ITAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpd koydxio
Lyrica 50 mg oxAnpd koydxio
Lyrica 75 mg oxAnpd koo
Lyrica 100 mg oxAnpd kaydxio
Lyrica 150 mg oxAnpd xoyaxio
Lyrica 200 mg oxAnpd kaydxio
Lyrica 225 mg oxAnpa kaydxio
Lyrica 300 mg oxAnpd kaydxio

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Lyrica 25 mg oxAnpd Konydiio
Kd&0e oichnpd kawdkio mepiéyel 25 mg TpeyKoumaiivn.

Lyrica 50 mg oxAnpd Konydikio
Kd&0e orchnpo kawydkio mepiéyel S0 mg mpeyKopumaiivn.

Lyrica 75 mg oxAnpd konydiio
Kd&0e orchnpd kawdkio mepiéyel 75 mg mpeyKoumaiivn.

Lyrica 100 mg okAnpd koydxio
Kda0e oichnpd kawyakio nepiéyet 100 mg mpeykapmoiivn.

Lyrica 150 mg okAnpd xonydxio
Kd&0e oicdnpd kayakio mepiéyet 150 mg mpeykapmoiivn.

Lyrica 200 mg okAnpd koo
Kda0e orchnpo kawyakio mepiéyet 200 mg mpeykapmoiiv.

Lyrica 225 mg okAnpd koo
Kda0e orchnpd kawyakio mepiéyet 225 mg mpeykapmoiiv.

Lyrica 300 mg okAnpd konydxio
Kd&0e oicdnpo kayakio mepiéyet 300 mg mpeykapmoiiv.

"Exdoyo 1e yvooTéc dpaosic

Lyrica 25 mg oxAnpd Konydio
Kd&0e oichnpd kawydkio mepiéyet emiong 35 mg povodopikn Aaktoln.

Lyrica 50 mg oxAnpd Konydiio
Kd&0e oichnpd kawydkio mepiéyet eniong 70 mg povodopikr Aaktoln.

Lyrica 75 mg oxAnpd koydiio
Kd&0e orcdnpd kaydkio mepiéyet emiong 8,25 mg povovdpikn Aaxtoln.

Lyrica 100 mg okAnpd konydxio
Kd&0e orchnpd kawydkio mepiéyet emiong 11 mg povoddpikn Aaktoln.

Lyrica 150 mg okAnpd xonydxio
Kda0e oichnpd kawydkio mepiéyet eniong 16,50 mg povoddpikr Aaktoln.




Lyrica 200 mg okAnpd koo
Kd&0e oichnpd kawydkio mepiéyet emiong 22 mg povobopikn Aaktoln.

Lyrica 225 mg okAnpd koo
Kda0e oichnpd kawydkio mepiéyet emiong 24,75 mg povoddpikr Aaktoln.

Lyrica 300 mg okAnpd koydxio
Kd&0e oichnpd kawydkio mepiéyet eniong 33 mg povodopikn Aaktoln.

IMa tov TAfpn KoTdhoyo TV KOV, BA. Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
Kawydxio, oxAnpo

Lyrica 25 mg oxAnpd KonydKio
Agvko, mov pépet Ty emonpavon “Pfizer” oto kamdit ko “PGN 25” oto copa pe podpo perdvi.

Lyrica 50 mg oxAnpd Konydikio
Agvkd, Tov pépet Ty emonuavon “Pfizer” oto kamdit kot “PGN 50” oto copa pe povpo perdvi. To
COUO PEPEL EMIONG ETCNUOVOT] LE LOOPT TALVIAL.

Lyrica 75 mg oxAnpd koydio
Agvkd Kot TopToKaAl, TOV PEpeL TNV emonpavon “Pfizer” oto kamdkt kot “PGN 75 oto copa pe
Lovpo UEAGVL.

Lyrica 100 mg okAnpd konydxio
[Moptokaii, mov eépet v emionuavon “Pfizer” oto kamdkt ka1 “PGN 100” oto chpo pe povpo
UEAGVL.

Lyrica 150 mg okAnpd xonydxio
Agvko, Tov pépet Ty emonpoavon “Pfizer” oto kamdkt kot “PGN 150 610 odpo pe padpo perdvi.

Lyrica 200 mg okAnpd koo
AvoiKtd TopToKaAl, TOL PEPEL TNV emonpavon “Pfizer” oto kamdit kot “PGN 200” 610 codpa pe
Lovpo UEAGVL.

Lyrica 225 mg okAnpd koo
Agvkd Kot avolkTd ToptokaAi, Tov eépel TNV emonuavon “Pfizer” oto kamdkt ko “PGN 225” oto
omuo pe podpo PEAGVL.

Lyrica 300 mg okAnpd konydxio
AgvKkd Kot TopToKaM, TOV PEpeL TNV emonpavon “Pfizer” oto kamdxt ko “PGN 300” 610 codpa pe
Lovpo UEAGVL.

4, KAINIKEX HAHPO®OPIEX
4.1 OgpamevTiKig evoEiEelg
Nevpomadnrtikdc tdvog

To Lyrica evdegikvotal yio T Ogpamneio Tov TEPIPEPIKOD KO KEVIPIKOD VELPOTAONTIKOD TOVOL GE
EVIAIKEG.




Envnyia
To Lyrica evdgikvutal g cCOpTANp®UATIKN Bepaneio oe EVAMKEG [LE EOTIOKEG EMANTTIKEG KPIGELS [UE

N x®pig dEVTEPOYEVT YEVIKEVOT).

Awtopayn yevikevpévou Gyyouvg
To Lyrica evdeikvotat yo ) Oepomeio tng Arotapayng ['evikevpévov Ayyovg (AI'A) otovg evihikeg,.

4.2 Aocoloyio kol TpOTOG YOPNYNONG

Aocoroyia
H d60on xvpaiverarl and 150 £wg 600 mg nuepnoing, yopnyoldueva gite o€ dVO 1| G TPELS OINPMUEVES
d0GELC.

NevporaOnriog movog

H Oepancio pe npeykoumaiivn pnopet va apyioet pe pia d6orm tov 150 mg nuepnoimg, yopnyodueva
elte og dVO 1 o€ TPELg dNpnuéves dooelg. Me Bdomn tnv andkpion Kot TNV AveKTIKOTNTO TOL Kabe
acBevoug, 1 8001 pmopetl, petd and Eva ypovikd diotnuo 3 g 7 nuepmv, va avéndei g 300 mg
nuepnoing, kat, eav glval anapaitnto, otn puéyiom d6on tov 600 mg nuepncing puetd and éva
TPOcHETO YPOVIKO SLAcTNHO 7 NUEPDOV.

