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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Alverine citrate
Xnuwn Ovopacio : Alverine citrate
Kwd.-EE 1 226-929-3
apOpuog CAS 1 5560-59-8
Kodwodg mpoidvtog : 201600039

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

Oé&ela to&codmta (amd Tov 6TOHNTOC), Katnyopio 4 H302
O&ela to&ucodmra (14 Tov déppatog), katnyopia 4 H312
Oé&ela to&ucodmra (814 g elomvong), kotnyopia 4 H332

I peg keipevo tov dniocemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV
Emprapés oe mepintmon kardmoong. EmProféc oe emapn pe to déppa. EmPrapés oe mepintwon gionvongs.

2.2. Ztoyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO07
Ipogwboromtikn AN (CLP) . IIpocoyn
AnAdoelg emkvdvvottag (CLP) : H302+H312+H332 - EmPAraPés o€ nepintmon Katdmoong, o€ emaen He T0 dEPUa 1| GE mepinTmon
€10TTVONC.
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

AnAdoetlg Tpoevraéng (CLP) : P261 - Amogebyete va avamvéete oKOVT.
P280 - No 9opdte TpooTatevTikd YavTio, TPOSTATEVTIKG EVEVHOTAL.
P301+P312 - XE INEPIHITQXH KATAIIOXHX: KoAéote 10 yatpo edv arcbavdeite adobeoia.
P302+P352 - XE INEPIHITQXH EITA®HE ME TO AEPMA: [TAOvte pe GoBovo vepd Kot Gomovvi.
P304+P340 - XE ITEPIHITQXH EIZIINOHE: Metagépate tov mabdvta otov kabapd aépa Kot
aPNoTe ToV Vo EEKOVPOTEL GE GTAGT TOV GIEVKOADVEL TV OVOTTVOT.
P312 - Kaléote 1o yratpd edv arobavdeite adobeoio.

Iipovon copeova pe: EEapeiton n ecmtepikn cuokevacia, to mepleydpeva g onoiag dev vepPaivovy ta 10ml.

Agv amtarteitor oypavon

2.3. AlLot Kivovvol

AMAeg mAnpoopieg : Evepyd ovotatiko (o€ QopULaKeVTIKA TPOiOvTa).
ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUAGTEL TAPOC.

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOG KOOTKOG % Koatdraén copoova pe v odnyia
TPoidvTOg 1272/2008 EK [CLP]

Alverine citrate apOpog CAS: 5560-59-8 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 226-929-3 (ATE=500 mg/kg copatikov Bépoug)

Acute Tox. 4 (Ad tov dépparog), H312
(ATE=1100 mg/kg copatikod Bapovg)
Acute Tox. 4 (Awd g etonvong), H332
(ATE=1.5 mg/l/4h)

ITApeg keipevo tov Mniocewv H kot EUH: BAéne tunua 16

TMHMA 4: Métpa npdtov fonbsiov

4.1. eprypoon pétpov TpOTOV fonderav

Tevikd pétpa tpodTev fonderdv 1 Xe mepintoot apPoA®V 1| €4V T0 GUUTTOUATO ETUEVOVV, KAAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd anod slomvon 1 Metagépete Tov TofovTa 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTACT) TTOV
S1evkoAvVeL TV avomvor|. Apriote Tov Tofovta va Eekovpaotel. Karéote apéowg to KENTPO
AHAHTHPIAZEQN/yotpo.

Métpa tpdTev Bondeidv petd omd emaen pe To dEpuo : Bydte ta poivopéva podyoa. IThovete to déppa pe dpbovo camovvovepo.
ZvpPovievdeite/Emorebeite apéong ylotpo.

Métpa tpdTev Bondeidv HETE amd eTopn e To LATIO : Eemlovete pe vepd kpotdvtog to BAEeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o

TOVOG M 1 KOKKIVILaL.

Métpa tpotmv fondetdv petd and katdroon : Eemlovete o otopa pe vepd (Lovo edv to drtopo dtatnpei Tig arohfoeig Tov). Mnv yopnynoete moté
OTWONTOTE OO TO GTOU GE ATOUO TTOL £XEL XAoeL Tig aohnoelg Tov. Koéote apéowng to KENTPO
AHAHTHPIAZEQN/ywotpo.

