OYAAO OAHI'IQN I'TA TON XPHXTH

1. MPOZAIOPIEMOX TOY ®PAPMAKEYTIKOY ITPOIONTOX

1.1 Ovopasia
NOOTPOIIT
1.2  Xovleon

ApacTiki] oveio: Piracetam (mpaxetapun)

"Exdoya

Adhopo yuo €yyoon: Sodium acetate, Sodium chloride, Acetic acid, Water for injection.

Awokio emkadoppéva pe Aertd vuévio: Macrogol 6000, Colloidal anhydrous silica (Aerosil),
Magnesium stearate, Sodium croscarmellose, Hypromellose 2910 5cp, Titanium dioxide E171,
Macrogol 400, Hypromellose 2910 50 cp.

[Méoo dudvpa: Glycerol 85%, Saccharin Sodium, Apricot flavour 52247A (Firmenich), Caramel
flavour 52929A7 (Firmenich), Methylparaben E218, Propylparaben E216, Sodium acetate, Acetic
acid glacial, Purified water.

1.3 D oppoKOTELVIKY HopeN:

Avdopa v €yyvon
Enuwcodoppévo pe Aemtd vuévio diokio
[Toc1po dtdivpa

14  IIeprekTIKOTNTO GE OPUGTIKI] OVGIO

Adhopo yo £yyoon: 12g/60ml vial
Emodvppévo pe Aentd vpévio diokio: 1200mg/diokio
ITéowo dréAvpo: 1000mg/Smi

1.5 Meprypaen — Zvokevacia

Addopa yro. £yyvon: 1 erokidio tov 60 ml dtaivduaroc.

Emcolvppévo pe Aemtd vpévio diokio: 30 diokio Aevkod ypodpotog, o cuokevacio blister.
IMéco duddopa: 1 euokidio tov 150 ml dadduatog, davyéc dtdlvpa, GAypoUo £0¢ TOAD
ovVoT(TO KOPE.

1.6 ®appaxofepamevtikn katnyopia: Yoyodieyeptikd ko Nootpdma
1.7 Ynev0vvog kukhopopiog:
UCB A.E., Ayiov Anuntpiov 63, 17456 AApog
TnA. 210 9974000
1.8 Hopaokevactiig
Aoxio emkaivppéva, pe vpévio: UCB Pharma S.A., Bédyto

Adhopa yua £yyvon: Aesica Pharmaceuticals SRL, Ttoio
[oowo ddvpa : NEXTPHARMA SAS, l'oAria

2. TI IIPEIIEI NA I'NQPIZETE I'TA TO ®APMAKO IIOY XAX XOPHI'HXE O
T'TATPOX XAX.




2.1

2.2

I'evikég TAnpoopicg

To NOOTPOII wepi€yet TPaKETALT, TO TPOTLTO HOPLO TNG OUAIAG TOV VOOTPOTMV
Qopuakwv, 1 omoic fondd oty anokatdotact Tng Asttovpyiog T HEUPPAVNS VELPIKDY
KUTTAP®V, KLTTAPWV TOV aiplatog (otpometdiia, epudpd aptoceaipla), OTME Kol 6 KOTTOPO
TOV TOLYDLOTOG TV AYYEI®V.

H mpaxetaun €xel fpebel 011 mpoctatedel 1/kal amokabioTd TIC YVOCIOKES AEITOVPYiES
(nabnon, unun, Tpocoyn KAm) ot mepapnatolma Kot 6Tov avlpwmo, uetd omd enidpoon
Spop®V ToEIKOVY Topayovtav (VTo&io KAT).

Evocigeig

[TBavov va Ponbd oty avIIHETOTION TOV COUTTOUATOV TOV KOAOVO®V KATOCTACE®V:

2.3.

2.4.

Avola ayyeloKkng oToAoyiog
MuokAoviec PAOTKNG TPOEAELGNC WG GUUTANPWOUA TNG NON YOPTNYOVLUEVNG AVTILVOKAOVIKNG
aY®OYNS, EPOCOV QLT OEV EMAPKEL.

Avtevoeitelg

Yofapn avtidpacn (VrEpELAGHINGIR) GTNV TPAKETAUN KOL YEVIKO GTO TAPAY®YOL THG
TUPPOMBOVNG 1] O€ KATOo1o amd Ta £KO0Y TOV TPOTOVTOG,.