Emiinyio

H Bepancio pe npeykoumaiivn prnopet va apyioet pe pia d6om tov 150 mg nuepnoimng, yopnyodueva
elte og dVO 1 o€ TPELg dNpNuUéEveS dooelg. Me Baom tnv andkpion Kot TNV AveKTIKOTNTO TOL KAbe
acBevoug, 8001 propet vo avéndel petd amod pia efdoudda, e 300 mg nuepnoiong. H péyiotn 66om
v 600 mg nuepnoing, propet va emtevydel petd amod pio emmiéov fdoudda.

A10T0poyn YEVIKEDUEVOD GYYOVS
H d60on xvpaiveratl and 150 £wg 600 mg nuepncing, yopnyovueva oe 600 1 TPELS SnpnUEVEG dOCELS.
H avéykn yuo Oeponeio Tpémetl vo emOvVEKTILATOL TOKTIKAL.

H Bepaneio pe npeykoumaiivn prnopet va Eekivioet pe pio 06om tov 150 mg nuepnoing. H d6on, e
Baon v atopkn amdkpion Kot TNV aveKTIKOTNTo ToV acbevovg, pmopel va avéndel ota 300 mg
nuepnoing, éncita and 1 efdoudda. ‘Eneita and pio emmpochern efoopndda, n d6or pmopet vo
avéndel ota 450 mg nuepnoiong. H péytot 66on tev 600 mg nuepnoing prnopet va emitevydel Eneita
amo pio emurpochetn gfdopdda.

Aroxon TS TPEYKOUTOAIVHG

ZOUQ®Va [LE TNV 16YX00V0H KAVIKT TPOKTIKT, EAV 1 YN0 TNG TPEYKUUTUAVNG TPENEL VO, S0KOTEL,
ocuvviotdrtal 1 SloKonY| NG va Tparypoatomombei fabpaio, og dtdotno TOLAGYIGTOV piog BOoUAdaC,
avegaptnto amod v £voelen (PA. mopaypdeovg 4.4 ka1 4.8).

Negpikr) dvciertovpyia

H mpeykapmarivn arofaiietol amd T GLGTNUATIKN KVKAOQOPIK KUPIOG [E ATEKKPIOT OO TOVG
veppovs mg apuetapinto edpuoako. Kabog n kabapon g mpeykapumaiivng eivar evBémg avaroyn tng
KkdBapong g kpeatviving (PA. mapdypapo 5.2), n peiwon g d6ong oe acheveig pe ennpeacévn
VEQPIKT Agttovpyio Tpémel va eSatopkeveTal cOuemva e v kdBapon g kpeatvivig (CLer), 0Tmg
eaiveror otov Ilivaka 1, vroloyilopevn coppova pe Tov akdAovdo tHmo:

1,23 x[140 - nhucia (¢ 5 k
CLer(ml/min) =| = all e (E77)] x Papos (ke) (x 0,85 na yuvaixec acBeveic)

Kkpeativn opov (Lmol/l)

H mpeykapmadivn amopokpOVETOL OTOTEAEGLATIKG OO TO TAACHO HE aptodtoAloT] (50% Tov
eappaxov og 4 mpeg). ['a tovg acbeveic mov KAvovy apodwAiomn, 1 NUePN oL dOCT TG
TPEYKOUTOAIVNG TPETEL Vo Tpocappoletar doet Tng veepikng Aettovpyiog. Extdc amd v nuepnowa



000, TPEMEL VoL yopnYeital Kot piol COUTANPOUATIKT 000N AUESMG HETA omd KAOe 4-wpr cuvedpia
g apodAtong (PA. Iivaxa 1).

Mivaxag 1. Mpooappoyn t™g Adong g [lpeykaprarivng Bdosl g Neppiknig Asttovpyiog

Kébapon YUvoMKI| NuEPT|OLX 360T
kpeatwvivng (CLe) e A0cG0oLloYIKé oyrfjpa
(ml/min) TPEYKOPTOAIVIG

Apyikn d6om Méyiotn 860

(mg/muépa) (mg/muépa)
> 60 150 600 BID 1 TID
>30-<60 75 300 BID 1 TID
>15-<30 25-50 150 Amoé nuepnoing  BID
<15 25 75 Ama nuepnoiog
SopmAnpopotikny 6661 UETE TNV aplodtdAlor (mg)

25 | 100 | Anag 601"

TID = Tpeig dmpnuéves d0GE1G

BID = Avo dupnpéveg 06celg

*H cvvolwn] nuepnota 66on (mg/muépa) mpénet va dtupeitan OT®s eVOikvuTal amd T0 S0GOL0YIKO G0 DOTE
VO TPOKVTTOLY ME/SO0M

“H cvpumAnpopotiky d6om eivar pia dnaé emimpochetn d6on

Hratin dvoiettovpyia
Agv amaiteitol Tpocapproyn g d6omg o€ acheveic e nmatiky Svciertovpyia (PA. mopdypapo 5.2).

Hodratpikodg minbucuog

H acpdleia kot anoteiespotikotnto Tov Lyrica og moudid niikiog kdto tov 12 e1dv Kot og eproug
(mAciog 12-17 etcdv) dev €xet amoderyBel. Ta dbécipa dedopéva TOL VIAPYOLY TPOG TO TAPOV
TEPLYPAPOVTUL OTIG TOpaypapovg 4.8, 5.1 kot 5.2, aAAd dev UTOPOLV VAl YIVOUV GUGTAGELG Y10 TN
docoroyia.

Huxiopévol
e nlkiopévoug acbeveic pmopel va ypelaoctel peimon g d00mMg TG TPEYKOUTAAIVNG, AOY®
LEWMUEVNG VEPPIKNG Asttovpyiag (BA. Tapdypapo 5.2).

Tpoémog yopnynong
To Lyrica umopei va Aappdveral pe 1 yopic tpoen.
To Lyrica givot yio xpior 0md T0v GTOUATOG LOVO.

4.3 Avrevosigeg

YrepevaioOnoio ot SpacTiki ovsio 1] 6€ KATO0 0md To EKS0Y0 TOV OVOPEPOVTOL GTNV TAPAYPOPO
6.1.

4.4 E1dkéc TPoctdomomGELS KUl TPOPVAGEELS KATA T1) (prjon)

Awpntikoi acbeveig

ZOUQmVa [LE TNV 16XV0VC0, KAMVIKY TPOKTIKY, oplopévol dtafrnrtikol acheveic, mov maipvovv Bapog
Katd tn Oepameio pe Tpeykapmodivy, Lopel va ¥pelacToby pHOLOT T®V VTOYAVKOUIK®OV TOVG
QOPUOKEVTIKMOV TPOIOVTOV.