4.2. ZNPavTIKOTEPO COPTTONATO KUL ETOPAGELS, APECES 1] PETAYEVECTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evé€1&n omo1a6dNToTE AmOITOOPEVG GIESTG LOTPIKNG PPOVTIdUG Ko 101K G Ogpaneiog

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPNON TS TVPKAYLAG

5.1. MvpooPestika péoa

KatdAnia péoa mopocBeong . Xpnoworowmote péca Katdofeons katdAinia yio v epipdriovoa mopkayid. Ato&eidio Tov
avOpaxa. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdofeonc.
AxatdAnko TopocPecticd HEGo : Mn ypnowonoteite peydin pon vepoo.
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

X nePInTOON TVPKAYLIG TaPayovTaL ENKIVELVA : H orelg kadon amekevbepdver emkivovvo povoleidio tov dvBpaka, dto&eidio Tov avBpaka Kot
mpoidvta arochvieong Ao o€ aépta. [Tibovn amoBoin to&kod vEpoug.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG 1 Amogevyete T d1QLY1 TOL vEPOD TG TVPOGPecng 6To TEPPAALOV.
IIpocrtacio katd v TopdcPecn : Mnv enepoivete yopic katdAnio e£omAopd. AvTOVOUT OVOTVEVGTIKT GUGKELT UE HOVOGCT).
OMOGOUN TPOGTUTEVTIKT) GTOAN.

TMHMA 6: Métpa o€ TepinTton aKovoLaS EKAVONG

Tevikd pétpa : Amo@evyete TV ETAPN TOV TPOIOVTOG LLE TO SEPHA, TOL HATLO ) TO POVYIGUO.

I'a TpocmmKd GALO 076 TO TPOCOTIKO EKTUKTNG AVAYKNG
Métpa éktaxtng avykng : ATOPOoKPOVETE TO TEPLTTO TPOSWTIKO.
TN dropa wov TpocPépovy TpdTES fo10reg

E&onhopog mpootaciog : Mnv engpoivete yopic katdrinio egomhopd. ' tepiocdtepeg TAnpoPopics avatpié&te oty
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpoctacio.

No amogevyeton 1 ehevbépwon oto nepifdirov. Epmodiote v €i6080 6TOVG amoyeTeLTIKOVG 0y®@YohG 1] 6TO dNUOGLO SIKTVO VEPOD.

T v anoBnikevon : ATOppoPNoTE TO HE £V 0dPAVEG DAIKO KO TOTOOETNOTE TO G £vav KATAAANAO TEPLEKTN d1aBeaNg
amopfATov.
MébBodot kabapiopon 1 Eemhdvete TG polvopéves empaveles pe apbovo vepd. Kabapiopdg pe amoppumovtikd.

Agite 10 Tpnpa 13 yio tAnpogopieg oyetikd pe t didbeon.

TMHMA 7: Xepiopog ko awodnkevon

TIpo@ura&els yio ac@ain yeipiopd . Amogevyete kGBe meprrth kbeon. Ppovtiote doTe 0 Y Dpog epyaciog va e&aepiletar cwoTd.

Métpa vyevig : Mnv tpare, mivete 1| kanvilete, dtav ypnoponoteite avtod to mpoidv. Ta poivopéva evévdpato
epyaciag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag Tpv amd kabe
£pYOOLOKO StAELpO KoL LETE TO TENOG TG EPYAGTINGC.

TovOnkeg @OAUENG : Amofnkedeton oe KoAd agpllopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWGTOG. AToQevyeTe
™ (éotn Kot TV Gpecn nAlokT akTvoBolia.
Y\ikd cvokevasiog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki tpoctacio

Aev vdpyovv emmAéov TANpoPopieg
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

8.2. "Edeyyon ék0gong

Kataiinior pnyavikoi éreyyol
Katalinior pnyavikoi éreyyou:

DpovticTte ®OTE 0 YDOPOS epyosiog vo e&aepiletal cmotd. Zuvndmg omatteitol GHOTNLA YEVIKOD HNYavIKoD eEQEPIGHOD TOV YMPOV. XTO HETPO TOV SLVATOL T

XPNOT TOV TPOIOVTOG TPEMEL VO, YIVETOL GE EPYUGTNPLUKT YOAUVN.