Acbeveig pe veppikn aveTAPKELN TEAKOD GTadioV.

Ayoppayio oTov €YKEQOLO

Xopeia Tov Huntington

Hrotwm averdpkelo

Atopa kdto tov 16 gtV

Ewkég mpo@uiaieirs kKo TPpogtdomoeEls Katd T ypion

2.4.1. I'evika

H yopnynon g mipaketdung npémnel va yivetal pe tpocoyn o€ acheveig pue cofapn apoppayia,
o€ aobeveig e Kivouvo apoppayiog 6T EAKOC TOV YUGTPEVTEPIKOD COAVA, GE ATOUN UE
VTOKEIPEVES OlOTAPAYES MUOCTACTG, OOOEVEIC [LE 1IGTOPIKO AyYEINKOD EYKEPAUAIKOD ETEIGOOI0V
o€ acbevelg mov €xouv VIOGTEL PLEYAAES YEPOLPYIKES EMEUPATELS GLUTEPIAAUPOVOUEVNG
000VTIOTPIKNG ETEUPAOTG KAl G€ AcHEVEIC TOV YPTGULOTOIOVY AVTUTNKTIKA 1] QAP UOKO, TTOV
EUTOdILoVV TN CLUYKOAAN G TOV AUOTETOA®V GUUTEPTAOUPBAVOUEVNC TG AGTLPIVIG YOUMANG
doomG.

Enredn n mpaketdpn amofdiietor oyeddV OMOKAEIGTIKA amd TOVG VEPPOVS, EMPAALETAL VO
YopMyEiTaL [Le TPOCOYN GE GTOUN LLE YVOOTH VEPPIKT AVETAPKELY, OTATE GUVIGTATAL O TOKTUKOG
€leyyog TG veepikng Asrtovpyiag. H docoloyia tng mpakeTdung mpEnetl vo ELATTOVETOL GE
TEPIMTOGELS aclevdv e vepptkn avemdpkela. Ewdwotepa og acBeveic mov vropépouvv amod
pvoxiovieg, n dtokom g Oepamneiog dev Tpémel va glval amdTou).

2.4.2. Huxuopévol
Y& NAUKIOUEVOLG OTTOL GUVIGTATOL PLakpoyPOVia Bepareia, ypeldletal TaxTiky aloAdynon g
VEQPIKNG AetTovpyiog, AGTE 1 00T Vo TPocaproleTat avaroya.

2.4.3. MMowwa
Emedn ot cuykekpipéveg evosi&elg Tov QuppraKov ovapEPOVTaL 68 EVIMKEG, 1| EUTELPLO amd TNV
avaypoQn TNG TPAKETAUNG GE TOLOLA EIVOL TTEPLOPIGUEVT).

2.4.4. Kimon
H mpoxetapun npénet va amo@evyetol Katd tnv komon . Ot véeg Yuvaikeg Tov YpNGYLOTOL0VV TO
Polov Oa Tpémel va AapuBavouy Ty KOTAAANATN QVTIGUAANTTIKY oy®Y.

2.4.5. Takovyio



H mpaxetaun dev mpémel va, yopnyeital Kotd tn yorovyio 1] aAAMMS KOTd T1 O10PKELN TG
Oepameiog (e TPOKETAUN, TPETEL VO SLOKOTTETOL 1] YOAOVY (.

2.4.6. Emiopaon 6Ty IKOVOTNTA 001]7101G KO LEPIGHOV UNYAVILATOV
Me dedopéveg Tig avemBouunteg evEPYELEG TOV TopaTNPNONKOY LE TO Pdppako, Eival TOavn N

eMIOPACT] GTNV 001 YNOT KL TNV YPNON UNYXOVOV Kot 00TO TPETEL va. AapPdvetot vaoym.

2.4.7. Iowitepeg TPOELOOTOUNGELS Y10, TO. TEPLEYOUEVH £KO0Y O,

o Mopa-vdpo&vPevioikdg pebBviestépag Kot Tapa-vdpoLuPevioikdg TPOTLAESTEPOS: UTOPEL VO
TPOKAAEGOVY OAAEPYIKEC avTIdpaoel (TBavdv emifpaduvouevon THTOL)

. IMokepoin: umopel vo TPoKaAEGEL TOVOKEPAAO, GTOUAYIKT EVOYATION Kot S1ippota.

