pH pastBop

Bucko3uteT, KHHEMaTHICH
PastBOpuMOCT

KoedurmenT Ha pasnpeneneHue: n-okranoi/soaa (Log
Kow)

Hansrane Ha mapure

Hansraune Ha napute mpu 50°C
IInsTHOCT

OTHOCHTENHA ITTHOCT
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C
Pa3mep Ha yacTHIHTE

TBBpIO BEMmECTBO
OsU1. TOUTH OsUI.
Crystalline powder.
418,36 g/mol

He e nannuno

He e nanmnuno
225-229°C

He e nannuno

He e nanmmuno

He e nanmmuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanmnuno

He e nanmnuno

He e nannuno

He e npunoxumo
Bopma: 10 —33,3 g/l
He e nannuno

He e nanmmuno
He e nanmuuno
He e nanmmuno
He e nanmumuno
He e npunoxumo
He e nanmmuno
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Azelastine hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

OcTtpa TOKCHYHOCT (OpanHa) : Bpenen npu norieliate.
OcTpa TOKCUYHOCT (iepMajHa) . He ce xnacudunupa (Jlunceat nanHmn)
OcTpa TOKCUYHOCT (BJIUILIBAHE) : He ce xnacudunupa (Jlunceat nanHm)

Azelastine hydrochloride (79307-93-0)

LD50 opanHo mrbx 580 mg/kg (RTECS Ne TH9203900)

KoposuBHocT/mpasnene Ha Koxara . He ce xnacudunupa (Jlunceat naHHm)

Cepro3HO yBpesK/[aHe Ha OUMTE/IpasHEHe Ha OUnTe : He ce xnacuduimpa (Bb3 ocHOBa Ha HATMYHHUTE JJAHHH, HE Ca M3ITBJIHCHH KPUTEPHUHUTE 32
KIacupHIEpaHe)

CeHcubmnm3anys Ha JUXaTelHUTE MbTUINA i koxata  : He ce kimacuduumpa (B3 ocHOBa Ha HAIMYHNTE JaHHU, HE CA U3ITBIIHEHN KPUTEPUUTE 3a
KIacu(pHIIpaHe)

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE TaHHY, HE Ca M3IBIHEHH KPUTEPHUTE 32
KJacuduypane)

Kanneporennoct : He ce xnacudunupa (Bp3 ocHoBa Ha HAIMYHATE JaHHY, HE Ca H3IBIHCHH KPHTEPHUTE 32
knacuHImpaHe)

TOKCHYHOCT 3a PEHPOAYKIHATA : Ilpexnonara ce, 4e yBpesk/ia OIUIOAUTEIHATA CIIOCOOHOCT MIIM TUIOAA.

CTOO (cneunduyHa TOKCHYHOCT 32 OIPEICICHN : He ce knacu¢umpa (JIunceat nanxu)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT I BAUIIBAHE : He ce xnacudunupa (Jluncsat nanxm)

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS
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Azelastine hydrochloride

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Azelastine hydrochloride (79307-93-0)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e obexT Ha HapenoOuTe 32 TPAaHCIIOPT

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perymnupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 0KOJIHATA cpea

He ce perymupa He ce perymupa He ce perymupa

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ
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Azelastine hydrochloride

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He ce perynupa

Tpancnopt o Mope
He ce perynupa

Bb3aynien Tpancnopr
He ce perynupa

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

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOiHA ynoTpeda

He durypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H3Je1Hus ¢ JBOHHA yrnoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOUeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Ouenka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapn
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 CAS Ne Jlo6aBeHo