Avtidpdoeic vrepevasbnoiog

Amo v amoktnOeica gumepio PETE TNV KLKAOQOPIO TOL PAPUAKOV GTNV ayopd £xouv VITAPEEL
avapopég avtidpdoemv vepevacinciog, copmepAapuPavouéveoy TEPITTOCE®V ayyeloodnuatog. H
TPEYKOUTOAIVT B TPETEL VO SIOKOTTETAL APECMS, AV ELPAVIGHOVYV GUUTTOUATO CYYEL001OT LATOG,
OGS 01N TPOCHTOV, TEPICTOUATIKNG TEPLOYNG T AVAOTEPOL OVOTVEVGTIKOV.
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Z4&An, vmvynMa, andAelo cVVEIONONG, GUYYLON KOl EXNPEACLLEVT) S10VONTIKT KOTAGTAOT

H Oepaneia pe npeykopumaiivn £xel cuoyetiotel pe (AN Kot vIvnAda, Tov UTopEL va avERGOVY TV
mOAVOTNTO TPAVUATICUOD amd OTOYN U (TTOOT)) 6TOVG NAIKI®UEVOLS. 'Exouy vtdpEet eniong
AVAPOPEG AMMAELNG GUVEIONONG, GVYYVOTG KOl EXNPEACUEVIG SLOVONTIKNG KATAGTUONG LETE TNV
KUKAOQOpia TOL TPOIOVTOG TNV Ayopd. ¢ €K TOVTOV, GTOVG 0oBevelg Tpémel va diveTal cupPovAn va
elvar mpooekTikol péypt va e£otkelwbovv pe Tic mBavEg avTidpacelg Tov Umopel va £YovV 6To
QOPULOKEVTIKO TPOTIOV.

AVTIOpaoElc OYETIKES e TNV OpPaoT)

e eleyyopeveg dokéS, o peyodvtepn avaioyio acBevav mov eldufavay Bepaneio pe
npeyKaumaAivn avépepav BapPog 6paong, and 6Tt acbeveic mov ehapuPavay Bepaneio pe gkovikd
(APLOKO, TO OTTOT0 ATESPULE OTIV TAELOYN QIO TOV TEPIGTATIKMY, UE TN GLVEYLON TNG YOPNYNONS.
211c KMvikég pedéteg otig omoieg deEnyonie oBaALOoA0YIKOG EAEYYOG, 1| CLYVOTNTO ELPAVIONS
peimong tng onTIKNG 0EVTNTOG Kot LETAPBOAMY TOV OTTIKOV eSOV NTaV peYaAVTEPT OE 0oBEVELG TOL
edapPovay Bepameio pe Tpeykopumarivn, amd 0TL o€ acbeveic mov ehapuPavay Bepaneia pe gKovikd
eappako. H cuyvotnta gppdavions fubockonik®mv HeTafoAdv fTav peyolutepn oe acdeveig Tov
ehapPoavay Bepameio pe eucovikd edppoko (BA. Tapdypago 5.1).

2y anoktneica eumelpio HeTd TV KLKAOPOPID TOV POPUAKOV GTNV ayopd, £xovv avapepbel emiong
OMTIKEG AVETIOVUNTEG EVEPYELEG, CUUTEPIAAUPOVOUEVIG TNG OTOAELNG OpaoTS, TOv BduBovg Opacng
GAAOV peTaBOoA®V TNG OTTIKNG 0EHTNTAG, Ol TEPIGGOTEPES EK TV OTOI®MV NTaV Tapodikéc. H dtakomn
NG TPEYKAUTAAIVIG UTOPEl vaL £l MG ATOTEALEGILO TV OTOOPOUN 1 TN PEATIOON OLTAOV TOV ONTIKOV
GUUTTOUATOV.

Neoppwr) avendpreio
"Exouv avaeepbel TepImT@OGCELG VEPPIKNG AVETAPKELNS, KO GE KATOIEG TEPUTTAOOELG LLE TN SIOKOTN TNG
TPEYKOUTOAIVIG EYEL TOPOVCLAGTEL AVASTPOPT ALTNG TNG AVETIOVUNTNG EVEPYELNG.

Al0KOT) GUYYOPNYOVUEVAV OVIL-ERAMATIKOV QUPUOKEVTIKAOV TPOIOVI®OV

Agv vrdpyovv emOPKT GTOLYEIN Y10l TNV SIOKOTT] GUYYOPNYOOUEVAOV OVTI-ETIANTTIKOV QUPUOKEVTIKOV
TPOIOVTOV, OOTE, OTaV £EL EMTEVYOEL 0 EAEYYOC TOV CTOCUMV UE TNV TPEYKAUTAAIVT ©G
coumAnpouatiky Oepaneia, va diveton | Tpeykapmorivny o povobepamneia.

2TEPNTIKG GUURTOLOTOL

Metd and drakonn Bpayvypoviag kot pokpoypoviag Bepansiog pe Tpeykapmaiivn, £xovv mapatnpnoel
OTEPNTIKA CUUTTMOUATO G PePIKos aobevels. 'Exovv avapepbel to mopakdto: admvia, kepalolyia,
vavTia, dyyog, S1dppod, YPITAMOES GUVOPOLO, VEVPIKOTNTO, KATAOAIYT, GAYOG, OTAGUOG,
vrepdpmaoia kot (AN, Ta omoia vTrodnAmvouy copatikn e&dptnon. O acbevnig Ba npénet va
EVNLEPOVETAL Y10 AVTA KT TV évapén g Bepamneiog.

Yroopol, copmeptiapavopuévou tov status epilepticus Kot T@V GTAGUOV YEVIKEVUEVNG ETANYIAG,
umopel va eueovicBohy Katd Tn S1apKeEL YpNoNG TNG TPEYKAUTOAIVIG 1| GOVTOU UETA TN SLOKOTT TNG
TPEYKOAUTOATVG.

Avopopikd pe T dtoKomn pakpoypoviag Bepaneiog e TPEYKAUTOAivY, Ta HEG0UEVA DTOSELKVOOLY OTL
1N GLYVOTNTA ELPAVIOTG KOL 1] fapOTITO TOV GTEPNTIKOV CUUTTOUATOV UTOPEl va gival
0000eEAPTOUEVEC.

ZVUQOPNTIKT) KOPIIOKT) OVETAPKELL

Metd v KuKAo@opia TOL PAPUAKOL GTNV Ayopd, EXOVV VIAPEEL AVAPOPES CUUPOPTTIKNG KOPIIOKNG
OVEMAPKELNG, O€ KATOL0VG 00DeVELg OV eAdpPovay TpeyKaumaiivi). AVTEG Ol AVOPOPES
TOPOTNPOVVTOL KUPIMG G€ NAKIOUEVOLS 0GOEVELG e KapdloyYELoKE TPOPAN LT, KATA T d1dpKELN
Oepaneiog pe mpeykapmaiivn yio pia and Tig vevpomadntikég g evoeitelc. H mpeykaumoiivn o
TPETEL VO YPTCLULOTOIEITOL LLE TPOGOYN GE ALTOVG TOVG 0oBevelg. Me T S1aKOTN TNG TPEYKAUTAATVIG
umopel vo omodpapuel avt 1 avtiopao.




