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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Solifenacin

Kodwog mpoidvtog : 201600832

Svvdvopo : Solifenacin, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTAIBEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon s oveiag 1| TOV pEIYRATOG

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

O&eia To&komra (amd Tov oTONATOG), KaTnyopio 4 H302
O&eia To&komra (814 TG €16TVoNg), Katnyopio 4 H332
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpNTEG QUOIKOYNMKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV avOpOTIVI] VYEio Kon 610 TEPIBaAlov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdovov (CLP)

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) © H302+H332 - EmBraféc og nepintmon katdmoong 1 o€ nepintmon 16mvong.
Anidoeig Tpoevraéng (CLP) © P261 - Amogelyete va avamnviETe GKOVT.

P301+P312 - XE IMEPIIITQXH KATAIIOXHEX: KaAéote 10 yotpd edv aroavdeite adobeoio.
Zhpavon cOpemva pe: eEapeital 1 E0MTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml
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Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

Agv amarteitol ofjpavon

Agv vdpyovv emmAfov mANpopopieg

TMHMA 3: Z0vOeon/mAnpo@opies Y10 T0 GVGTATIKG,

Ovopa AvayvopoTikog Kodikos | % Kararaén copeova pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Solifenacin - <100 Acute Tox. 4 (Am6 tov otoparog), H302

(ATE=300 mg/kg copotikov Bapovg)
Acute Tox. 4 (A g eionvorg), H332
(ATE=1.5 mg/l/4h)

TIMApeg keipevo tov rdoewv H ko EUH: BAéne tprpa 16

TMHMA 4: Métpa npatov fondsiaov

Métpa npdTav Pondetdv petd and exaen pe o dEpuo : KoBapiote ™ peyaivtepn dvvar moodtnta okovnilovidg ) (kabapd Kot LolaKo amoppoenTikod
mavi).
Métpa npdtav fondetdv HeTd and exaen 1e o LaTio . Eemlovete to. pdtia pue vepo yuo Aoyoug acpodeiog.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa yio TV KOTOTOAEPN 06N TG TVPKAYLOG

KatdAnka péca mopdcPeong : KovBépta nupdcPeong.

Kivdvvog moproayidg © BAéme tpfpa 2.2.

METpa Y100 TNV KOTOTOAEUNOT| TG TUPKOYLHG : Xpnowomomote péca KotdoBeons katdAinia yio v tepBaAlovca TupKayid.

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOcOTIKO GLIO a6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Mérpa éktaxtng ovaykng . Amogevyete kGOe mepirt Ekbeo.

6.1.2. I'o dTopa mov TPooPEpovy TPpdTEG Pondsieg

Agv vrdpyovv emmAéov TANpoPopieg
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Agltio Agdopévov Acpaleiog
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Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 7: Xeipiopég kon amo0ikevon

Agev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 8: ‘Eieyyog tng £k0eong/atopiki tpoctacio

8.1.1 EOvikég oprokis Tipég emayyshpotikig £k0gong Kot froloyukés oprokis Tipnég
Agv vrdpyovy emmA£ov TANpoPopieg

8.1.2. ZunieTdpeveg dradikacics Tapakorovdneng

Agv vrdpyovy emmAfov TANpoPopieg

8.1.3. Zympariovrar otoyygio pHTavVeNS TOV Gépa
Agv vrdpyovy emmA£ov TANPoPopieg
8.1.4. DNEL kot PNEC

Agv vrdpyovy emmAfov TANpoPopieg

8.1.5. Tleproyés eréyyon

Agv vrdpyovy emmA£ov TANPoPopieg

8.2.1. Katarinliot pnyovikoi £reyyot

Katarinior pnyovucoi £reyyor:
Awnpiote og kaAd e€aepildpevo xdpo. ZoviBwg amorteitor GOSN YEVIKOD UNXOVIKOD EAEPIGULOD TOV YDPOV.