1.1 CHHOHUMU IIpemaxunaro

1.1 HaumenoBanue IIpomeneno

1.2 OrpanuueHus 3a ynorpeba IIpomeneno
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Azelastine hydrochloride

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxHarto
2.1 Hebnaronpusatan Gpu3nKoXxuMudHu eHexT 1 IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpejia
2.1 Knacudukanus B corBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 TTukrorpamu 3a omnacuoct (CLP) IIpomeneno
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 II'ppBa nomoi - 00K MEPKH JobaBeHo
4.1 IIppBa HOMOIIL IPHU KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomou Npu BAMIIBAHE JloGaBeno
4.1 IIppBa nomMo1L NpU MOTITbIAHE JlobaBeHo
4.1 IIbpBa moMoIIl TP KOHTAKT C O4UTE IIpomeneno
5.1 Henonxonsuy noxaporacuTeIHu CPEACTBA Jlo6aBeHo
5.1 TToaxonsiy nokaporacUTENHU CPEICTBA IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajlaHe B cilyyaid Ha JlobaBeHo
oxap
5.2 OnacHocT OT noxap IIpemaxunaro
53 3amura Ipy raceHe Ha IoXap JlobaBeHo
53 MucTpyxunu 3a racene Ha moXapu IIpomeneno
6.1 3amuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiHy IIaHOBE Ipomeneno
6.1 OO0y Mepku Jlob6aBeHo
6.2 IMpennasHn MepkH 3a ora3BaHe Ha OKoJsHaTta cpena | JlobaBeHo
6.3 3a 3aabpikaHe JobaBeHo
6.3 Metoau 3a mouyncTBaHe Jlo6aBeHo
6.4 Tlo3oBaBane Ha apyru paznent (8, 13) JobaBeHo
7.1 JlobIIHUTEIHU ONIACHOCTH O BpeMe Ha paborta Jlob6aBeHo
7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa JlobaBeHo
7.1 XUTHEeHHU MEPKHU JlobaBeHo
72 YcnoBust 3a CbXpaHsIBaHE JlobaBeHo
7.2 OnakoBbYHU MaTepUaH JobaBeHo
7.3 Crerud iy KpaiHu yrnoTpeon IIpemaxnarto
8.2 3alura Ha JUXaTeTHUTE IIbTUIIA Jlo6aBeno
8.2 3amura Ha phleTe ITpomeneno
8.2 3amuTa Ha OYUTE JobaBeHo
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Azelastine hydrochloride

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

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
8.2 Toaxoasii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amuTa Ha KOXkaTa U TSIIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo

9 st Jlo6aBeno

9 BroHIeH Bu IIpomeneno
9 Touka Ha TOTIEHE Jlo6aBeno
10.1 PeakionHa ciocoOHOCT ITIpemaxuato
10.3 BB3M0OXKHOCT 3a OIIaCHU peakLuu IIpemaxunaro
10.5 HecwsBmecTumu marepuanu IIpemaxuarto
10.6 OnacHu NPOAYKTH Ha pa3nagaHe IIpemaxnaro
11.1 ATE CLP (opaina) IIpomeneno
11.1 LD50 opanHo miuex IIpomeneno
12.1 Exoorust - 061110 IIpemaxunarto
IIbaen Texer Ha H- 1 EUH-npenynpexieHnsaTa 3a 0NacHOCT:

Acute Tox. 4 (opainHa) Ocrtpa TokcnuHocT (opaina), Kareropus 4

H302 Bpenen npu nornsiuaxe.

H361 Ipenmonara ce, 4e yBpex/a OIUIOAUTEIHATA CIIOCOOHOCT M ILIOAA.
Repr. 2 Toxcuuanoct 3a penpoxykmusra, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGopMaIoHeH JMCT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a

HaOCKTHHU. BT)HpeKI/I TOBA, I/IHq)OpMaI_lI/I}ITa C€ npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui r[o;[pa361/1pa111a CC, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa unm

METOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6€l nin 0663Bpe)KZ[aHe Ha MpOAYKTa Ca N3BBH HAIIMs KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. Hopa):u/I
Ta3u U APpyryu NPpUIUHU, HUE HE TIOEMaM€ OTITOBOPHOCT M U3PUYHO C€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary61/1, LIETH WKW pa3Xoau, IPOU3TUYAIIHU OT WU CBBP3aHU

110 HAKaKbB HA4YWH C pa60TaTa, CbXpPaHCHUETO, yHOTp€6aT8. NI 0663Bpe)KZ[aHeTO Ha IpOAYyKTa. To3mu I/IH(i)OpMaI_II/IOHBH JIUCT 32 0€301MaCHOCT € U3TOTBEH U Tpﬂ6Ba

J1a C€ U3II0JI3Ba CaMO 3a TO3U NPOAYKT. Axo MIPOAYKTHT C€ U3IIOJI3Ba KATO ChbCTAaBKa HA APYT'y NPOAYKTH, HATUIHATA I/IHCl)OpMaI_H/I}I Ou MorTa J1a CC OKaxe
HETIPUIOXKUMA. Tasu I/IHCl)OpMaLH/UI C€ OCHOBaBa HAa HAIIWUTE TCKYIIH IMO3HAHUS U € IPEAHA3HAYUCHA J1a 1a/I€ ONMCAaHNE Ha MPOAYKTa CaMO 3a LCIUTE Ha
3ApaBEOMa3sBaHETO, 0e30IMaCHOCTTa M OKOJIHATA cpena. HOpa,E[I/I TOBA, TS HE Tp?[6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha TMIPOAYKTa.
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