Ogpameio TOV KEVIPIKOL VELPOTOONTIKOL TOVOL Adym BAABNG TOL VOTINIOL PVEAOD

21 Bepameio TOL KEVIPIKOV VELPOTOONTUCOD TOVOL AOY® BAGPNG TOL VoTiaiov puerov giyxe avndel
YEVIK®OG 1) GLYVOTNTO ELPAVIONG TOV AVETIOVUNTOV EVEPYELDV, Ol AVETIHOUNTEG EVEPYELEG TOV
KEVTPIKOD VEVPIKOD GLGTILOTOC Kot EOIKOTEPA 1) LIEVNALL. AVTO propel va amodobel oe pia
afpoloTikn Spdom eEaitiog TV GLYYOPTYOVUEV®V PAPUAKEVTIKOV TPOIOVI®V (T.Y. QOAPHOKL KOTA
NG GMUCTIKOTNTOG) TOL YPELALOVTAL Yio AVTHY TV KoTdotaon. To yeyovog avtd Oa mpémet va
Aoppavetar vTOYIY GTOV GUVTAYOYPAPEITAL 1] TPEYKOUTUAIVN GE QVTAV TNV KOTAGTOON.

AvTokToVIKOG 10€0.0LOC KO OUTOKTOVIKT] GUUTEPLPOPU.

AVTOKTOVIKOG 10800 UOG KO OVTOKTOVIKT GUUTEPLPOPE £xovv avapepbel oe acBeveig VIO aywY”| [
OVTIETIANTTIKG PappoKa Yo S1dpopeg evoei&elg. Mo HeTa-avaALGT TOV TUYOLIOTOUEV®V
ELEYYOUEVOV LLE EIKOVIKO QAPUOKO PHEAETOV OVTIETIANTTIKAOV QOPUAK®V EXEL EMiong dei&et pikpn
avEnom Tov KvdHvou EKONAMONG CVTOKTOVIKOD 10€0GHOD KOl GVTOKTOVIKNG CUUTEPLPOPAS. O
UNYOVIGHOG avATTTUENG aVTOD TOL KIvOLVOL dev eival YvmoTodg kat ta dtabéaia dedopéva dev
amokAgiovy TNV THAVOTNTA EPEAVIOTNS LENUEVOD KIVOUVOU LLE TNV TPEYKAUTOAIVT).

Kotd ovvénela, o acBeveic mpénet va mopakoAovfodvIal Yo CUUTTAOUATO AVTOKTOVIKOD 10E0GHOD
KOl UTOKTOVIK®OV CUUTEPIPOPDV Kol VO EQAPUOLETAL 1) KATAAANAN Ogpameia. ZuViGTATAL GTOVG
acBeveig (ko o€ avTOHG TOL TOVG PPOVTILOVV) VO AvalNTOLV WTPIKN GLUPOVAT, OE TEPINTOON
EUPAVIONG CUUTTOUATMV CVTOKTOVIKOD 00OV 1] CVTOKTOVIKNG GUUTEPLPOPAS.

Mewwpévn Ae1tovpyio TOV KATMOTEPOL YOAGTPEVIEPIKOL COANVAL

Yépyovv avapopég TEPLOTATIKMOVY, LETA TNV KUKAOPOPID TOV TPOIOVTOG GTNV 0yopd, GYXETILOUEV LE
LELMUEVT] AEITOVPYIO TOV KATMOTEPOV YOOTPEVIEPIKOD COAVA (TT.). EVIEPIKT ATOPPAEN, TOPAAVTIKOG
€1Ae0C, SVOKOIMOTNTA), LETA GO GUYXOPNYNOT TNG TPEYKOUTAAIYNG LUE PAPLOKO TOV EVOEYETAL VAL
TPOKUAEGOVYV SVGKOIALOTNTA, OTTMG TO OTOEWN avaAYNTIKA. OTav 1 TPEYKAUTAATVY Kol OTLOEdN
yopnynBovv pali, 0o mpénet va Aapfdavovtal LETpa KOTA TNG SVCKOIAMOTNTOG (1O10{TEPO GE YUVAIKEG
acfeveig Kol NAIKIOUEVOLC).

Tavtdypovn xpnon Le omoeLd

2VVIGTATOL TPOCOYN KOTA TN GUVTAYOYPAPTON TPEYKOUTAAIYNG TAVTOYPOVE LUE OTOELDN, AOY® TOV
Kvouvou kataotodng Tov KN (BA. mapdypao 4.5). Xe pia pedétn aobevav-poptopmy ypnoTov
OMOEW MV, eKeivol o1 acbeveic mov Ehafav mpeyKaumaAiv TOLTOYPOVA LE EVA OTLOELDEG TOPOLGIOGOY
avEnpévo Kivouvo Bavatov mov oyeTileTal LE To OTLOET] GUYKPLTIKA UE T YP1OTN HOVO OTOEWMV
(otabuopévog Adyog copmAnpopatikov tavotitev [adjusted odds ratio - aOR], 1,68 [95% CI,

1,19 — 2,36]). Avtdc o avénuévog kivouvog mapatnpnnie og yopniés 606E1G TPEYKANTOAIVIG

(<300 mg, aOR 1,52 [95% CI, 1,04 — 2,22]) ko1 vnpye 1 Téon Yo LeyaAuTePo Kivouvo o€
vynAdTEPEG dOoELg TpeyKaurorivig (> 300 mg, aOR 2,51 [95% CI 1,24 — 5,06]).

AxatdAinin ypnon, mBavotnta katdypnong 1 eEdptnon

"Exovv avaeeplel mepiotatind akatdAAnAng xpnong, Kataypnong kot eEdptonc. Oa mpénet va divetan
Tpocoyn o€ acoHeEVELS e 10TOPIKO KATAYPTOTMG OVCLOV Kot 0 aoBevig Ba mpénet vo Topakoiovdeitol
Y10 CUUTTMOUOTO OKOTAAANANG YpoNG, Katdypnong 1 eEaptnong amd tnv mpeyKaumaiivn (£xovv
avapepbel TepUTTOoELS avATTLENG AVOYNS, VENONG TNG 0OCTG, CLUTEPIPOPES EMBIMENG EVPEDTG
(OPUAKOD).

EykepalondBeia
"Exovv avaeeplel mepiotaticd eykearonddeiag, kKuping oe acheveic [Le VTOKEIIEVEG KOTAGTAGELS TOV
UTopEl Vo TPOKAAEGOVV EYKEPAALOTAOELD.

Avcaveéio otn Adaktodln

To Lyrica mepiéyel povoidpikn Aaktoln. Acbeveig e ondvia kKAnpovopkd tpofAanpata dvcave&iog
otV yaraktoln, v EAhenyn Aaktdong Lapp 1 tnv dvcoamoppoenor yAvkolng-yoloktolng, oev Oa
TPETEL VO, AAUPAVOVY GVTO TO PAPUIKEVTIKO TPOIOV.




