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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 : Flavoxate hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Flavoxate hydrochloride
EO Ne 1 223-066-4
CAS Ne 1 3717-88-2
Kon Ha npoxykra : 201600385

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
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpnﬂn—m (l)l)l3l/lKOXPlMPl'1Hl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(beKTl/l 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsiuane.
2.2. EneMeHTH HAa eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
IMpenopsku 3a 6e3omacuHoct (CLP) : P301+P312 - [1PU IIOI'JTBIIIAHE: ITpu Hepasnonoxenue ce obajere Ha JeKap.

ETI/IKCTI/IpaHe B CHOTBETCTBHE C: V3KITIOUCHHS 3a BBHTPEIIHU OIMMAKOBKH, KOIraTO CbABPIKAHUETO HE ITPEBUIIIaABA 10 ml.
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Flavoxate hydrochloride

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

He ce u3nckBa €TUKETHPaHe
2.3. [Ipyru onacHoOCTH

Jlpyra napopmarms : AKTHBHO BeIIECTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuManme - BelecTBO, KOETO BCE OIIE HE € U3MUTAHO HaIlbJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKHTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Flavoxate hydrochloride CAS Ne: 3717-88-2 <100 Acute Tox. 4 (opanna), H302 (ATE=1040
EO Ne: 223-066-4 mg/kg TenecHo Terio)

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. paszjen 16

PA3JIEJI 4: Mepku 3a nbpBa oMoII{

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITepBa momou - 001 MEpKN : B®B BcHUKH ClTyyan Ha CbMHEHHUE, WJIM aKO CUMITOMUTE TIPOBIDKABAT, OTHPCETE MEANIMHCKA
TIOMOIII.

ITepBa oMol Npy BANIIBAHE : M3Benere nuieTo Ha YMCT BB3/yX M I'O IIOCTaBETE B MO3MINS, yJIeCcHsABaIla AumaneTo. Jla ce octaBu
HoCTpazaiuns ja cu nourse. B ciaywaii Ha npuiomasane: IToTbpcere MeHIMHCKH CHBET/IIOMOIIL.

ITepBa oMo IPH KOHTAKT C KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIacTBhK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPXKUTE OYNTE MINPOKO OTBOPeHH. [loThpceTe MeauIMHCKa HOMOL, aKO
0oJkarta, MUTaHETO MU 3a4ePBSIBAHETO IIPOBIDKAT.

ITepBa oMo IPH MOTTBIIAHE : Msnnaksere ycrara ¢ Bozia (caMo aKo IIOCTpaJalusT € B Ch3HaHKe). Hukora He JjaBaiite HUIIO TIpe3
ycrara Ha 4oBek B Oe3ch3Hanue. Hesabasno ce obanere B LIEHTBP I[10 TOKCUKOJIOI' U S/Ha
JeKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBIIBALIHU CJIe/I U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOITBJIHUTCITHA I/[H(l)OpMaI_II/I}I

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBH HEOT/I0KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JiedeHue

Hsma Hanu4Ha I0MBJIHUTENTHA HHOPMALUST

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXOSIIIH T0XKAPOTACHTEIIHI CPEACTBA : Jla ce u3mon3Bat cpeacTBa, MOAXOMSAIIN 3a FACCHE HA MOXKAPH B ChCEACTBO. BhriepoeH Aunokcuz.
Bogen crpeii. Cyx npax. Ozesiio 3a 3aracsHe Ha OT'bHS.
Henoaxosiuy mo)aporacuTeIHI CPeICTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

5.2. Ocob0eHn 0MACHOCTH, KOUTO MPONU3THYAT OT BELIECTBOTO HJIH CMECTA

OmnacHH IPOIYKTH Ha pa3lajiaHe B CIy4ail Ha Ioxap : HembnHOTO ropeHe ocBo60K1aBa ONaceH BHINIEPOAEH OKHC, BBITIEPOJCH IBYOKUC U APYTH TOKCHYHU
razoBe. Bb3MOXKHO € OT/eIAHETO Ha TOKCUYHU H3IapeHus..

5.3. CbBeTH 32 MOKApPHHKAPHTE

I/IHC’I‘pyKLIl/H/I 3a racCHE Ha NoXapu : Z[a HE C€ 10MmyCKa U3IoJ3BaHaTa B 6op6aTa C I1o’Kapa BoJa a 3aMbpCH OKOJIHATa Cpea.
3amura IIpU racCHE Ha IoXxap : Z[a HE C€ mpeanpueMa Hameca 6e3 NOAXOAAIIO 3alIMTHO 06opyuBaHe‘ ABTOHOMEH U H30J1MpaIt
arapar 3a 1uxXaTejiHa 3aluTa. ITbsiHa 3ammTa Ha TSIIOTO.
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Flavoxate hydrochloride

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

TIpenmnasuu Mepku 3a Ge3omacHa pabora . Jla ce n30srea BCSIKaKkBa M3JIMIIHA eKCIIO3uLusL. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XUrueHHH MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMbPCEHO PabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLeTe NPeId MOYUBKUTE H CIIE]
MPUKIIOYBAHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT [a ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUIMHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