8.2.2. Atopikdg TPooTaTELTIKGG EEOTAIGNOG

8.2.2.1. TIpocTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vrdpyovy emmA£ov TANPOPopieg
8.2.2.2. Ilpootucia d&ppotog
IIpoctocia Tov déppatog:

mod14 epyaoTnpiov

IIpootacia TV xepradvV:
TIpoctatevTikd yavtio

8.2.2.3. IIp0oTUGia TV UVATVEVGTIKAOV 00OV

Agev vrdpyovy emmAov TANpoPopieg
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Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

8.2.2.4. Ogppukoi kivovvor

Agev vrdpyovy emmA£ov TANpoPopieg

8.2.3. Opro0étnon ko TapakorovOnon g meptparhovroroyikig £k0eong o€ kivovvo

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

Duon kotdoTaon T Xteped
APDOHO : Mn dwbéopo
Epgdvion TXZKoVI.

Oopny : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inpeio méewg © Mn dwbéoo
Enpeio Téewg © Mn dwbéoo
Inpeio Ppacpod © Mn dwbéoo
Evelektomnta © Mn dwbéoo
Opra kvdvuvov ekpnéemg T Agv ioyvet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
Avdtato dpro ekpn&dmrag T Agv oyvet
Inuelo avapregng 1 Asvioyoet
Bgppokpacio avtavapreéng T Agvioyvet
Ogppokpacio arochvheong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agvioyvet
Awdvtoétto : Mn dwbéopo
ZOVTEAEGTIG KOTAVOUNG OF HElYLLO N-0KTAVOANG/VEPOD © Mn dwbéoyo
(Log Kow)

Téon atpumdv : Mn Swbéopo
ITieon atpod og Beppokpacio S0°C © Mn dwbéoyo
TTvkvotnta © Mn dwbéoyo
ZYETIKN TOKVOTNTOL : Mn Swbéopo
ZyeTikn TokvOTTO 0TUOV 6ToVG 20°C T Agv oyvet
Méyebog copatidiov © Mn dwbéoyo

9.2.1. IIxnpoopics GYETIKA PE TISC KLAGELS PUGIKOD KIvdHvou

Agv vrdpyovv emmAfov TANpoPopieg

9.2.2. AMA0 {OPpOKTNPIGTIKA 06QULEING

Agv vrdpyovy emmA£ov TANPoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIidpaoTIKOTNTO

2t00epd VIO KAVOVIKEG GUVOTKES.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmAfov TANpoPopieg
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Solifenacin
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavoviepo (EE) 2020/878

Kapio og kavovikn xpnon. BAéme tunpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SUOTOONG, EKTEUTEL EMKIVOVVOVG KUTVOUG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

Oé&ela to&icdmra (amd oTdON0TOC) . EmProfés o nepintoon kordmoong.
Oé&ela to&ucdt o (deppoTikn) © Mn ta&wvounpévog
Oé&eia to&icdmra (avamvon) . EmProfés o nepintoon giomvonc.
Solifenacin
LD50 and tov 6T0NATOG 68 apovpaiovg 300 - 2000 mg/kg
AGBpmon kot epediopdg Tov dEppatog © Mn ta&wvopnpévog (EAdepatikd dedopéva)
ZoPapn opOaipikn BAGPN/epebionds T Mn tagvounpévog (Zaen ov Kot avemopkn dedopéva o Ty ta&tvouncn)
EvaisOntomoinon tov avomvevstikod 1 : Mn ta&vopnpévos (Baoet tov dabécyov dedopévav, ta kprripua ta&tvounong dev mnpovvral)
gvaucOntomoinom Tov d€pratog
MetaAro&ryéveon YEVVNTIKOV KUTTAP®OV : Mn ta&vopnpévog (EAdeipatikd dedopéva)
Kapxwoyéveon © Mn ta&wopnpévog (EArepatikd dedopéva)
To&wdTTa Y10 TV OVaTOpoy®OYN 1 Mn ta&wopnuévog (Iepartépm minpopopies: O&eia to&icdTa)
Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vounpuévog
epanag £xbeon
Ewu to&wotnto ota dpyava-otoyovs (STOT) — : Mn tag&wvopnpévog (EAkepatikd dedopéva)
emovenupuévn ékbeon
Emucvovvomta avoppoenong 1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta KpiTipio Tagtvoumong dev TANpovvToL)

