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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 : Mebeverine hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Mebeverine hydrochloride
EO Ne 1 220-400-0

CAS Ne 1 2753-45-9

Kon Ha npoxykra : 201700612

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
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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
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJiHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HebaaronpusiTHn GU3NKOXUMIYHHA e(peKTH U HeOJIAronpHATHY edeKTH 32 3APaBeTo HAa YOBEKA W OKOJHATA cpeia

Bpenen npu norasmane. CUIHO TOKCHYEH 32 BOJHHTE OPraHU3MH, C AbIAroTpacH epekT. [Ipen3BUKBa CEpHO3HO YBPEXKAaHE HA OYHUTE.
2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

$

GHSO05 GHS07 GHS09
Curnanna gyma (CLP) : OmacHo
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Mebeverine hydrochloride

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

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H318 - [Ipean3BuKBa CeprHO3HO YBPEKAAHE HA OUUTE.
H410 - CuiHO TOKCHYEH 3a BOAHUTE OPraHU3MH, C IBITOTPACH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P264 - [la ce u3Mue phleTe 0 JAKTHTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeba.
P270 - [la He ce sine, nmue WK MyIId Opy ynoTpeda Ha MpoayKTa.
P273 - Jla ce n30srea usnyckaHe B OKOJIHATa CPeaa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMLE/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JIBILIAHE: Ilpu Hepasznonoxenue ce obagaere 8 LEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npoMmuBaiiTe BHUMATEIHO C BOAA B MPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MMa TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
[poabmkere ¢ U3MIAKBAHETO.
P310 - Heza6aBHo ce o6amere B UEHTHP [10 TOKCUKOJIOT' U4 wim Ha ekap.
P330 - UsmnakHere ycrara.
P391 - Cpbepere pazasroro.
P501 - CbappixaHHETO/ChIBT 1A CE U3XBBPIIH B ITYHKT 33 ChOMPaHe Ha OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/UJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BBTPELIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumana 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

3
GHSO05
2.3. JIpyru onacHoOCTH
Jlpyra nadopmanus : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).

Buaumanwe - BEIIECTBO, KOCTO BCE OIIIC HE € U3IIUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HMnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

Mebeverine hydrochloride CAS Ne: 2753-45-9 <100 Acute Tox. 4 (opanna), H302 (ATE=1540
EO Ne: 220-400-0 mg/kg TexecHo Terio)

Eye Dam. 1, H318
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

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

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

H’BpBa moMo1g - 061111/1 MEpPKHU . B®B Bcnukn CJIydyan Ha CbMHEHUE, WK aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEUITUHCKA
TTOMO1II.
H’BpBa TIoMomI Npyu BAUIIBAHE . W3Benmere nuitero Ha 9uCT BB3AYX U I'0O TIOCTABETE B IMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpaalys J1a Cu mo4yrHe. B ciyyaii Ha npuiomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIbpBa HOMOIIL TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOIIL TPY KOHTAKT C OYUTE : M3mnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHAYUTE HIMPOKO OTBOPEHH (B
MpOIbJDKeHUE Ha TIOHE 15 MuHyTH). CBasieTe KOHTaKTHUTE JICIH, aKO UMa TaKHUBa U TOKOJIKOTO TOBA
e Bp3MOXHO. [Iporbmkere ¢ m3IuakBaHeTo. [la ce H3BBpIIN He3abaBeH Hperiesn OT 0 TaIMOIOT.

II'ppBa NOMOII IPH TOTITBIIAHE . HM3makHere ycrara ¢ Bojia (CaMo aKko MOCTPaAlIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. HezabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT Usl/Ha
JeKap.
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Mebeverine hydrochloride

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

CI/IMHTOMI/I/eq)CKTI/I ClI€O KOHTAKT C OYUTC N HpeI[l/ISBI/[KBa CEPHO3HO YBPEKIAHE HA OUUTE. 3a‘{epB${BaHI/IX, Gosika.

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx mpax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 11okap : HensiiHOTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH

TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHcTpykuny 3a raceHe Ha Moxapu : Jla He ce [0mycKa n3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Tlonwiite ¢ HHEPTEH MaTepUal i MOCTABETE B MOJXO/IAI] KOHTEHHED 3a 00e3BpeKIane Ha OTIAIbIIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

: PaGoTa u chxpaHeHue

Tpenmnaszun mepku 3a 6e3onmacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XWUrneHHH MEpKN . Jla e ce sze, mue uim mymm npu ynotpeba Ha npoaykra. Jla He ce n3HacsA 3aMBPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Mebeverine hydrochloride

