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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Mebeverine hydrochloride
Xnuwn Ovopacio : Mebeverine hydrochloride
Kwd.-EE 1 220-400-0

apOpuog CAS 1 2753-45-9

Kodwodg mpoidvtog : 201700612

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

ZoPapn opbaipkn PAAPN/0@BaA oG epebiopdS, KaTnyopia 1 H318

Emcivduvo yio to vdatvo meptBdrlov — 0&0g kivdvvog, katnyopiag 1 H400

Emcivduvo yo to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410

Kkatnyopiag 1

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALOV

Emprapés oe mepintmon kardmoong. IToAd 10&ukd yia Tovg vdpoiovg opyaviopovs, e pokpoypovieg emmnrdoeic. [pokaiel cofapn opboiucy PraPn.
2.2. Xroyeia eTIKETOG

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

$

GHSO05 GHS07 GHS09
Ipogwomomtikn Aé€n (CLP) : Kivdvvog
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdnoong.
H318 - IIpokadei cofapn opBoipkn PAGSN.
H410 - TIoA T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIEG EMATOCELS.

AnAdoetg Tpoeoraéng (CLP) . P264 - ITAovete ta yépia, Tovg TYELS (avTBpayie) Kot 10 TPOCHOTO GYOAUCTIKA HETH TO YEPIGHO.
P270 - Mnyv 1pdrte, nivete 1 Komvilete, OTAV XPNCUOTOLEITE VTO TO TPOTOV.
P273 - No amogevyeton 1) ehevbépwon oto meptBdAiov.
P280 - No popdte TpocTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVEOLATO/HEGO ATOUIKNG TPOCTAGIOG Y10 T
UATI0/T0 TPOCMOMO/TO AVTLAL.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Kaléote to KENTPO AHAHTHPIAZEQN 1) éva
ytpd, av oicbavieite adwabecio.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTikd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT EXAPTC, CPAPESTE TOVGS, AV givar £0KOLO. XuveyioTe va
Eemhévere.
P310 - Koréote apéomg to KENTPO AHAHTHPIAZEQN 1 éva yorpd.
P330 - Eemldvete 10 oTOUA.
P391 - Maléyte ™ yopévn mocdTa.
P501 - AuiBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVOVY 1 EWIKOV amoPATOV,
GOUOOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVElg KOvovIGHOUG.

INpavon coppova pe: E&apeitor n ecotepikn) cvokevaoio, Ta meplexoeva g omoiag dev veepPaivovv ta 10ml.

Ewovoypappoata kivdovov (CLP) :

gy
GHSO05
2.3. AXLot kivovvor
Alheg mAnpogopieg : Evepyd ovotatikod (68 QapHoKELTIKE TPOTOVTQL).

ITpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUAGTEL TAPMC.

TMHMA 3: Z6vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Ovopa AVayvoOpeTIKOg KOOKOG % Katdraén copoova pe tnv odonyia
TPOidVTOg 1272/2008 EK [CLP]

Mebeverine hydrochloride apOpog CAS: 2753-45-9 <100 Acute Tox. 4 (Ao tov otoparog), H302
Kwd.-EE: 220-400-0 (ATE=1540 mg/kg copatikod Bapovg)

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

ITAnpeg keipevo tov niocewv H kow EUH: BAéne tpnua 16

TMHMA 4: Métpa np@tov fonbsiov

4.1. leprypoon pétpov TpOTOV fonderav

Tevikd pétpo mpdtmv fonderdv : e mepintwon apeBOAMMY 1| €AV TO CUUTTOUOTE ETUEVOVV, KOAEGTE YOTPO.

Métpa tpotev Bonbeldv petd and glomvon : Metagépete tov mabovto otov Kabapd aépa Kot apioTe Tov Vo EEKOVPOCTEL G€ GTAGT TOL
S1eVKOADVEL TNV avamvony. Aenote Tov mabovta vo Eekovpaotel. Te mepintwon adwbesiog :
Yvppovievbeite/Emokepbeite yratpd.