Agv vrdpyovv emmAéov TANpoPopieg

ATHMA 12: Owkoroyikég TANPOPOPIES

Owoloyia - yevikd © Aev mopovoidlet 1aitepo Kivaduvo yio to tepiBaiiov.
Emikivduvo yio to vddtvo meptBaiiov, Bpayvmpdbecpog : Mn ta&vounuévog

(0&0c)

Emikivduvo yio to vddrtivo meptBaAiov, pakporpdbeopog : Mn ta&vopunpévog

(xpoV106)

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg
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Solifenacin
Aghtio Aedopévav Acpalreiog

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

12.7. AdheS 0pVNTIKEG EMTTAOCELS

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Ztoiycio oyeTikd pe T 01a0son

13.1. M£60odor enelepyaociog amofijTov

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 14: [TAnpo@opisg 6YeTIKA pE T1 RETAPOPE

Zopgavo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 ap1Opég tavtétnTog

Agv 1oy0g1 ‘ Agv 1oy0et ‘ Aev 1oydet

14.2. Oweia ovopacio arostor)sc OHE

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-e1g Kivdovvov KOTA TN PHETAPOPA

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

14.4. Opada cvokevaciog

Agv 1oy0g1 ‘ Aev 1oyvet | Aev 1oyder

14.5. Ilgprfarrovtikn emKivovvoTnTa

Aev 1oydet ‘ Agv 1oy0et ’ Aev 1oydet

Aev vrdpyovv emmAéov Stabécipueg TANpoPopieg

14.6. Exdukég Tpo@uAa&els yia Tov ypioTn

Ermiyswo petagopa
Aev 1oy0et

petagopd pécw Bordcong
Agev 1oy0det

Evoépuo petagopd
Aev 1oydel

14.7. @aldooreg peta@opég x0oNy cdppmva pe Tig Tpageig rov IMO

Aev 1oydel

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOsecio 6yeTikd pe Ty 06QAaAELd, TNV VYO KO TO TEPLBAALOV Y10, TV OVGIX 1] TO peiypa
15.1.1. kavoviopoi EE

Hapapmnpa XVII Too REACH (ITpoimobiceig mepropiopov)

Aev nepihappaveton oto [oapapmuo XVII tov REACH

Hapapmpa XIV 100 REACH (Kotdloyog ad£1060TNn061|G)
Aev meprapfavetot oto apapmpe XIV tov REACH (Katdloyog adei0d6tong)
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Solifenacin
Aghtio Aedopévav Acpalreiog

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

Kataroyog vroyiguov oveidv REACH (SVHC)

Aev neprhapfavetor otov Katdloyo vroyneiev ovoidv REACH

Kavoviopog PIC (EE 649/2012, ITponyodpevn ovvaiveon petd amd evnpépmon)

Aev gpappoletar.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappoletat.

Kavoviopog mepi eac0évnong tov 6Lovrog (EE 1005/ 2009)

Aev epthapfavetol 6Tov KatdAoyo ovoumv mov e&acbeviCovv to 6ov (Kavoviopog EE 1005/2009)

Kavoviopdég mepi ekpnktik®v tpodpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovoio(eg) mov meptrapPdvetar(oviat) 6Tov Katdroyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio. kot
™ ¥XPNOT TPOSPOLUDV OVGLDY EKPTKTIKMDV)

Kavoviopdc nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotagerg

Agev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhdoynon yMuikig oo@aielog

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

M peg keipevo ppacswv H ko EUH:

Acute Tox. 4 (A6 Tov O&eia To&otnta (amd Tov 6TOHATOG), KaTtnyopia 4
GTOLATOG)

Acute Tox. 4 (Ad g O&ela to&ucodmra (814 g elomvong), kotnyopia 4
€10TTVONC)

H302 Emprapés oe mepintwon kordmoong.

H332 Emproféc oe nepintoon giomvonic.

Agltio Adopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHZX Ot mAnpopopiec mov mepiéyovial o€ avtd 10 deATio mpoépyovTal amd mnyES Tig omoieg Oempovpe agiomiotes. [Tapora avtd, divovton
xopig kapio eyydnon, pnm N dppnn, yro mv axpifeid Tous.
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