. Ndrpio:

[pénet va Aapfavetar voyn and acbeveic Tov akorovBovv dlotta GAatog:

Nootpon 1200 mg extkaivppévo pe Aentd vuéVio diokia: To TPoldv avtd TEPLEYEL TEPimov 46
mg vazpiov avd 24 g TpoKETAUNG.

Nootpor 1000mg/5ml ndoio didvpa: to Tpoidv avtd tepiéyetl nepinov 80,5 mg vatpiov avd
24 g TPAKETAUNG

Nootpor 129/60ml diahvpa ya £yyvon: To mpoidv avtd mepiéyet mtepimov 445 mg vatpiov avd
24 g TPOKETAUNG.

2.5. AMMiemopdosig pe ahlo gappoka 1 ovoisg

Eyovv avaeephei evepediotomta, oOyyvon Kot SlotapayEc VTVOL GE TAVTOYPOVN YOPNYNoN
TPOKETAUNG Kot PapudK®V Y10, To Bupeoeidn adéva, cuykekpiuévo opudveg Ts ko Ta.

H mpaxetaun dev givar mbavo va ennpedletl 1| Kot va ennpedletol amd AL QAPUOKO TOV
umopel va Aapfavet toutoypova o acbevie. Ta enineda avTIEMANTTIKOV QopUAK®Y EPOGOV O
oaoBevng AapPdvel otabepés d0oELS, dev emnPeAloVTaAL OO TV TAVTOYPOVT XOPI YN oM
mpokeTdunc. Tavtdypovr YopnyNon OWOTVEDLOTOS OEV ENNPENCE TO EMIMEDO TNG TPAKETAUNG
GTOV 0p0 TOL OULATOG EVD OO TOL GTOUNTOG 0001 TipakeTdung 1,69 dev petéfore Tig
GUYKEVTPMGELS OVOTTVEDLOTOC.

Amé amoteléopata peléng o€ acbeveic ue Opoupwon eAefmv, | YopPNYNOT TPUKETAUNG
9,6g/Muépa dev 00NYNCE GE TPOTOTOINGT TNG OOONG KOVUOPIVIKMDY OVIUTNKTIKMOV QOPUAK®V.
Qot660, N xoprynon 9,69 Muépa mpakeTauUng LETEPAAE TOVG TOPAYOVIEG TTOL UTOLTOVVTAL Y10
v &N 1oL aipaTog, KabdC Kot TN YAOLOTITA TOV QUUOTOS KOl TOV TAUGIOTOC,

2.6. Aocolroyia

Aocoloyia
Evijiikec:
- Emni ayyswokng avolag: 2,49 nuepnocing, o 2-4 dinpnuévec 600E1S.
- Em Mvokhioviov: Moévo g dropa peyaidtepa tov 16 etdv
YuvnOng oo 7,29 nuepnoing pe Tpoodeutikn Tpocstikn 4,89 nuepnoing kdbe 3-4 nuépec
puéxpL v HEYIoTN 000M TV 249 Nuepnoimg, og 2-3 NUePNOLEC ANYELS.

O1 CLUVIGTOUEVEG DOGELS UTOPOVV VAL XOPTYOUVTOL, AVAAOYT LLE TN LOPPT, LE EVOOPAEPLO Eveon 1)
£€yyvon glte amd T0LV GTONOTOG.

2e NMKIOUEVOLG 0o0EVELG e VEPPIKT] OVETAPKELN GUVIGTATOL 1] TPOGAPUOYY TG 06oNS. Avalntote
oLYKEKPIUEVEG 00MNYieg amod To 1Tpd oag. [ pokpoypdvia Bepomeio o nAkiopévoug acbeveic,
amorteiton 1 TaKTikny a&loddynon e AELTOVPYING TV VEQPMY TPOKEWEVOL VoL Vol SuvaTh M
TPOCAPUOYN TNE OOOTG, OV AmOLTEITOL € 000EVEIS e AVETAPKELL, TOV NTATOG OEV OTALTELTOL
TPOCAPUOYN TNG SOOTG EKTOG A0 TNV TEPITTMGT TOL VAGPYEL TAVTOYPOVA KOl VEQPIKT AVETAPKELQ.
Avo{ntote GUYKEKPLUEVEG 00TYiEC OO TOV W0TPO GOC.