ATOPIKOG TPOCTATEVTIKOG EEOTAONOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipootocio 0@Baipn®V:

Popdte cuokevn TpocTaciog yio o patio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)

Ipootacio Tov dépparog

IIpootacio Tov déppoToc:

Dopdte KATIAANAO TPOGTOTEVTIKO POVYICUO. XpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

Ipootacio TOV YEPLOV:

Na gopdte katdAinia yévto. [Ipootatevtikd yavtia avOektikd o ynukd apoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpootacio TOV OVATVEVGTIKOV 00(V:

Yg neplnton Topaymyng GKOVNG, XPNCULOTOUOTE TPOCTATEVTIKN HdoKa pHe iktpo : P3

TMHMA 9: ®vokég Kot ynNUIKEG 10160TNTEG

9.1. Zroyeia Yo Tig facikéc QUOIKES KOL YNUIKES 1OL0TNTEG

Dok KoTAoTUoT

xPOHL

Epgdvion

Mopair pada

Oopn

Opro oopng

Enpeio téewg

Enpeio m&emg

Enpeio Bpacpod

Evpiextomrta

Xoaunidtepo 6pro Ekpnéng
AvdTato 0plo ekpnEpoTnTog
Enpeio avaereéng

Beppokpacio avtavapreing
Bgppokpacio arocHvheong

pH

Awidopo pH

1EDOEG, KIvepatikog (17)
AwdvtomTo

ZUVTELEGTNG KOTAVOUNG G Pely o N-0KTavOAN G/ vEPOD
(Log Kow)

Téon otumv

ITieon atpov og Beppokpacio 50°C
TTukvotnta

TyeTikn TokvoOTHTOL

TyeTikn TuKvOTTO 0TUOV 6ToVG 20°C
Méyebog copatidiov

9.2. Aoutéc TAnpogopicg

Agv vrdpyovv emmAéov TANpopopieg

Xteped

Aevkd. 6Yed6V AEVKO.

Kpvuotodhucr okovn.

1 473.6 g/mol

Mn Swbéopuo
Mn Swbéopo
>100-<104°C
Mn Swbéorpuo
Mn Swbéopo
Mn Swbéopuo
Aev woydet
Aev woydet
Aev woydet
Aev woydet
Mn Swbéorpo

3.5-4.5(0.5%, Ydatikd dtdAvpio)

Mn Swbéopno
Aev woydet

: Nepo: 1-10 g/l

Mn Swbéopo

Mn Swbéoipo
Mn dwbéoyto
Mn dwbéoyto
Mn dwbéoyto
Aev 1oyvet

Mn dabéoyio
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

Agv vdpyovv emmALov TANPOPOPiEg

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrapyovv emmAéov TANpopopieg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&eia to&ucdmra (amd 6ToOpaTOC)
Oé&eia to&ucdmra (deppotikn)
Oé&eia to&ucdmra (avamvon)

. EmPlaPég oe mepintmon katdmoong.
. EmPraPéc oe emapn pe to déppa.
. EmPlapég oe mepintmon giomvong.

Alverine citrate (5560-59-8)

LD50 and tov 6tdpaTog 68 apovpaiong

300 — 2000 mg/kg (exTipdpeVn TIUN)

LD50 péom tov §€ppatog o€ KOLvEALL

> 1000 — <2000 (exTedpevn Tun)

LC50 Ewonvon - Enipg (Zxdvng/cuykévipoong
oTayovidinv)

>1-<5 mg/l/4h

AGBpmon ko epediopdg Tov dEppratog

ZoPapn opbaipkn BAAPN/epedionog

EvaisOntonoinon tov avomveustikod 1
gvoucOntomoinon Tov d€ppatog

MetaAro&ryéveon yevwnTikdv KuTtapov
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewu to&ucotnta ota 6pyava-ctoyovg (STOT) —
epanag £xbeon

Eww to&ikomra ota 0pyava-otoyovg (STOT) —
emavelAnpupévn ékbeon

Enucivdovotnta avappdenong

Agv vdpyovv emmALov TANPOPOpieg

: Mn ta&wvopnpévos (Mn coprepacpotikd dedopévor)

pH: 3.5 4.5 (0.5%, Ydotwo diddvpa)

1 Mn ta&vounpévog (EAepatikd dedopéva)

pH: 3.5 -4.5 (0.5%, Ydatwkod didrivpa)