TMoaxoasiy HHKEHEPEH KOHTPOJX

Ioaxoas HH:KeHEPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO C€ M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIAIKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa Ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacraa

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
Jla ce HOCsT npeanasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Flavoxate hydrochloride

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)
3ammTa HAa UXaTeTHHTE IBTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B cinyuaii Ha 06pa3yBaHe Ha Hpax Ja ce U3IO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHE CBOiCTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BEIIECTBO
st : Osu1. MOYTH OsUI.
BrbHIIEH BUT : IIpax.
MornekynHa maca : 427.9 g/mol
Mupuc : He e Hannuno
I'panuuara Ha Mupuca : He e Hannuno
Touka Ha ToneHe 1 234°C

Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hannuno
3ananuMoct : He e Hannuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
T'opHa rpanuIa Ha eKCIUIO3UBHOCT : He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmeparypa Ha camo3amajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e nanuuno
pH : He e Hannuno
pH pasrBop : He e nanuuno
Buckosuter, kuHeMaTH4YeH . He e npunoxumo
PasrBopumocT : Boma: 1-10g/1
Koeduiuent Ha pasnpeznenenue: n-okranon/soga (Log  : He e Hanuyno
Kow)

Hausirane Ha napure : He e Hanuuno
Haunsrane Ha napure npu 50°C : He e nanuuno
ITneTHOCT : He e nanuuno
OTHOCHTENHA IUTBTHOCT . He e nanuuno
OTHOCHTENHA IUTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e Hanuuno

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

PA3/IEJI 10: CTaGHMIHOCT U PEAKTUBHOCT

Hsma nanwyHa 1onbIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha qonbIHUTENHA HHDOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS
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Flavoxate 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 PlH(bOpMaHHﬂ

PA3JEJI 11: ru4Ha nHGopManus

Ocrpa TOKCHYHOCT (OpasHa) : BpeneHn npu nornsuiane.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢uupa (JIunceat nanuu)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacu¢umpa (JIunceat nanam)

Flavoxate hydrochloride (3717-88-2)

LD50 opanso mrbx 1040 mg/kg (RTECS NeDJ2450000)
KoposusHocT/ipasHeHe Ha Koxara : He ce knacu¢umpa (JIunceat nanxu)
CepHo3HO yBpex/JaHe Ha OYHTe/Apa3HeHe Ha OUHTE . He ce xnacu¢mumpa (JIuncsat nanam)
Cencubunm3anys Ha AUXaTeIHUTE IBTUINA WK Koxkata : He ce xnacudunupa (Jlumncsar qaHam)
MyTareHHOCT Ha 3apOAUIIHUTE KIETKU . He ce xnacuduuupa (JIuncsar 1aHam)
KanueporenHoct : He ce xnacudunupa (Jluncsat naHH")
TOKCHYHOCT 32 penpOAyKIHATa . He ce xnmacudunmpa (JIuncpar 1anam)
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHU : He ce xnacudunupa (JIuncsat nanxm)

OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIunceat nanam)
OpraHu) — MOBTApPSIIIA C& EKCTIO3UIHS

OnacHOCT NpH B/NIIBAHE . He ce ximacuduuupa (JIuncsat 1aHam)

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3JEJI 12: Exojioru4Ha uHgopmanus

OmnacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (ocTpa) : He ce knacu¢umpa (JIunceat nanxu)

OmnacHo 3a BogHAaTa cpesia, IbIrocpoyHa (XpOHHYHA) : He ce xknacu¢umpa (JIunceat nanxu)

Flavoxate hydrochloride (3717-88-2)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxma 66p30

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHﬂ

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

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

o
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Flavoxate hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmMuHa OMIBJIHUTEIHA HH(‘I)OpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukanuoHeH HoMmep

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HanMeHOBaHNe HA MPaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPAaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsima gonbiHUTENTHA HaNMYHA HHGOOPMATHS

CyXonbTeH TPAHCIIOPT

He e npunoxumo

Tpancnopt 1o Mmope
He e npunoxumo

Bb3ayuien Tpancnopr
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: Undopmanusi 0THOCHO HOPMATHBHATA ypeada

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, IIpunoxenue XIV (CnuchbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3peliaBaHe)
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Flavoxate hydrochloride

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

REACH, Cnucsbk ¢ kanauaat-pemecrsa (SVHC)

He ¢urypnpa B crimcskxa vHa REACH ¢ kanmunar-emectsa

PerjiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He durypupa B cniucbka ¢ BelecTBa, KOUTO HapyiiaBat 030HoBus cioii (Perimament 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 BbBex/JaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOJI HA H3HOCA, TpaHcdepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHS M TEXHOJIOTHH C JIBOMHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappixa BemmecTBO(a), BKIIIOYCHO(H) B CIIUCHKA C MIPEKypcopH Ha B3puBHHU BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HApKOTHYHU BewlecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bemectsa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpeJIeNIeHH BEIeCTBa, N3II0I3BaHU 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTHYHH HIJIM IICHXOTPOIIHH BEIIECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI

PA3JIEJI 16: Ipyra undgopmanus

Nuankanus 3a npoMeHn

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlata Ha pepakuusara JobaBeHo
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne JobaBeHo
1.1 CHHOHUMH IIpemaxnarto
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenys 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Hebnaronpusatan Gpu3nKoXxuMudHu eHeKT 1 IIpomeneno

HeOnaronpusaTHU e()eKTH 3a 3paBeTO Ha YOBEKA U
OKOJIHATa cpefa

2.3 Jpyra undopmarims Jlo6aBeno
4.1 IIppBa nomoll Npu MOTTbIAHE JlobaBeHo
4.1 ITppBa nomons - 00N MEpKU Jlo6aBeno
4.1 IIppBa nomo1 Npu BIUIIBAHE Jlob6aBeHo
4.1 IIppBa noMoIIL IPYU KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIbpBa nHOMOILL TP KOHTAKT C OYUTE IIpomeneno
5.1 Henonxonsuy noxaporacuTenHu CpeACTBa Jlo6aBeHo
5.1 Tloaxoasmu noxaporacuTesIHi CpeicTBa IIpomeneno
5.2 OmnacHY IPOIYKTH Ha paslajiaHe B cIydail Ha Jlo6aBeno
oxap

52 OmacHOCT OT IoXap IIpemaxunarto
53 3amuTa npy raceHe Ha moxap JobaBeHo
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Flavoxate 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
53 WHCcTpyKuuH 3a TaceHe Ha IoXKapu IIpomeneno
6.1 OO0um Mepku JobaBeHo
6.1 3amuTHU cpecTBa Jlo6aBeHo
6.1 ABapuiiHu 1maHoBe IIpomeneno
6.2 IIpeana3sHu MepkH 3a ona3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe JobaBeHo
6.3 MeTtoxu 3a HOYHCTBaHE Jlo6aBeno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 TIpennasuu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUTrHeHHH MEPKH JobaBeHo
7.2 OnakoBbYHU MaTepUaIn JobaBeHo
7.2 YcnoBust 3a chXpaHsBaHE JobaBeHo
7.3 Creru$uyay KpaifHu yIoTpeon IIpemaxuato
8.2 3ammra Ha IUXATCTHUTE MBTUIA Jlo6aBeHo
8.2 3alura Ha OYUTE Jlo6aBeno
8.2 3amura Ha pblere IIpomeneno
8.2 Tloaxoasiiy HHKEHEPEH KOHTPOIT IIpomeneno
8.2 3amuTa Ha KoXkarta U TSUIOTO IIpomeneno
9 MonekynHna maca JobaBeHo

9 Touka Ha TOTICHE Jlo6aBeno

9 st Jlo6aBeno
10.1 Peakimonna crnocoGHOCT IIpemaxnaro
10.3 BB3MOXKHOCT 32 OIIaCHH PEAKIMU IIpemaxnato
10.5 HecwpBMecTumu Marepuanu IIpemaxnarto
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxunaro
11.1 ATE CLP (opanna) IIpomeneno
11.1 LD50 opanHo mabx IIpomeneno
12.1 Exonorus - 00110 IIpemaxnarto
II'bnen Texker na H- 1 EUH-npenynpeskaeHusiTa 3a onacHocT:

Acute Tox. 4 (opanma) Ocrtpa TokcuuHoCT (opanHa), Kareropus 4

H302 Bpenen npu nornsiuaxe.

Wudopmarmonen muct 3a 6ezonacHoct (MJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaroneH juct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHHIIU, KOUTO CMsITaMe 3a
HajeK/IHU. BbIpeku ToBa, HHpOpMaIMsTa ce IPeaoCcTaBs 0e3 HUKAKBa rapaHIus, U3pUYHA WK [0/ipa30upaliia ce, OTHOCHO HeWHaTa KOPEKTHOCT. Y CIIOBHATA UIIN
MeTozuTe 3a paboTa, ChbXpaHeHHe, ynoTpeda uii 00e3Bpex/aHe Ha IPOAyKTa ca M3BBbH HAIIMS KOHTPOJ U MOKE 1a ca U3BBH Hallata komneTreHTHocT. [Topaau
Tasu U APYrd HPUYMHU, HUE HE TI0EMaMe OTTOBOPHOCT UM M3PUYHO CE OTKAa3BaMe OT OTFOBOPHOCT 3a 3aryOu, IETH WM PAa3X0/iH, IPOU3TUYAILM OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, ChbXpPaHEHUETO, yroTpedaTa uin 00e3BpexIaHeTo Ha npoaykra. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3II0JI3BA KATO ChCTaBKa Ha APYTU HPOIYKTH, HAIHYHATA HH(pOpPMAIMs OU MOTJIa []a Ce OKaxKe
Henpuiiokuma. Ta3u nHpopMarys ce 0OCHOBaBa HA HAIIMTE TEKYI[HM O3HAHNS U € NPEAHA3HAYCHA JIa []aJic ONMCAHKE Ha MPOJIYKTa CaMo 3a LICINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKoJIHATa cpena. [lopanu ToBa, Ts He TPsAOBa J1a ce THIKYBa KaToO FapaHIMs 3a CBOMCTBATa HA MPOIYKTA.
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