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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia

Ovopa ovsiog : Topiramate

Kwducde mpoidvrog : 201700341

Suvovopa : Topiramate, salts, hydrates, isomers and impurities where applicable

1.2. Zuvogeig TpocdlopiopEVES P GELS TG OVGLNG 1] TOV UEIYIATOG KO OVTEVOELKVUOILEVES Y PIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong : To mpoidv mpoopiletar yio v £pevvo. Kot avAamTuén Kot TV EXoyYEALOTIKY EKTaidEVoT).
Xpnion g ovoeiog/Tov petypatog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong o Xnpkéc ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVEV acPaLEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg
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T +33(0)388412035 - F +33(0)388412771
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1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: IIp0o6o10piop6g eMKIVoUVOTNTOG

2.1. Ta&wopnon g 0veiag 1| TOV PEIYNATOG

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
To&wodmta otV avamapayoyn, katnyopia 1B H360D
Ewum to&ucomta o Opyava-otdyovs Dotepa and pia epdmas £xdeon, kamyopio H336
3, vapkwon

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov

ATOQa0N PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionuéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07 GHS08
Ipogwomomtikn AéEn (CLP) : Kivdvvog
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés og nepintwon katdmoong.

H336 - Mnopei va tpokaréoet vevniio 1) {oAn.
H360D - Mmopei vo. pAGweL To Euppuo.

Anhaoeig tpoedraing (CLP) : P301+P312 - XE IIEPIITQXH KATAIIOXHX: Kakéote to yitpo, av aicbavbeite adiobeoio.
P202 - Mnv 10 ypnoipomomcete Tpv SuPACETE Kot KOTOVONGETE TIG 0d1yieg TPOGOAAENS.
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P308+P313 - XE IIEPIIITQXH ékbeong 1 mbovotntag éxbeong: Zvppovievdeite/Emorkepheite
YTpo.

Zhpavon cOUPoV pe: eEapeitol 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEV TNG oTtoiag dev vepPaivovy to 10ml

Ewcovoypappata kvddvov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: Z0v0eon/ainpo@opies Yo To GVGTUTIKA

3.1. Ovoigg

Ovopa AVayvopLeTiKog KOOUKOG % Katdraén oopomva pe v odnyio
TPOIOVTOG 1272/2008 EK [CLP]

Topiramate - <100 Acute Tox. 4 (Am6 tov otopatog), H302

(ATE=500 mg/kg copatikod Bapovg)
Repr. 1B, H360D
STOT SE 3, H336

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

3.2. Meiypoto

Aev woydet

TMHMA 4: Métpa npatov fondsiav

4.1. Ileprypa@n péTpov tpdOTOV fondeidv

Métpa TpdTRv Pondeidv petd amd slomvon : Bydhte Tov maBovta otov kabapd aépa. APnoTe T0 GTopo OV TPOSPANONKE Vo avanvedset kabapd
oépa.

Métpa TpdTOV Pondeidv Hetd amd enapn Le TO dEp . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Ladakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTavVTIKO.

Métpa TpdTev Pondeidv Hetd and exapn 1e To LATIO . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOv Pondeidv petd omd Katdmoon 1 Hemhovete to otopa. Ewwcn wtpucn mapokorovdnomn. Evééyeton va cuom el nopatetapévn wotpicn
Toapokorlovdno.

4.2. INPOVTIKOTEPO COUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPEG

ZOUTTOUOTO/EMBPACELS © BAaPeg oty vyeio gvdéyeton va epgaviotovv pe kabvotépnon.

SOUTTOUOTO/EMOPAGELS LETE ) E1GTVOT . Avenopkn dedopéva.

ZOUTTOUOTO/EMBPACELS LETE Omd EXOPT| LE TO SEPHOL . Avenopkn dedopéva.

ZOUTTOUOTO/ EMOPAGELS LETE b EXOQT LE TOL PATIOL . Avenopkn dedopéva.