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO)]XO)]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomerenue. C Matepuana TpsOBa a ce paboTH o1 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIMYHH Npena3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsar : Osu1. moYTH OsI.
BpHiieH Bug . Kpucranen npax.
MonekynHa Maca 1 466.01 g/mol
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe : 105-130°C
Touka Ha 3aMpB3BaHE : He e mannuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e manmuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanura Ha eKCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajiBaHe : He e npunoxxumo
Temmnepatypa Ha pasznaraHe : He e HannuHo
pH : 45-6.5

pH pastBop . He e HanuuHo
Bucko3uter, kuHeMaTuueH : He e npunoxumo
PastBopumoct : He e HannuHO
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Mebeverine hydrochloride

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

Koedunuent na pasnpeneneHue: n-oxranon/soaa (Log
Kow)

Hansrane Ha napure

Hansirane na napute npu 50°C

IInsTHOCT

OTHOCHTENHA ITBTHOCT
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C
Pa3mep Ha yacTunure

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JEJ 11:

Octpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BMILBAHE)

KCHKOJIOIr'M4YHa HHq)OpMaHHﬂ

He e nannuHo

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

Bpexen npu normbiiane.
He ce xnacudunupa (Jlumncsar qaHam)
He ce xnacudunupa (Jluncsar q1aHau)

Mebeverine hydrochloride (2753-45-9)

LD50 opanHo mex

1540 mg/kg (RTECS Ne YX5425000)

KoposusHoct/apa3HeHe Ha KoxkaTa

CCpH03H0 YBpEXKIAaHE HA ouure/, JAPa3sHECHE HA OYUTE

CCHCH6I/IJ1PI38.III/I5{ Ha TUXaTCIIHUTE IIbTUIIA UIIH KOXKaTa

MyTareHHOCT Ha 3apOJULIHUTE KIETKU

Kanneporennoct

TOKCHYHOCT 32 PEIPOAYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEICHA
OpraHy) — eIHOKPATHA EKCTIO3UIUS

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPeIeTCHI
OpraHN) — IOBTapsIIa CE EKCIIO3ULHS

OmnacHOCT IIpU BAUIIBAaHE

He ce knacuduuupa (Jlumncar q1aHam)

pH:4.5-6.5
ITpenn3BUKBa CEPHO3HO YBPEXKAAHE HA OUUTE.
pH:4.5-6.5

He ce xnacudunupa (Jluncsar naHam)

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IBIHEHU KPUTCPUHTE 3a
KJacudupane)

He ce xmacudunupa (Jlumncsar q1aHam)

He ce xnacudunupa (Jluncear qaHHu)

He ce knacudunupa (B3 0cHOBa Ha HATMYHUTE JaHHU HE Ca H3IIBIHEHH KPUTSPHHUTE 32
KIacu(pHIIpaHe)

He ce xnmacudunupa (Bp3 ocHOBa Ha HAIMYHUTE TaHHYU HE ca U3IIBIHECHU KPUTEPUHTE 3a
KIacHUIIpaHe)

He ce xnmacudunupa (Jlumncsar qanam)
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Mebeverine hydrochloride

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

OrnacHo 3a BojiHaTa cpena, KpaTKoCcpodHa (OCTpa) : CWIHO TOKCHYEH 32 BOJHUTE OpraHu3MH.
OrnacHo 3a BojiHATa cpena, ApJIrocpoyHa (XpOHI/I‘{Ha) : CWJIHO TOKCHYEH 32 BOJAHUTE OpraHu3MHu, ¢ AbJIroTpacH e(beKT.

Mebeverine hydrochloride (2753-45-9)

LC50 - Pubu [1] 10.2 mg/1 (96 gaca, Brachydanio rerio ( puba 3e6pa ))
EC50 - Pakoo6pasuu [1] 14 mg/1 (48 vaca, Daphnia magna (Boana 6bi1xa))
ErC50 Bomopacnu 0.87 mg/1 (72 4aca, Selenastrum capricornutum)

Mebeverine hydrochloride (2753-45-9)

Y CTOIYUBOCT H pa3rpaJjuMOCT Pasrpakna ce 6p30

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(l)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanuyna qonbnHUTENHA HHOOPMAIIUSL

PA3EJI 13: O6e3Bp THagbUUTE

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMAIHS

14: Undopmanus 0THOCHO TPAHCH

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu upeHTHGUKALHOHEH HOMeEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He e mpunoxumo He e npunoxumo He e npunoxumo
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Mebeverine hydrochloride

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

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He e npunoxumo

TpaucnopT no mope
He e npunoxumo

Bb3ayumien Tpancnoprt
He e npunoxumo

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CnennduyHy 32 BENIeCTBOTO WM CMECTA HOPMATHBHA yPea6a/3aK0HOAATEJICTBO OTHOCHO 0€30MaCHOCTTA, 3[PABeTO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

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

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

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

PersiameHT 32 M3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/aHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHcdepa,

Opokepckara IEfHOCT M TpaH3UTa Ha U3JIEIHs U TEXHOIOTHH C JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)
He cpappixa BemmecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJCTBOTO M ITYCKAHETO