4.5 Almiemopdocseis pe Ghio QUPROKEVTIKA TPOIOVTO Ko GAheg popPEéc aiiniemiopacng

H mpeykapmarivn, dev gival mBoavo vo TPoKOAECEL 1} VUL VTOCTEL POPUOKOKIVITIKEG OAANAETIOPACELS,
kaOdg amekkpivetal Kupimwg AUETAPANTN 6TO 0VPa, VEIoTATAL ACTIUAVTO HeTafoAloUd GTOV AvOp®TOo
(< 2% 1tng 86onc avaxThOnKe oto oVPA G LETAPOATES), OEV OVACTEALEL TO LETUPOACHO TOV
QUPUAK®YV in Vitro ko1 SV GUVIEETAL LIE TIC TPOTEIVEG TOL TAAGLOTOG.

In vivo peréteg Kol QopuoKoKivnTiky avéivon oeg deiypo minbuopon

Kotd ovvénela, og peléteg in vivo, dev mapatnpnonkoy kKAvikd a&loonUEIDNTES PO LAUKOKIVITIKEG
oAANAETIOpAcElS PETOED TNG TPEYKAUTAAIVNG KO TG GavVTOivNg, TG kKopPapalenivig, Tov
BaAmpoikov 0&E0g, TG AAHOTPLYIVIG, TNG YKAUTOTEVTIVIG, TNG AOPACETAUNG, TNG 0ELVKMAOVNG N TNG
a18avoing. OoppokokivnTiky ovaivon g detypo TAnBvopov £6e1Ee OTL Ta 0O TOL GTOUATOG
avTIOWPNTIKA, TO SOVPNTIKA, 1 IVGOVALIVY, N GatvoBapPitdin, 1 TIoyKOUTIVY Kot 1) TOTPAUATY dEV
elyav KAwvikad onpavtikny dpdon otnv Kabapon tng tpeykapmoiivig.

Ao TOV GTONOTOC OVTIGVAATTIKG, VopaBioTepdvn Kav aifuvurotoTpadidin

H ovyyopnynon tng mpeykapumaiivig He To 0O TOL GTOUATOG AVTICVAANTTIKA VopadioTepdvn Kovn
a10vvvro1oTpadIOoAn dev emnped el T POPLOKOKIVITIKN 0 0TAOEPOTOMUEVT] KATAGTOGT), KOULAS O
T1G dVO OVOiES.

DappokevTikd Tpoidvta wov exnpedlovy T0 KEVIPIKO VELPIKO GUGTNLUO
H mpeykapmarivn mbavov va evieydoet ) opaon g afavorng kot g Aopalemdung.

2t amoktnOeico gumelpio LeTd TNV KLKAOPOPIQ TOV PAUPUAKOV GTIV AYOPd, VILAPYOVY AVOPOPES
OVOTVEVOTIKNG OVETAPKELNS, KOUATOG Kot Bavdtov og acbeveic o1 omoiot Aapupdvovy mpeykapmoiivn
KoL OTTLOEWY] KA/ AR POPUOKEVTIKY TPOIOVTO KOTAGTOANG TOV KEVIPIKOL VELPIKOD GUGTHLATOG
(KNX). H mpeyxopmaiivn eaiveral 6Tt dpo afpototikd eni tng 0paong T 0EuKmoOvNg 0TV EKTTOO
NG VONTIKNG KOl TG GUVOAKNG KIVITIKNG AEITOLPYiaG.

AMNAeMOPACELS KO NAKIOUEVOL
Agv &youv dteEayDel e101KEC HEAETES PUPLOKOSVVOUIKNG aAANAETIOpaoTg o NAKlopEVOLG BehOVTEC.
Meléteg aldnienidpaong £xovv degoybel udvo oe eviAIKeC.

4.6 Tovipéotyra, kKONON KO Yorovyia

Iuvaikeg og avarnapoaywykn nAkio/AviicOAA YN 6€ GVTPES KO YOVOAIKES
Kobmg o evdeydpevos kivouvog yio tov avBpwno gival dyvwotoc, Ba tpémel va Aappdvovton
OTOTEAECUATIKA PETPO OVTIGCOAANYNG OO YUVOIKES GE AVOTAPOy @YK AL,

Kinon
Agv vrdpyovv emapkn 6ed0UEVA VIOl TV XPNOT TNG TPEYKAUTAAIVIG O £YKVEG YOVOIKEC.

Meléteg oe melpapatodlma 6150V ToEIKOTNTO GTNV Avamapay®YIKY| tkavotnta (PA. mopdypapo 5.3).
O evdegyopevog Kivouvog yia tov dvBpwmo givorl dyvmoTtog.

To Lyrica dev mpémet va ypnGIHOTOLEITOL KOTE TN O1APKELN TG EYKVUOGVVNG EKTOG EAV EIVOL CAPDG
amopoitnTo (E6V TO OPEAOG YO TN UNTEPH DIEPKAADTTEL GUPMOG TOLG THAVODS KIVOLVOLG Y10l TO

uppo).

OnAaouog

H mpeykapmarivn anekkpivetor 610 untpikd yora (BA. mapdypapo 5.3). H enidpaon trng
TPEYKAUTAAIVNG ot veoyvd/Bpéon sivar dyvmaortn. [lpénel va aropaciotel edv Ba drakonei o
Onraopog 1 Ba drokomel 1) Oepameia pe Tpeykapmorivn, Aapfavovtag vwoyn 10 6PeLOG TOV ONAAGLOD
Yo T0 Todi Kot To 6pehog g Oepameiag yio Tn yovaika.



Tovomo
Agv vdpyovy KAVIKG 0E00UEVA CYETIKG LLE TIG EMOPACELG TNG TPEYKOUTAAIVNG OTY| YOVOIKELQ

YOVILOTNTOL.

e pio kKAvikn Sokiun yio TNy a&loAdynon g enidpaoTg TG TPEYKAUTAAIVIG OTIV KIVITIKOTNTO TOV
OTEPLOTOC, VY Appeva dTopa eKTEOMKOY otV TpeyKaumaiivn, o pia 66on tov 600 mg/muépa.
Metd and 3 unqveg Bepamneiog, dgv LANPYAY EXOPACELG OTNV KIVITIKOTITO TOV GTEPUATOG,

Mia pedétn yovipdmnrog e Onivkodg apovpaiovg £xet dei&et avemBounTeg emdpaoelg otV
avamopay®yn. MeAETeC YOVILOTNTAG GE OPCEVIKOVG apovpaiovg £xovv dei&et avemBounteg
eMOPACELS TNV avamapaymyn Kot v avamtuén. H kv onpacio avtdv tov supnudtov gival
ayvoot (BA. mapdypaeo 5.3).