Métpa tpotmv Bonbeldv petd and exaen pe To déppa : ATOPOKPOVETE TO LOAVGUEVO POVYIOHO, TAOVETE OAN TNV EKTEDEWEVT TTEPLOYN SEPLOTOG e ATOAD
GOTOVVL Kot VEPO, Kol 6Tn cuvéyeln Eemdévete pe (e6TO vepo.
Métpa tpotmv Bondetdv petd and exagn pe to pdtio : Eem\OVeTe aUECEOG KOL TOPAUTETAUEVE LE VEPO KPATMVTOG avorytd To PAEpapa Tovddytotov 15

Aemtd). Eav vmdpyovv gaxoi eTagns, apopéote Tovg, epdcov givat ebkolo. Zvveyiote va Eemlévete.
Yvppovievteite apécwg oQOaApiaTpo.

Métpa mpotmv fondetdv petd and katdroon : Eemlovete 1o otopa pe vepd (LOvo edv To dTopo datnpel i aebnoelg tov). Mnyv yopnynoete moté
0TIONTOTE OO TO GTOUN GE GTOWO TTOV £XEL YAoEL TIS aotnoelg tov. Karéote apéowg 1o KENTPO
AHAHTHPIAZEQN/ywotpo.
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

TOUTTOUOTO/EMOPAGELS LETO OO ETAPN LE TOL pATLo . Ipokodei cofapn opBoiuky Prafn. EpvBpdtnra, mévoc.

Aev vdpyovv emmAov TANPOPopie

TMHMA 5 Y10, TV KOTOTOAENON

KatdAnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio vy nepipdrlovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okévn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAyOoVTOaL ENLKIVOVLVO : H atelig kavomn anglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidio Tov dvOpaia Kot
mpoidvta amocHvieong Ao To&d aépta. [TiBovn amoBoin To&tkov vEpoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TUPKOYLOG : Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv erepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGNG

Tevikd pétpa : ATOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOTIKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dropa mov Tpoceipovy TpdTES foriOeieg

E&omhopdg mpoctaciog : Mnv enepPaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia'.

Na anopedyerar 1 Erevbépmon oto mepipdrrov. Epmodiote T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v amnobnkevon 1 ATOpPOPNGTE TO LE £VOL 0OPAVES VAIKO Kot TomoBetnoTe T0 6€ Evav KatdAAnio mepiéktn didbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIG LOAMGUEVEG EMPAVELES [e GpBovo vepd. Kabopiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

IIpo@ura&els yio ac@aAn YepIopod 1 Amogevyete kaOe mepirt Ekbeomn. Dpoviicte dOTE 0 YOPOG epyosiag va e&uepileTar OGTA.

Meétpa vytewvng 1 Mnv tpdre, nivete M| komvilete, tav ypnoiponoteite ovtd o Tpoidv. Ta poivouéve evévpota
epyaciog dev mpémet va Pyaivovv amnd to xdpo epyacioc. [TMdvete ta xéplo oag mpv omd kabe
£PYOCLOKO SIEAEYLHO KO LETE TO TENOG TNG EPYAGINGC.
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

7.2. ZovOnkeg a6Qaiovg @OLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eoAagng : Amofnkedeton og KoAG agplopevo xmpo. O mepiéktng dwatnpeiton epuntikd KAEWTOG. AToQevyeTe
™ (éotn Kot TV dpeon nAlokn aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telkn xpion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog ¢ ék0gonc/atopiki tpoctacio.

8.1. [Tapapetpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol cmoTd. ZovnOmg amotteital GUGTNLLO YEVIKOD UNYOVIKOD E0EPIGLOD TOV YDPOV. LTO HETPO TOL SLUVATOD M
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAUV.

ATOPIKOG TPOOTATEVTIKOG EEOTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre cLuoKeLT TpocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTELTIKO povyicpd. Xprion og epyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtie. [Ipoostatevticd yavto avOektikd og ynukd npoiovra. (EN 374)

IIpoctocio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng okOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeio Yo TG faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped

APOLOL 1 AguK0. oYedOV AEVKO.
Epgdvion : Kpvotodikn okovn.
Mopuoxn pada 1 466.01 g/mol

Oopn : Mn Swbéopo

Op1o oopng : Mn dwbéoyo
Inueio &emg : 105-130°C
Inpeio m&ewg : Mn dwbéoyo
Inueio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet

Avdrtarto 6pro ekpn&dmrag 1 Agv oydet

Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo

pH : 45-6.5

Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
AwAvtomTo : Mn dwbéoyo
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

2uvTedeoTNG KOTOVOUNG O pelypo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéoipo
ITieon atpov ce Beppokpascio 50°C : Mn dwbéoipo
TTvkvémta : Mn dwbéoipo
TyeTIKN TOKVOTITOL : Mn dwbéopo
Zyetkn mokvoTnTa aTHAV otovg 20°C 1 Aev oydet
Méyebog copatidiov : Mn dwbéopo

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 10: Xta0gpdtnTo Kot avIldpaoTIKOTNTO

Aev vdpyovv emmAov TANpoPopie

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPiEg

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&codmra (amd oToOHATOC) . EmPraPég oe mepintmon katdmoone.
Oé&ela to&ucdmra (Seppotikn) : Mn ta&wounuévog (EMeparticd dedopévar)
Oé&eia to&ucdmra (avamvon) : Mn ta&wvopnpévog (EAdepatikd dedopéva)
Mebeverine hydrochloride (2753-45-9)
LD50 and tov otdpatog 68 0povpaiong 1540 mg/kg (Ap. RTECS YX5425000)
AGBpmon ko epediopdg Tov d€ppatog : Mn ta&wounpévog (EMelparticd dedopévar)
pH:4.5-6.5
XoPapn opOaipkn PAPN/epedionog : Ilpokarel coPapn opOaiuikn BAGSN.
pH:4.5-6.5
Evaisbntomoinem tov avamvevustikov 1 1 Mn ta&vopnpévog (EAepatikd dedopéva)
gvoucOntomoinon Tov déppatog
Metalho&ryéveon YEVNTIKOV KOTTAPOV : Mn ta&wopnpévog (Baoet tov dabéoiov dedopévmv, ta kprmpia To&vopunong dgv tAnpodvral)
Kapxwoyéveon : Mn ta&wopnpévog (EAketpaticd dedopévar)
To&wodmTa 6TV avamopay®yn 1 Mn ta&wounpévog (EMeparticd dedopévar)
Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — 1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptipta Tagvounong dev TAnpovvrat)
epanag éxbeon
Ewu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn to&wvopnpévog (Baoet tov dtofécipmv dedopévav, Ta Kprnpia tastvounong dev mAnpovvtal)
emavelnppévn €kbeon
Enivduvotnta avappdenong : Mn ta&wopnuévog (EMeipartikd dedopévar)
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: Owoloyikég TANpoQopies

Emivduvo yio to vddrtivo mepipairov, Bpayvmpoddecpog : IToAd o€k yio Tovg VIPOBLOVG OPYAVIGHOVC.

(080¢)

Emicivduvo yio to vdartivo meptpdrrov, pokporpodbeopog : IToAd T0&kd yio ToLG VIPOBLOVG OPYOVIGHOVGS, HE LOKPOYPOVIEG EMMTAOGELS.
(xpdviog)

Mebeverine hydrochloride (2753-45-9)

LC50 - Yapa [1] 10.2 mg/1 (96 dpeg, Brachydanio rerio (wapt (EBpar))
EC50 - Kapxwvoewdn [1] 14 mg/1 (48 dpeg, Daphnia magna (Nepoyvirog))
ErC50 odxn 0.87 mg/1 (72 wpeg, Selenastrum capricornutum)

Mebeverine hydrochloride (2753-45-9)

AVOEKTIKOTNTO KO IKOVOTNTO ATOdOUNGNG Tayéwg anodopnotpo

Agv vdpyovv emmALov TANPOPOPie

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPOPopieg

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpogopieg

TMHMA 13: Xtovyeio oyeTika pe ) o140gon

Agv vrdpyovv emmAéov TANPoeopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Topeove pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opog OHE 1 aprBpog tovtétnTog

Agv 1oy0et Aev 1oyvet Agv 1oy0et

14.2. Oweia ovopacia amostoric OHE

Aev oy0et Aev woydet Aev oy0et
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