Ha mma3apa Ha OIpeACIC€HU BEIIECTBA, U3IIOJI3BAHHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU UIIU TICUXOTPOITHN BeHIeCTBa)

15.2. Onenka Ha 0€30NMACHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hann4Ha IOMBIHUTENHA HHOPMAIUST
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Mebeverine hydrochloride

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

PA3JIEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn
Pasznen IIpomenen eemMeHT KomenTtapu
3ameHs BepcHsATa OT Jlo6aBeno
Jlata Ha pemakuusTa Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.1 HaumenoBanue IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeoa IIpemaxnato
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BeIeCTBOTO/CMeCTa IIpomeneno
2.1 Heb6naronpusitin QU3HKOXUMUYHE e(DEKTH 1 IIpomeneno
HeOaronpusaTHU e(PeKTHU 3a 3paBeTO HA YOBEKA U
OKOJIHATa cpefa
2.1 Kracudukauus B ceorBerctre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 ITuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
22 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
22 Curnanna gyma (CLP) IIpomeneno
2.3 Jlpyra uudopmarus Jlo6aBeno
4.1 [IppBa HOMOIIL TP KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomouy Ipy KOHTAKT C OYHTE ITpomeneno
4.1 TIppBa noMoII - 00LIHM MEPKH JobaBeHo
4.1 IIppBa nomo1l Npy NOINIbIAHE Jlo6aBeno
4.1 IIppBa nomo1 npu BIUIIBaHE Jlo6aBeHo
4.2 Cumnromu/eeKTa ciiey KOHTAKT C OYUTE JlobaBeHo
5.1 Henoxxonduy noxaporacuTenHu CpeaACTBa Jlo6aBeHo
5.1 TToaxoasimu noxaporacuTesIHi CpecTBa IIpomeneno
52 OnacHu IPOAYKTH Ha pa3najaHe B cIydyail Ha JobaBeHo
oxap
52 OmacHOCT OT IoXap IIpemaxunaro
53 3amuTa Npy raceHe Ha moxap JobaBeHo
53 MHcTpykuuu 3a raceHe Ha noxapu IIpomeneno
6.1 3aluTHU cpelicTBa Jlo6aBeHo
6.1 O0mu Mepku Jlo6aBeno
6.1 ABapuiiHu niaHoBe IIpomeneno
6.2 TIpeana3uu Mepky 3a ona3BaHe Ha OKONHATa cpena | JlobaBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.3 3a 3aabpKaHe Jlo6aBeHo
6.4 ITo3oBaBane Ha apyru pasnenu (8, 13) Jlo6aBeno
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Mebeverine 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
7.1 IMpenmasuu mMepku 3a 6e3omacHa paboTa JlobaBeHo
7.1 XUTrHeHHH MEPKH JobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIL JobaBeHo
7.3 Crennduynn KpaitHu yrnotpebu IIpemaxunato
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amurTa Ha KoXkaTa U TSIOTO IIpomeneno
8.2 3amura Ha JUXaTeITHUTE IIbTUIA Jlo6aBeHo
8.2 3almura Ha OYUTE Jlo6aBeno
8.2 Toaxoasiy HHKEHEPEeH KOHTPOIT IIpomeneno
9 LBat JobaBeHo

9 Touka Ha ToneHe JobaBeHo

9 pH JobaBeHo

9 MornekyiaHa Maca JobaBeHo

9 PastBopumocT BBB Boja IIpemaxnarto
10.1 Peakimonna criocoOHOCT IIpemaxnarto
10.3 BB3MOXKHOCT 32 OIaCHH PEAKIIMU ITpemaxunato
10.5 HecwsBmecTumu Marepuanu IIpemaxnaro
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxHarto
11.1 LDS50 opanHo mabx IIpomeneno
11.1 ATE CLP (opaina) IIpomeneno
12.1 LC50 - Pubwu [1] Jlo6aBeHo
12.1 EC50 - PakooGpasuu [1] Jlo6aBeno
12.1 Exosorust - 001110 IIpemaxuarto
12.1 ErC50 Bomopacnu Jlo6aBeHo
Ibaen Teker Ha H- 1 EUH-npeaynpe:xieHusiTa 3a OacHOCT:

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

Aquatic Acute 1 OrracHo 3a BojiHaTa cpefia — 0CTpa OIacHOCT, KaTteropus 1

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIACHOCT, KaTeropus 1

Eye Dam. 1 Cepuo3HO yBpexaaHe/pazHene Ha ounre, Kareropus 1

H302 Bpenen npu nornsiaxe.

H318 IIpenn3BuKBa CEpHO3HO yBPEXkKIaHE HA OUUTE.

H400 CHITHO TOKCHYEH 32 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 33 BOJAHUTE OPTaHU3MH, C IBJITOTPacH e(EeKT.

Nudopmarmone suct 3a 6e3omnacuoct (UJIB), EC
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Mebeverine hydrochloride

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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