4.7 Emdpaoeig 6TV IKEVOTITO 001]Y101)G KOl (EPIGHOV POV LATOV

To Lyrica umopei va £xet pukpn 1 HETPLA ETXIOPACT] OTNV IKAVOTNTO 0O YNOTG KOl XEPIGUOV
punyovnudtwv. To Lyrica pmopel va mpoxaréoet {aAn kot vTvnAia Kol ETOUEVOC, UTOPEL v ETNPEACEL
TNV KOVOTNTO 001NYNONG KoL YEPIGHOD UNYovnudT®v. XToug acbeveig Tpémetl va diveTar cupfovin va
UMy 0dmnyovv, vo un yepifovtor ToAOTAOKE Uy OV AT KOl VO NV TOipVOUV HEPOG GE EVOEYOUEVMS
EMKIVOLVEC SPACTNPLOTNTES, LEXPL VA YIVEL YVOOTO €AV VTO TO PAPUOKEVTIKO TPoidV emnpedlel TNV
KOVOTNTA TOVG VAL EKTEAOVV AUTEG TIG OPOOTIPIOTNTEG.

4.8 AvemOOunteg evépysieg

210 KMVIKO TPOYPOLLULO TNG TPEYKOUTAAIVIG cvppeTelyay Thve amd 8.900 acbeveic mov e&etébnoav
OTNV TPEYKOUTOAIVY, €K T®V OTOIOV TAVD 0mtd 5.600 cvppeteiyov oe SUTAG-TOPALC LEAETEG,
ereYYOUEVES e EIKOVIKO papuako. Ot o cuyvd avapepopeveg avemBounteg evépyeteg tav {aAn kot
vvnAio. Ot avemBounteg evépyeteg Ntav cuviBmg NG £mg HETPLAG PapdTnTag. e OAEC TIg
ereyOUeEVES LEAETEC, TO TOGOGTA O10KOTNG AOY® avemBouuntv evepyelmv nTav 12% yio acOeveic
nov AdpPovay mpeykapmaiivn kot 5% yuo acBeveic mov Adppovay gikovikd eapuako. Ot o cuyvég
AVETBOUNTEG EVEPYELEG TTOL 00T YOLGAV GE dlakonn Tng Bepomeiog e mpeykapumaiiviy oy n {ain Kot
1 vavnia.

Oleg o1 avemBounTeg EVEPYEIEG TOV TAPOVGLACHNKAV GE TOGOGTO LEYOADTEPO GO OVTO TOV
EIKOVIKOD (OPUAKOD KOl GE TEPLOCOTEPOVS TOV £VOG acbeveic, Teptlapfavoviol otov mivako 2 Tov
axolovBei Katd katnyopia kot cvyvotnta (ToAd cuyvég (= 1/10), ouyvég (= 1/100 ¢wg < 1/10), oyt
ouyvéc (> 1/1.000 émg < 1/100), omavieg (= 1/10.000 éwg < 1/1.000), Todd omdvieg (< 1/10.000), un
YVOOTEG (0eV pmopovv va extiunfovv pe Baon to dwabéoipa dedopéva)). Evtog ke katnyopiog
CLYVOTNTOG ERPAVIONG, Ol AVETBOUNTEG EVEPYELEG TapatiBevTal Katd pbivovoa ceipd cofapdtnrag.

Ot avemBounteg evépyeleg mov TEPLYPAPOVTOL, UTOPEL EMIONG VO oETICOVTAL LE TNV VTOKEILEVT] VOGO
KOUT TO GUYXOPNYOUUEV QUPUOKEVTIKA TPOIOVTAL.

Y1 Bepameio TOL KEVIPIKOV vevpomadntikod tovov e&artiag PAAPNG TOL voTidiov pueAov giye
avENOel YEVIKADG 1 cLYVOTNTO ELPAVIONG TOV AVETBOUNTOV EVEPYELDV, Ol AVETIHOUNTEG EVEPYELEG TOV
KNZX ko e1dwcotepa n vavniia (BA. Tapdypago 4.4).

Emunpdcbetec avtidpdoeig mov avaeépOnkav amd v amoktndeico eumelpio petd v KuKAo@opia
TOV PUPUAKOL GTNV AYOPd, CUUTEPIAQUPBAVOVTAL LE TAAYLN YPAULOTO, CTOV TUPOKAT® TIVOKCL.



Mivaxag 2. AvemOopnteg Evépyeieg mng [peykapmarivig

Katnyopia/Opyaviké AvemOdunreg Evépyeareg @appaxov

Tootnuo

AOPAEELS KU1 TOPUCITMOCELS

2oyvég Pwoopapuyyitida

AWTaPaYES TOV GIHOTOUMTIKOD KO TOV AEUPIKOV GUGTINOTOS

Oy ovyvég Ovdetepomevia

AWTaPaYES TOV UVOGOTON|TIKOV GUGTI|LATOS

Oy ovyvég YrepevouaOnoia

Xmavieg Ayyerooionua, allepyikn avridpoon

Awtapayés Tov petapforicpod kot g Opéyng

Zoyveg Opekn avénuévn

Oy ovyvég Avope&ia, vroylvkopio

Yoyrarpikéc Awotapayés

Zoyveg Evopopikn cuvaisOnuoatikn 6160gom, oOyyvon, evepediototna,
OTOTPOGOUVOTOAMGHOG, ADTVIO, LELMUEVT] YEVETNOLO OPUT|

Oy ovyvég YevdaicOnon, kpiorn mavikod, avnovyia, di€yepor, Katddiwym,

katablmtikn 6160eon, e&npuévn cvvaicOnuatikn ddbeon,
emfetikoTnTa, SIKVIAVOELS TNG cuvansOnuatikig dtdbeong,
OTOTPOCMITOTOIN G, SLOKOAIN AVAKANONG AEEE®V, dloTOPaYHEVA
ovelpa, avENUEVN YEVETN OO OpUT, Ovopyacuia, arddsia

Zrdvieg Apon avooToANG

AWTapay£S TOL VEVPIKOV GUGTILATOS

[ToAd ovyvég Zé&An, vtvnha, kepaiaiyio

Xoyvég Arta&ia, un eucloAoyiKdg GLVIOVIGUOS, TPOUOG, ducapbpia,

UV ol0, ETNPEAGLEVT] LVIUT, OLULTOPOYT OTNY TPOGOYN,
napoiodnoia, vrocdnoia, KaTaoToAn, dotapayn TNG 1IGOPPOTaG,
Abapyog