1 Mn ta&wopnpévog (EAAeporticd dedopévar)
: Mn ta&wopnuévog (EAeipatikd dedopévar)
: Mn ta&wounuévog (EMelparticd dedopévar)
: Mn ta&wvounpévog (Baoet tov dtobéoipov dedopévav, ta kKprtnpla ta&vouncong dev minpovval)
1 Mn ta&vounpévog (EAdeipatikd dedopéva)

: Mn ta&wopunpévog (EAleitatikd dedopéva)

: Mn ta&wopnpévog (EMeparticd dedopévar)
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 12: Owkohoyikég TAnpo@opisg

Emikivduvo yia to vddrtivo mepiBdrrov, Bpayumpobecpog @ Mn ta&wounuévog (EMenaticd dedopéva)
(080¢)

Emcivduvo yia to vddrtivo mepiBdrlov, pokporpodbeopog : Mn ta&wounuévog (EAenaticd dedopéva)
(xpoV10G)

Alverine citrate (5560-59-8)

AVOEKTIKOTNTO KO IKAVOTNTO OTTOSOUNONG Aev voiotato tayeio omocuvheon

Agv vdpyovv emALOV TANPOPOPIES

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmALov TANPOPOpieg

Aev vdpyovv emmAov TANpoPopie

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE TT| PETAPOPA.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Zopeave pe Tig StotdEels PETapopig To TPoidv atod de yapaktpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.3. Taén/-e1g KtvdOvov Katd TN PETOPOPA

Mn pvBulopevo Mn poBulodpevo Mn pvOulopevo

14.4. Opaoda cvokevaciog

Mn pvOulopevo Mn poOuldpevo Mn poOulopevo

14.5. Ilgprforrovtikn emKivovvoTnTO

Mn povBulopevo Mn pvBuldpevo Mn pvBulopevo

Agev vapyovv emmAéov Stabéotpes TANPOEOpiss
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

14.6. EWduéc mpo@uAhdgels yia Tov (pioetn

Eniyewo petagopa
Mn pvOuldpevo

petapopd pécm Boraoong
Mn pvOuildpevo

Evoépuo petagopd
Mn pvOuildpevo

14.7. @ardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Ztorygio vopoBetikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Kot 7o agpifadirov yio TV ovoia 1 10 peiypa
kavovicpoi EE

Mapéptpe XVII tov REACH (IlpodmoBéceic mepropiopov)
Aev meptrapBavetat oto [Mapdpmpa XVII tov REACH

Hapapmpa XIV 100 REACH (Katdloyog 0.0£1060Tn061G)
Aev nephappaveton oto Mapaptmuo XIV tov REACH (Kotdhoyog adetoddtnomng)

Katdroyog vroyneromv oveidv REACH (SVHC)

Aev nepthapfdvetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdveton otov Katdloyo ovatdv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 8@V Simhig ypiong
Aev nepihappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £i6n Sumhng xprions.

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoi(ovtat) 6Tov Katdloyo Tpddpoumv ovoidv ekpnktikdv (Kovoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ PN TPOSPOUDY OVGLDV EKPIKTIKAOV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) 6tov KoTdhoyo mpddpopmv ovotdv vapkatikdv (Kavoviopdog EK 273/2004 oyetikd pe 11 Tpodpopes ovoieg
VOPKOTIKOV)

15.2. A&ordynon ymuikis ao@dierog

Agev vdpyovv emmAov TANpoPopie

TMHMA 16: Alheg TAnpo@opisg

Emonpavon arhayov

Tpnpo Tpomomompévo cTorycio Hapotnpiicerg
Avtikofiotd v ékdoon Ipoctédnke
evnuépmon Ipootédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apopog CAS Ipoctédnke

1.1 ZUVOVOHOL Aparpédnke

1.1 Ovopa TpomomouOnke
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Alverine citrate
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov Helypatog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBopunteg puotkoyn kg emdpaoets, kabmg | TpomomorOnke
KoL €mOPAGELS 6TV avOpdTIvn vYEia Kot 6T0
nepBéiiov