2.7. Ynepdooolroyia



ZOUTTONOTO

Mia epintmon d1dppotag Le UUaTNPESG KEVDGELS KOl KOIALAKA GAyn émetta amd Ay ond Tov
OTOUATOG 750 TPAKETAUNG NUEPNCI®G, OQENOTAY KATA Ao TOOVOTNTA 6TV VYNAOTATH 600
GOpPLTOANG TTOL TTEPLEYOTAV GTN GUVOEST] TNG LOPPTG IOV YOpMYNONKE.

Agv &xel avapepBel AN TepinTmon, Tov va TEPYPAPEL ETTAEOV aveTIOOUNTA GVUPELLOTA, EWOIKMG
oyeTloueva e VITEPOOGOAOYIA.

AvTiperomon

Y oeilo, onuavtikov Paduod vrepdocoloyia GLVIGTATAL KEVMOGT] TOV GTOUMYOV WE TAVCELS N
TPOKANON EUETOV. AEV DTLAPYEL EOIKO AVTIOOTO Y1a TNV VIEPOOCOAOYIL pe TpakeTaurn. H
OVTULETMTION TNG LIEPIOGOAOYING VAL CUUTTOUATIKN Kot UTopEl va TePLAPeL £mG Kot
apokdBapon. IMocooto 50-60% g ToGHTNTOG TNG TPAKETAUNG OTOLOKPVVETOL GT] SIUPKELN ULOG
oLVedPIUG OLLOSTOANONG.

TnA. Kévipov AnAntnpidoswyv 2107793777

2.8. Ti wpémer va yvopileTe 6TNV TEPITTOGT TOV TUPUAEIYETE VO TAPETE KATOLX OGN

v mepintmon mov mapaieiyete va TapeTe pia 0661 TOV QApHAKoL Bo TPEMEL Vo TNV TAPETE TO
Tay0TEPO duvatd. Edv dpmg mincialel 1 dpa yio tnv endpevn 600, Pny Tpete 1 6061 TOL
napoleiyate, oALG cuveyiote Kavovikd T Oepaneia.

2.9. AvemO0OunTeg evépyereg

O avemBountec evépyelec Tov avaeépnkay o€ KMVIKEG HEAETES Kal od TNV EUmELPio, LETA TNV

KuK ogopia eivol KoToyeypappuéveG oTov akoAovbo Tivaka ovd KaTnyopio/opyavikd cOGTN O Kot
avd ovyvotnra. H cuyvotnta opiletor og e&ng: moAd cuyvég (>1/10), ouyvég (= 1/100 éwg < 1/10), oyt
ovyvéc (= 1/1000 émg <1/100), ondvieg (= 1/10.000 €wg <1/1000), ToAd omdvieg (< 1/10.000). Ta
OedOUEVO OTd TNV EUTELPIO LETA TNV KVKAOQOPI dEV EXAPKOVY Y10, VO VTOSTNPIEOVY L0l EKTIUNGT TNG
emintoong tov avembountov evepyeudv oto TANBvoud mov Ba tdpel Bepaneia.

AlTopay£C TOL OLUOTOMTIKOD KOl TOL AEUPIKOD GUGTAKOTOS
Mn yvoOoTN: GoppayIKy SoTapoy

Alotapoyéc ToV AVOGOTOMTIKOD GUGTILLOTOG
Mn yvoot: avapuANKTOEIONG avTidpao, avtidpacn vaepevoictnoiog

Yoylatpucég datapayés : SéEyepon, Ayxos, GUYYVOT|, TapacOnoieg

Xoyvn: vevpkotnta

Oyt ouyvn: katdBiwym

Mn yvootég: diéyepaon, dyyog, cOyyvon, mapoicinoieg

Alotapayéc VEuptkod GLGTAIATOC

Xoyvn  vepkvnoio

Oy ovuyvn: vvnAda

Mn yvootég: ataia, dtatapoyEg TG 10oppomtiog, EMOEivon TG emAnying, kepaiadyia, abmvia
Awrtopayéc atov kol Aafopiviov