Oyt ovyvég Yvykomn, AMBopyos, LOOKAMVOG, ATMAEI0 GOVEIONTHG,
YOYOKIVNTIKN DAEPKIVNTIKOTNTA, dvokvnaia, {dAn Béong, TpOHOG
KT TIG EKOVOIEG KIVIOELS, VOGTOYHOG, VONTIKN dloTapoyn,
EMNPEATUEVT] OLOVONTIKY KOATAOTOOH, OL0TOPOYN AOYOV, EAATTMON
OVTOVOKAQGTIKOV, vtepatcOnoia, aicOnon Kavoov, ayevaia,
aloOnua Kaxovyiog

Zrdvieg 2raouol, Topocio, VTOKIVNGia, SVGYPAPie

O00aipikég Swatapayég

Zoyvég Opaon Bapnrn, duthomrio

Oy ovyvég AndAel0 TEPLPEPIKNG OPOCTG, OTTIKY] dlaTapayr], 01010 TOV

00OALOD, EALELIO OTO OTTTIKG, TEDTO, OTTTIKT 0EVTNTA LELMUEVT,
évog ToL 0PBaALOY, acbevomia, potoyia, Enpoebaipia,
daKpLPPOLL. AVENUEVT, EpeBIGLOG TOL 0POUALOD

Zrdvieg Anwiero opaong, kKepoTiTidn, OPUCT KOTA TNV 0010 T OVTIKEIEVA
(aivovTol TOAOVTEVOUEVD, OALOIOUEVT] OTTTIKY AVTIAYT] TOVL
Babovg, podpiacmn, otpaPiopdc, Aaumov PAELLA

AwTapayés Tov OTOS Kot 1oV AafupivOov

Zoyvécg TAvyyog

Oy ovyvég Yrepaxoio

Kapowakéc oratapayés

Oy ovyvég Tayvkapdio, KOATOKOIAMOKOS OTOKAEIGUOC TP®MTOL PBabpod,
phePoropuficn Ppadvkopdio, coupopnTIK) KOPOI0KH OVETGPKELQ

Xravieg Hopdraon diaotipozos OT, phePoxopufikn tayvkopdia,

pAgPoropfikn appoduio
Ayyewokéc dratapayég
Oy ovyvég Ynotaon, vréptact, eEdwels, £Eayn, TEPLPEPIKN YoypoTNHTO
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Katnyopia/Opyaviké AvemOdunreg Evépyaieg @appaxov

Tootnuo

AWTaPaYES TOV AVATVEVGTIKOD GLUOTI|LOTOS, TOV ODpaka Kol Tov pecodmpakiov

Oy ovyvég Avonvoia, eniotadn, fryog, pvikn cuueopnon, pvitidoa,
pPOYXAANTO, ENpOTNTa PLvIKoL PAEVVOYOVOL

Xravieg Ivevpoviko oionuo, cuoELykTikd aicOnua Aotpod

AWTaPayYES TOV YOGTPEVTEPIKOD GLOTILATOG

Zoyveg "Epetog, vavtia, 5uoKotMOTNTA, didppoia, LETEMPICUOC, SLITACT
g Kotkiag, Enpootopio

Oy ovyvég lootpooisopayikn TOAVOPOUNOT|, VIEPEKKPLIOT GLEAOV,
vroeOnoio otopaTOg

Xrhvieg Aoxkitng, Taykpeatitida, oidyua yAwooag, Suceayia

AWTapay£S TOL NTATOG KAl TOV JOAQOp®V

Oy ovyvég Avénuéva nratikd Eviopo®

Zrdvieg Tktepog

IToAV omdivieg Hratum averdpkela, nrotition

AWTapay£s TOL OEPRATOS KAL TOV VTOOOPLOV 1GTOV

Oy cvyvég E&GvOnpa Pratidmdeg, kvidmon vrepdpwaiol, KvHouUoS

Xravieg 2ovopouo Stevens Johnson, kp0og 10pdTOG

AWTOPaYES TOV HVOGKELETIKOD GUGTI|LATOS KOl TOD GUVOETIKOV 16TOV

Zoyvég Mvikn kpduma, opBpadyia, oceualyic, TOVOG 6€ AKPO, LYEVIKOG
onacpog

Oy ovyvég Awdykmon apBpwong, poaiyia, LUikéEg OECHOMOELS, OLYEVOLYia,
LLiKY| dSvokapyio

Xrhvieg PaBdopvorvon

AWTAPAYES TOV VEPPOV KUL TOV 0VPOPOPOV 00DV

Oy ovyvég Axpatelo 00pov, Svcovpia

Xravieg Neepikn avendpkela, oAtyovpia, Katakpdtyon ovpwy

AWTOPayES TOV AVATAPAYDYIKOD GVGTILATOS KUL TOV LAGTOV

Zoyvécg 2tuTiKn| dSvcAgrtovpyia

Oy ovyvég Ye&ovolkn dvchertovpyio, kKaBVGTEPTOT EKOTEPUATIONG,
duounvoppota, LosToduvia

Zrdvieg Apunvoppota, £KKpilor HaoTtob, adénor tov peyéboug Tov pHooTov,

YOVOUKOUOOTIO
Ievikég draTapayés Kol KUTAGTAGELS TG 000D LOPT YOG

Xoyvég Oidnua meppepkod, oidnua, BAdIoHe U PLGIOA0YIKO, TTOOT,
aicOnon pédng, aicOnon un pucloroyiky, KOT®ON
Oy ovyvég Ievikevpévo oidnua, oidnuo mpoowmov, aichnua cOGPYENG TOL

Ompaxa, dAyog, mopeéia, dlya, piyn, e&acbévion

Hopaxivikég eetaoerg

Xoyvég Yopatikod Bapog avénuévo

Oy ovyvég Kpeatwvopmopoxivdon aipatog avéEnpévn, YAvkoln aipotog
aVENUEVT, APOUOG ALLOTETAAI®V PELOUEVOGS, KPEATLVIVT] OLATOG
aVENUEVT, KAMO aiplaTog HEIWHEVO, COUATIKO BAPOg LEI®UEVO

Xrdvieg Ap1Opog AEVKOKLTTAPOV PUEIMUEVOG

* Apwvotpavepepaon tng oravivig avénuévn (ALT) kot acmaptikn apwvotpavepepdon avénpévn (AST).

Metd and drakonn Bpayvypoviag kot pokpoypoviag Bepansiog pe TpeyKapmaiivn, Exovv mapatnpnoel

OTEPNTIKA CUUTTOUATO G Pepkos aobevels. 'Exyovv avapepbel ta mopakdto: abdmvia, kepalalyia,
vavTia, dyyog, S1éppota, YPITA®OES GUVOPOLO, CTAGUOL, VELPIKOTNTA, KOTAOAWYT, dAYOG,
vepdpmoia kot (AN, ta omoia vTrodnAmvouy copatikn e&dptnon. O acbevnig Ba npénet va
EVILEPOVETAL Y10 AVTA KaTd TNV Evapén g Bepaneiog.