2.3 AMeg mAnpogopieg Ipoctédnke

4.1 Tevikd pétpa Tpotmv fondeidv Ipootidnke

4.1 Métpa tpdtev Bondeldv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bonbewdv petd amd glomvon Ipootédnke

4.1 Métpa tpdtmv Bonbeldv petd and katdroon Ipootédnke

4.1 Métpa tpdTev Bondeidv petd amd exoen pe to TpomomouOnke
pétio

5.1 Axatdrinko TupooPeoticd pEco Ipoctédnke

5.1 Katdiinko péoa mopdofeong TpomomouOnke

52 Y mepinton TuPKAYLAS ToPAyovVToL ETKIVELVEL Ipootidnke
TPoiovTo 0mocvvOesTg

5.2 Kivdvvog mupkaytdc Aparpédnke

53 Ipootacio katd TV mopdoPeon Mpootédnke

53 MEtpa Yo TV KATOTOAEUNGT| TG TUPKOYLHG TpomomouOnke

6.1 E&onhonog mpoctaciog IIpoctédnke

6.1 Métpa EKTOKTNG OVAYKNG TpomomouOnke

6.1 Tevikd pétpa Ipootédnke

6.2 Tep1parrovtikég Tpo@LAGEELS Ipootédnke

6.3 T v amobnkevon Ipootédnke

6.3 MéBodot kabopiopod Ipoctédnke

6.4 Tapanoun| og GAho tpunpoto (8, 13) Ipootidnke

7.1 TIpo@uAGEeLs Yo aGQOAN XEPIGUO Ipootidnke

7.1 Métpa vylewvnig Ipootédnke

7.2 YuvOnkeg O aENg Mpootédnke

7.2 YAkd cvuokevaciog Ipootédnke

7.3 Ewwég yprioetg teducod kotavoimt Agorpédnke

8.2 TIpootooio TV AVOTVEVSTIKOV 03MV Ipootédnke

8.2 TIpootacio v yepudv TpomomouOnke

8.2 TIpooctacio opBaipmv Ipootédnke

8.2 Katdiiniot unyavikoi Ereyyot TpomomouOnke

8.2 [poctacio tov déppatog TpomomouOnke

9 xpdupo IIpoctédnke

9 Epopdavion TpomomouOnke
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Alverine citrate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpriceig
9 pH Ipoctédnke

9 Mopraxn palo Ipootédnke

9 Inueio T&emg Ipootédnke
10.1 AvtidpocTikoTTo Aparpédnke
10.3 MBavomTa emKivouvmV avTdpdcemv Agopédnke
10.5 Mn cvpfatd vikd ApupiOnke
10.6 Emwivduva tpoidvta amochvieong Aparpénke
11.1 LD50 pécm tov 8€pprotog oe KOvvEALL Ipootédnke
11.1 ATE CLP (Am6 0V 6T0pH0TOC) TpomomouOnke
11.1 LD50 and tov otépatog o€ apovpaiovg TpomomouOnke
12.1 LCS50 Ewnvon - Exipog (Exovng/cuykévipoong Ipoctédnke

oTayovidiov)
12.1 Owoloyia - yevikd ApupiOnke

IIMpeg keipevo ppaoswv H ko EUH:

Acute Tox. 4 (And Tov
GTOHATOC)

O&ela to&ucdmra (amd tov 6TdON0TOC), Katnyopio 4

Acute Tox. 4 (Ad g
£10TVONC)

Oé&ela to&omra (814 TG elomvong), kotnyopia 4

Acute Tox. 4 (A& Tov
déppatog)

O&elo to&comra (514 Tov déppatog), kotnyopia 4

H302 EmPropég o nepintwon katdmoong.
H312 EmProfég o emapn pe to déppa.
H332 Emprapés og mepintmon 10mvonc.

Agltio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd to dehtio mpoépyovtat and mnyég Tig onoies Bempodpe a&iomotes. [lapoia avtd, divovtot
YOPIG Kapia eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot péBodot yeiptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovTog dev
VIOKEWVTAL 6T 1KY Hag gvBOVI Kot PHropet Kat vo. v UminTouy Kot 6TIS approdtotntés pog. I'iontoig kot yio GALovg AdYoug, omomotovpacte kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAIKNG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTe TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 00BNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acparelog cuvtdydnke Kel TPEMEL VoL YPTGLLOTOLEITOL YOl TO GUYKEKPILEVO TPOTldV. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, Ol TANPOPOPIES TOV TUPEXOVTAL EXG EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KO

npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYEiNG, AcQuAeing Kot TEPPAAAOVIIKOV ATAUITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel

OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.
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