SOUTTOUOTO/EMIPAGELS LETE b KOTAmTOoT . To cvpurtdpata gvogyeton va etvar (oAN, KeQaloAyies, vouTio Kol OTOAELL GUVTOVIGHOV.

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVIG GIECT|G LUTPIKIG PPOVTIdUG KoL E18WKN G Ogpaneiog

ZopPovievbeite/Emokebeite yiotpo. Eav eivar duvatd dei&te avtd to pOAo acpoleiag, ki av OyL, d&i&te T cvuokevacio N Vv eTkéta. Evepyn ovaoia.
DapUAKELTIKO TPOTOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G THS TVPKAYLAG

5.1. IMvpocPestikd péoa

KorédAinio péoa mopocPeong : KovBépta mupdoPeonc.
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Kivdvvog mopkayidg : BMléme tunpa 2.2.

Métpa Y10 THV KOTATOAEUNGT TNG TUPKOYLOG : Xpnowonomote péca katdoPeong KatdAAnia yio Ty neptPdAiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon aKoVoLoS EKAVONG

Tevikd pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNgG OvVayKNG : Dopdte KATIAANAO TPOCTATEVTIKO POVYIGHO, YEVTIOL KOl TPOGTAGIO Y10l TOL HATIO KO TO TPOCSOTO.

6.1.2. ' GTopa mov TPooPEpovy TPdOTES Por)Osres

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOQEOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipata Oo mepicuAeyovv kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV O VTTOYA®PLOIOVG
vatpiov.

Agv vdpyovv emmaAEOV TANPOQOPiES

TMHMA 7: Xeipiopog ko amodnkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn) Tov xpNotn 6Toug mhovolg Kivdhvoug Tov EVUTAPYXOVV TNV TEPINTMOOT
OV TO TPOTOV Ypnoorom el pe TpdTo oL opileTal amd TIG KATUCKEVAGTIKES TPOSIOLY PAPES.

TIpo@ura&els yio ac@ain yeipiopd : Xpnowonomaote o TPoidv e TPocoyn). ATOPUYETE TV AUEST) ETOPN UE TO TPOIOV. £TO HETPO TOV
Sduvatol 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT XOAVT).

Métpa vytewvng : Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadikacieg acQoAeiog.

Teyvicd pétpa © Zoppopeobeite [e TOVG 10YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘EAeyyog tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokés Tipnés emayyelpotikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPiEg

8.1.2. ZuvicTtdpeveg drodikocics TopakorovOneng

Aev vdpyovv emmaAéov TANPOQOpieg
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8.1.3. Xynportifovror oTtoygia pomaveng Tov aépa

Aev vdpyovv emmAéov TANPOQOpieg
8.1.4. DNEL kxax PNEC
Agv vrtdpyovv emmAéov TANpopopieg

8.1.5. leproyég eréyyov

Aev vdpyovv emmaAéov TANPOQOpieg

8.2. "Eleyyot ék0eong
8.2.1. Kotdiinkot pnyovikoi Ereyyol

Katarlinior pnyavikoi éleyyon:
Awmpriote o€ KoAd e&oeptlopevo ydpo. Xpnoylomoleite amokAEIoTIKA 6 KAEIGTN XOUVN Le EVEOUOTOUEVO GidTpo. DikTpo aepocmuaTISiov VYNNG
amoterecpatikomrog (HEPA filter).

8.2.2. ATopkog TPOSTOTEVTIKOG £E0MTAMGOG
8.2.2.1. TIpo6Tacic TOV HUTIAOV KUl TOV TPOCHTOV

IIpoctacia 0pOorpdv:
Ipoctarevtikd yvoid. DIN EN 166

8.2.2.2. Ilpootacio d¢ppatog

Ipooctocio Tov déppatog:
Xpnoonoteiote TPooTATELTIKO povyiouod Yo ynpkd. DIN EN 13034

IIpoctucia TV yEPLAOV:
[poctotevtikd yaviwe aviekTikd og ynukd tpoidvra. ISO 374-1
8.2.2.3. IIpooTacio TMV AVUTVEVGTIKAV 03DV