ADR IMDG IATA

14.3. Ta&n/-€1g KivdOvov KOTE TN HETAPOPA

Agv 1oy0et Agv 1oy0et Agv 1oy0et

14.4. Opddo cvokevaciog

Aev oy0et Aev woydet Aev oy0et

14.5. Ilgprforrovtikn emKivovvoTnTO

Agv 1oy0et Agev 1oy0et Agv 1oy0€L

Aev vrapyovv emmAéov Stabéoipues TANPoEopieg

Ermiysio petagopa
Aev woyvet

petagopd péow Bordocong
Aev woyvet

Evaépro petagopd
Aev woyvet

Aev woyvet

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

kavoviopoi EE

Hapaptpa XVII tov REACH (Ilpoimobéceig mepropiopov)
Aev neprappaveton oto Mapaptnua XVII oo REACH

Hopappa XIV Tov REACH (Katdioyog ad€1060t11015)
Aev tepirapfavetot oto [Mapdpmpa XIV tov REACH (Katdroyog ade10d6tong)

Kataroyos vroyiouov overdv REACH (SVHC)

Aev nepthappavetor otov Katdroyo vroyneuwy oveiwv REACH

Kavoviopdg mepi e&ac0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev tepthapfavetal 6tov Katdioyo ovoumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdog tov Zvpfoviriov (EK) yra Tov £heyyo 1@V Simhig ypfiong
Aev neptrappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Koavoviopdg mepi ekpnktikdv apodpopmv ovordv (EE 2019/1148)

Aev nepiéyer kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6tov Katdloyo Tpddpopmv ovoidv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gpmopio kot
™ XpNon TPOSPOUMY OVGLDV EKPNKTIKAOV)

Koavoviepéc mepi mpoédpopmv ovordv vapkotik®dv (EK 273/2004)

Aev nepiéyet ovaio(eg) mov mephapfavetayovial) 6Tov Kotdhoyo Tpddpopmv ovetdv vopkatikdv (Kavoviepog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

Agev vrdpyovv emmAéov TANpoPopieg
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyEio Hopatnpriceg
Avtikafiotd v £ékdoon Ipootidnke
svnuépmon Ipootédnke

1.1 Kwd.-EE Ipootédnke

1.1 apOpog CAS Ipoctédnke

1.1 Ovopa TpomomouniOnke

1.2 Kopa katmmyopio yprong Agorpédnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnon g ovsiog/Tov pelypatog TpomomouOnke

2.1 AvemBopunteg puotkoynkeég emdpaoets, kabmg | TpomomorOnke
Ko EmBpAcELS 6TV avOpdTIvn vYEia Kot 6T0
nepdiiov

2.1 Katdraén coppova pe mv odnyio 1272/2008 EK | TpomorowOnke
[CLP]

22 Ewovoypdppota ktvdvvov (CLP) TpomomoumiOnke

2.2 Anhaoeig tpogvraing (CLP) TpomomouOnke

2.2 Aniooelg emkvduvomtag (CLP) TpomomouOnke

2.2 Tpogidomomtikn AéEn (CLP) TpomomouOnke

2.3 AMeg mAnpogopieg Mpoctédnke

4.1 Métpa tpdTev Pondeidv petd omd exopn pe to TpomomouniOnke
déppa

4.1 Métpa TtpdTOv Pondeidv petd ond emopn pe To TpomomoumiOnke
paTio

4.1 Tevikd pétpa mpotmv fondetdv Ipootidnke

4.1 Métpa tpodtmv Bonbeldv petd and katdnoon Ipootédnke

4.1 Métpa tpdtev Bonbeldv petd and glomvon pootédnke

4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOQT| UE TOL pootédnke
pétio

5.1 Axatdrnko mupooPeoticd péco Ipoctédnke

5.1 KatdAinka péca mopocfeong TpomomouiOnke

5.2 Y mepinTon TUPKAYLAS TOPAyOVTOL ETKIVELVEL Ipootédnke
TPOIGVTO. 0TocVVOESNG

52 Kivévvog mopkayidc Apupidnke

53 [pootacio kotd TV mopdoPeon Mpootédnke

53 METpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG TpomomouOnke

6.1 E&onhonog mpootaciog Ipoctédnke

6.1 Tevikd pétpa Ipootidnke

6.1 Métpa EKTAKTNG OVAYKNG TpomomouOnke

6.2 Tep1parrovticég Tpo@LAGEELG Ipootédnke

6.3 MéBodot kabopiopod Mpoctédnke
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Mebeverine hydrochloride
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
6.3 T v amobfkevon Ipootidnke
6.4 Hapanopn og GAho tunpota (8, 13) Ipootédnke