Oy ovuyvn © ayyog

Ayyelokég dratapoyég
Xravieg: Opopfoerefitida (LOvo yio TNV evESLUN HOPON), VTTOTACT] (LOVO Y10 TNV EVEGLUN LOPOT])

Taotpeviepikég dratapayés
Mn YyV®GOTEG : KOWMOKO GAYOG, EMYOSTPOAYia, Sidppota, vavTio, EPETOG

AloTopayéc OEPLOTOC Kot ITOSOPLOV 1GTOV
Mn YVOOTEG : ayYELOVELPOTIKO O10TLL0L, OEPUATITIS, KVNOUOG, KVIdmon



Tevikéc dratapayEc Kol KOTAGTAGELS TG 000V YOPIYNoNG

2oy avénon Bapovug

Oy ovyvn: e€acBévion

Eravieg: dAyog tng Béong Eveong (LOVO Yo TNV evéatun popen), mopeéia
2.10. Hpepounvia AMEng Tov mtpoidvrog

AvaypaeeTal 6TV E6MTEPIKN Kol EEMTEPIKT CLOKELOGIO. L€ TEPITTWGN TOV 1| NUEPOUNViD
oty €xel TapPELDEL UMV TO YPT|CLLOTOGETE.

2.11. Idwitepeg TPOPUVAAEELS YO TN PULAEN TOV TPOIOVTOG
Agv amaitovvTot 1diaitepeg cuvOnKeg PUAAENS

2.12. Hpgpopnvia tehevtaiog avadedpnong tov ¢oirov oonyav : 01-12-2021

3. IHHAHPO®OPIEX I'TA THN OPOOAOTI'IKH XPHXH TQN ®APMAKQN

¢ To @dppako avtd cag To EYpUye 0 YITPOS GG LOVO Y10 TO CUYKEKPLUEVO 10TPIKO GO TPOPAN L.
Agv Ba mpémel va o divete oe GALN GTOLA 1) VO TO YPTCLLOTOIEITE Yol KATTOo GAAN TaON o™, Y0pig
TPOTYOLEVMG VO EXETE GLUPOVAEVDEL TO Y10TPO COG.

¢ Edv xatd ) didpkeia g Oepomeiog eppavicbel kdmolo mpdfAnua Le To eapuaxo,

EVIUEPDOTE AUECMG TO YIATPO GOG 1 TO POPUAKOTOLO COLC.

¢ Edv &yete omoadnmote EpOTNUATIKA YOP® OO TIG TANPOPOPIES TOV ALPOPOVY TO PAPLOKO TOV

AapPavete 1 ypeldleote KOADTEPT EVNUEPMOT Y10 TO WTPIKO Gog TPOPANLa Un dtotdoete va {ntnoete

TIG TANPOPOPIEG AVTEG OO TO YITPO GAG 1 TO POPLOKOTOLO GUGC.

¢ [ va givol amotehespoTikd Kot 0oQuAEG TO PAPUOKO TOV oag Yopnynonke Ba mpénet va

AapPavetal cOUPOVE LE TIG 001YiEG TOV Gag 06O KAV.

¢ o v acedield cog kot Ty vyeia cog eivar arapaitnto vo dPdoete e Tpocoyn Kabe

TANPOPOPIN TOV APOPA TO PAPUAKO TOV GO XOPNYNONKE.

¢ No un owanpeite o QAPLAKO GE EPUAPLO TOV AOLTPOV, d10TL 1 {EaTn Ko 1| VYpaAcia pTopEl val

OAAOIDGOLY TO PAPUOKO KOL VO TO KOTAGTHGOLV EMPAAPES Yo TV vYEia cag.

¢ No unv xpatdte edppoka mov dev Ta ypeldleote TAEov 1| Tov 1701 £yovv AngeL.

¢ [ peyoddtepn ac@AAelo KPATATE OO TO PAPLOKA GE OCPAAESG LEPOC LOKPLA OO TO TTOLOLAL.

4. TPOIIOX ATAGEXHX
To @dppako avtd yopnyeital Lvo LE WUTPIKT CUVTAYT|.
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