IIpocTucic TV AVATVEVGTIKAV 00QV:
Xe nepintmon omehevdépwong okovng : paockeg pe eidtpo yo okoveg P3. DIN EN 140 & 149. Yypo mpoidv : Mdoka agpordpatog. Popdte avamvevotikn
GUOKELT O€ TEPINTOON £kBeong o€ aTHOVG/CKOVES/OEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

8.2.3. Oprwo0étnon kot TapakorovOnon g tepifariovroroyikig ékBeong o€ Kivovvo

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 9: ®vokég Ko YNUIKES IOLOTNTES

9.1. Zroyygia Yo TG PUGIKES QUGIKES KOL YNUIKES 1O10TNTES

Puown KoThoTaom . Xteped
APDHLOL © Mn dwbéorpo
Epgpdvion o Ziown.

Oopn : Aev woyostl.
Opto ooung © Mn dwbéoipo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg © Mn dwbéoipo
Inueio Bpacod : Mn dwbéorpo
Evpiextomra © Mn dwbéotpo
Opra Ktvdvvov ekpri&emg 1 Aev woyet
Xauniotepo 6pro Ekpnéng 1 Aev oyet
AvdTato 6plo ekpnEpdTTog 1 Aev woyet
Enpeio avaereéng 1 Aev woyet
Beprokpacio avtovapreing 1 Aev woyet
Beppokpacio arocvvieong © Mn dwbéotpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéoipo
1EDdeG, Kvepotuedg (1) : Aev oydet
AwAvtomra : Nepo: > 14/l
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Agltio Agdopévov Acpareiog
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ZUVTELEOTNG KATOVOUNG O Hely e N-0KTavOANng/vepoD : Mn dwbéoo
(Log Kow)

Téon atudv : Mn Swbéoo
ITieon atpov ot Beppokpacio 50°C : Mn dwbéoo
IMukvotnto : Mn Swbéoo
ZyETIKT TUKVOTNTO © Mn dwbéoipo
Zyetikn TokvoTnTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copatidiov : Mn Swbéoo

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTPLOTIKG 00QUAEiog

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOYOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmAEOV TANPOEOPiES

Kapio og kavovikn xprion. BAéne tunipa 7.

Ortov Beppaivetar LEXpL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.

Oé&ela to&coTTa (deppatikn) : Mn ta&wopnuévog

O&ela to&koTTaL (avarvon) : Mn ta&wopnuévog

Tleportépo TAnpogopieg I AmoQaoT HEGH KPIoNG EUTEPOYVOUOVMV KOl OTOSEIKTIKNG 1GYVOG

AGBpmon kot epebiopdg Tov dépuratog : Mn ta&wopnuévog (EAkewotiicd dedopévor)

ZoBopn opOaipkn PAAP/epediopds 1 Mn a&wvopnpévog (Erkepnatikd dedopévar)

EvaisOntomoinon Tov avamvenostikon 1 : Mn ta&wopnuévog (Baoetl tov dtabéoipwv dedopévmv, to kprrnpio to&vounong dev minpovvral)
gvaucOnTomoinom Tov dEPUOTOG

MetoAho&ryéveon YEVWITIKOV KOTTAP®OV © Mn ta&wopnuévog

Kapkwoyéveon : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta Kprtplo ta&vounong dev minpovvol)
To&wodTa Yo TV avamopayoyn : Mmopet va fAdyet To Euppuo.