7.1 TIpoguraéels Yo acQaAin XEPIGHO Ipootédnke

7.1 Métpa vytevig Mpootédnke
72 XovOnkeg eOAaENG Ipoctédnke
7.2 Ylkd cuokevaciog IpootiOnke

7.3 Ewducéc ypnoeig telcod Kotovolot Aparpénke

8.2 TIpootacio v yepudv TpomomouOnke
8.2 TIpooctacio tov déppoatog TpomomouOnke
8.2 [Ipoctacio TV AVOTVELGTIKOV 00MV Ipootédnke
8.2 Ipoctacio 0@OaApdY Ipoctédnke

8.2 Katdiinkot unyavikoi Ereyyot TpomomouOnke
9 APOLLOL Ipootidnke

9 Inueio T&emg Ipootédnke

9 pH Ipootédnke

9 Mopuaxr pao Ipootédnke

9 YdoarodalvtotnTa Agopédnke
10.1 AvtidpactikdTnTa Aparpédnke
10.3 MBavomTa emKivouvev ovtidploemv Aparpédnke
10.5 Mn cvppatd vika Aparpédnke
10.6 Enwcivduva mpoidvta amochvieong Aoupidnke
11.1 LD50 and tov otépatog 6 apovpaiovg TpomomouOnke
11.1 ATE CLP (Azo T00 6TOpHATOG) TpomomouOnke
12.1 LC50 - Yapuo [1] Ipootidnke
12.1 EC50 - Kapxvoegwdn [1] Ipootédnke
12.1 Oworoyia - yevika Aparpédnke
12.1 ErC50 ¢okn Mpootédnke

IIMpeg keipevo ppacewv H kon EUH:

Acute Tox. 4 (And tov
GTOLOTOC)

O&eia To&wotnTa (06 T0V GTOHATOC), KoTnyopia 4

Aquatic Acute 1

Emivduvo yuo to vddrtvo mepifdAiov — 0&0g kivduvog, katnyopiog 1

Aquatic Chronic 1

Emikivduvo yua to vddrivo mepifdAiov — Xpoviog kivduvog, katnyopiag 1

Eye Dam. 1 XoPoapn o@Oaipcr PAAPN/00Batkdg epebioudg, katnyopio 1

H302 Emprapég oe mepintmon kordmoong.

H318 TIpoxaiei coPapn opBaipky BAGLN.

H400 TToA) o€ Y1 ToVG VIPOPLOVG OPYAVIGHOVG.

H410 TToA) T0&1Kd Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

Agktio Agdopévov Aceareiag (AAA), EE
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Mebeverine hydrochloride
Agltio Agdopévev Acpaleiog

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

ATIOIIOIHXH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtar and myég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtat
YOPIic Kapia eyydnon, pnty N appntn, Yo v akpifetd tovg. Ot cuvbnkeg N ot pEBodot yeiptopod, amobnkevong, xpnong 1 ardppyng Tov TPoidVTog dev
VIOKEWVTAL 6T 1KY [ag gvBOVI Kot Hopet Kot vo. umv UminTouy Kot 6TIS approdtdtntég pog. I'i'ontoig kat yio GAlovg AdYoug, omomotovpacte kabe evbuvn oe
TEPIMTOON UTMOAELNG, VAIKNAG 1| YPNUOTIKNG Cnpiag oo, 1 [e 0TotodNToTE TPOTO GUVOEVELEVN LLE, TO YEPLGUO, TNV 0oBNKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Yol TO GUYKEKPILEVO TPoTlov. Edv 0o mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, O TANPOPOPIES TOV TAPEXOVTAL EX( EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpies PacilovTul GTIC TPEXOVOES YVMGELS LLOG KoL
npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG LYEiNG, AoPUAEing Kot TEPPAAAOVTIKOV AmAITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel
OTL £YYLATAL OTOLOONTOTE GUYKEKPILEVT] 1LOTNTO TOV TPOIOVTOG.

07/11/2024 (evnuépoon) EL (sMvixé) 10/10