Ewdwm to&icdtta ota 6pyava-otoyovg (STOT) — : Mmopeti vo tpokaiéocet vivniia 1 (aAn.

epanag £xbeon

Ewdu to&icdtta ota 6pyava-otoyovg (STOT) — : Mn ta&wopnuévog (Ieportépm mAnpogopies: Ogia To&kdTnTo)

emavelknpupévn xbeon

Enucivduvotnto ovappdenong © Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta Kprtnpio to&vounong dev minpovval)
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Agv vapyovv emmAéov TANPOQOpieg

TMHMA 12: Oworoyikég TAnpopopieg

Owoloyia - yevikd : Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yio to vddtivo mepiBdriov, Bpayvnpodbecpog : Mn ta&wvopnpévog

(0&bg)

Emucivduvo yio to vddtivo meptdilov, pakporpodbespog : Mn ta&vopnpévog

(upoviog)

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vapyovv emmAEOV TANPOQOPiEg

Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Tomwr| vopoBeasio (andfinto) . Kotaotpéyte pe aopoli TpOTO GOUPEOVO e TOVG TOTIKOVS/ £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA UE TN HETAPOPT,

Topeawvo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTnTog

Aev 1oy0et Aev 1oy0et Aev 1oy0et

14.2. Oweia ovopocio arostolig OHE

Agv 1oy0gL Agv 1oy0gL Agv 1oy0gt

14.3. Taén/-e1g Kivdhvov KaTa T1) PETUPOPA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.4. Opéada cvokevaciog

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt
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ADR IMDG IATA

14.5. MeprfarhovtiKn emKivovvoTTO

Aev 1oy0et Agv 1oy0gt Agv 1oy0gt

Aev vrdpyovv emmAéov dabéciec TAnpopopieg

14.6. Exdwkéc TPpo@uAa&els yia Tov ypioeTn

Eniyswo petogopd
Agv 1oy0et

peTa@opd pécw® Boracong
Agev 1oy0gt

Evaépra petagopd
Agv 1oyvet

14.7. @araooreg peTo.opis yvony copgpmva pe Tig Tpaéeg oo IMO

Aev oy0et

TMHMA 15: Xtoyygio vopo0eTikov (opaxtipo

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6Qaiewa, TV vyeio Kot To Tepidilov yio Ty ovcio 1] 70 peiypo
15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev neprapféveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)
Aev meprapfavetor oto Hapaptnua XIV oo REACH (Katdhoyog adetoddtnong)

Kataroyos vroynoiov overdv REACH (SVHC)

Aev neprapfivetol otov Katdhoyo vroyneumv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnuépmon)
Agv epappodletat.

Kavoviepog POP (EE 2019/1021, "Eppovot opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev neprapfavetor otov Katdhoyo ovotdv mov eEacbeviCovv to 6Cov (Kavoviopdog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmy over®v (EE 2019/1148)

Aev mepiéyet kopia ovoio(eg) mov meprapfdveta(ovat) 6Tov Katdhoyo mpddpopmv ovatdv ekpnktikdv (Koavoviouog EE 2019/1148 oyetikd pe v eumopio. kot
™ XP1oN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KoTdAoyo Tpoddpopmv ovctdv vapkotik®v (Kavoviopog EK 273/2004 oyeticd pe Tig Tpoddpopies ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotderg
Aev vdpyovv emmAéov TANPOQOpieg
15.2. A&wohoynon ynukig ac@aiglog

Aev vdpyovv emmAéov TANPOQOpieg
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TMHMA 16: Alhec TAnpo@opies

I peg keipevo pacewv H kar EUH:

Acute Tox. 4 (Ao tov Oé&eia to&icomra (amd Tov 6ToONaTOC), Katnyopio 4

GTOLOTOC)

H302 EmPrapés oe mepintmon koatdmoons.

H336 Mmopet va TpokaAécet vtvnio 1 CaAn.

H360D Mmnopei va BAayet To £uppuo.

Repr. 1B To&wodmTa 6TV avamapoymyn, Katnyopio 1B

STOT SE 3 Edwkn to&ikdtnta og 0pyava-ctoyovs votepa amd pio epdmas ékbeon, katnyopia 3, vipkmon

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOIHXEH EY®NHEX Ot mAnpogopieg mov mepiéyovial o€ antd 10 deATio Tpoépyovtat amd myég TG omoieg Bempovpe agiomotes. [Tapdia avtd, divovtot
XOPI Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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