Avopopikd pe T dtoKomn pakpoypoviag Bepaneiog e TpeyKaumalivn, Ta Se50UEVA VTOJEIKVOOVY OTL

1N GLYVOTNTA ELPAVIOTG KOL 1] GOPAPOTNTA TOV CTEPNTIKMOY CUUMTOUATOV UTOPEL vV, Etvat
00G0eEAPTMOUEVEG.
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Hodrorpikodg minBucpog

To mpoeik acpaielog Tng TpeyKAUTaAivig TOV TapaTnpONKe o8 TE0oEPIC TASIOTPIKEG LENETEG OF
acfeveig e eoTioKEG EMANTTIKEG KPIoELS e 1 Yopic deuTepoyevn Yevikevon (LEAETN
OTOTELECUATIKOTNTOG KoL ac@dAelag ddpkelag 12 gfdopddwv oe aobeveig niikiog 4 €wg 16 etmv,
n=295, HEAETN AMOTELECUATIKOTNTOG KO 0oPAAElag Oidpkelag 14 nuepadv og acBeveig nAuciog

1 unvog Emg KaTm TV 4 €T®V, n=175, HeEAETN PAPUOKOKIVITIKNG Kot HEAETT aveKTIKOTNTAG, N=65 Kot
1 €10VG, OVOIKTNG EMICTLOVOTG, LETA TN HEAETN ac@dAELng, n=54) TAV TAPOUOLO0 LLE OVTO TOV
napatnpnonke otig peréteg evniikmv acbevav pe emAnyia. Ot mo ovyvég avemBounteg evépyeleg
7ov mapatnpHOnKav otn perétn 12 efdopddwv pe tn Bepaneia pe mpeykapmoiiviy ftav vevnAiia,
nmope&ia, LolpmEn TOV AVAOTEPOL AVATVEVGTIKOD GLGTNLATOG, OPEEN AVENUEVT, COUOTIKO Bdpog
avENUEVO Kot pvoeapLyyitda. Ot mo cuyvég avemBOUNTES EVEPYELES TOV TOpATPNONKAV OTN
peAétn 14 nuepdv pe tn Bepaneia pe mpeykapmoiivn nTov vavniia, Aoipmén Tov avAaTEPOL
OVATVELGTIKOD cuoThpatog kot mopetia (PA. mapaypdpovg 4.2, 5.1 kot 5.2).

Avogopd mbavoroyoduevev ovemBounTmv evepyEIDV

H avagopd mhoavoroyoduevmv avemBoUnT®V EVEPYELDY LETA GO TN XOPNYNOT AdEWG KVKAOPOpPiag
TOV QUPUOKELTIKOD TPOTOVTOG gival onpovTikn. Emitpénetl tn cuveyn mopakoiovdnon tng oyxéong
0PEALOVC-KIVOVVOL TOV PUPLOKEVTIKOD TPOIOVTOG. ZNTEiTal 0md TOVG EMAYYEAUATIEG TOV TOUEN TG
VYELOVOLUKNG TTEPIBAAYNG VA avOQEPOVY OTTOIEGONTOTE TOAVOLOYOVUEVEG AVETIOVUNTES EVEPYELEG
HEG® TOL €BVIKOD GLGTNLATOG AVOPOPAS OV avaypdeetal oto [opdptnua V.

4.9 Ynagpoooolroyia

2t anoktneico gumelpio Letd TV KLKAOPOPID TOV PAUPUAKOV GTNV Ayopd, Ol Lo GUY VA
avaPEPOLEVEG AVETBOUNTEG EVEPYELEG, Ol 0moieg glyav mapatnpndel pe tnv vrepdocoroyia g
TPEYKOAUTOAIVNG, SUUTEPLEAGUPAVOY VTVIALL, CLYYLTIKN KATAGTAOT], SIEYEPCT) KOl AvNGLYIaL.
AvaeépOnkay emiong emANTTIKEG KPIoELS.

Y& OTAVIEC TEPMTOCELS, EXOVV avaPePOEl TEPIOTATIKA KONOTOC.

H Bepancio g vrepdocoroyiog [e TPEYKAUTOAIVI] TPETEL VO TEPIAAUPAVEL TAL YEVIKA VITOGTIPIKTIKA
péTpa Kot iowg apodivlon, eav etvar amapaitn (BA. mtapdypago 4.2 [Mivaxog 1).

5. DAPMAKOAOTITKEX IAIOTHTEX

5.1 ®@appokodvVOpUIKEG 1O1OTTES

Ddappokobepamentikn Katnyopic: AVI-ETANTTUC, GAAL OVTI-EMANTTIKA, Kodikoég ATC: NO3AX16

H dpaotikn ovoia mpeykapumaAivn ival avarioyo tov y-apivofoutupikov 0&Eog [(S)-3-(apuvopéboi)-
5-peBvre&avoikod o&v].

Mnyovioudg dpdong
H mpeykapmarivny cuviéeTarl og o ETKOVPIKN VITOOUASN (02-0 TPMTEIVN) T®V EVEPYOTOIOVUEVOV
a7to S1LPOPA SVVOUIKOV S1VA®V 0GPECGTION GTO KEVIPIKO VELPIKO GUGTNLLA.

KMvikn amoteAeGLOTIKOTNTO KOl 0CQAAELD

NevporaOnrikog movog

Amotelecpatikotnta £xet dgtyel og dokpég yia dafnrtikn vevpordbeta, pebepmntikn vevpoiyia Kot
BAGPN Tov votiaiov poueiov. H arotelecpatikdtra dev €xet diepeuvnei oe AAAeg LOpPEG
vevpormadntikod ToHVov.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

H mpeyxapmarivn éxer peretn0el oe 10 eheyyopeves kKAvikég dokipég, diaprelag Emg 13 gfdopddmv
pe docoroyia 600 popég v nuépa (BID) kot dudpketag €mg 8 efdouddwv pe docoroyia TPEIS POPES
v nuépa (TID). Ievikd, to Tpopid ac@AAELNG KOl OTOTEAEGLATIKOTITOS Y10, TO 0OGOAOYIKA Gy HLOTA
BID o TID, Tav mapopota.

e KMVIKEG O0KIES S1apKelng £mG 12 BOOUAdmV Y1 TOV TEPLPEPIKO KAl TOV KEVIPIKO VEVPOTAONTIKO
novo, pelwon Tov Tovov mapatnpnOnke amo tnv 1" Efdopndda kot dtatnpnbnke katd tnv didpkeia tng
Oepameiog.

e eleyyopeveg KMVIKEG QOKIUEG GTOV TEPLPEPIKO VEVPOTOONTIKO TOVO, 35% TV 00BEVAOY TOL TOVG
xopnynonke mpeykapumoiivn kot 18% tov acbevav mov eAapupavay eikoviko eappoko, siyav 50%
Beitioon oty Babporoyia Tdovov. ['a Tovg acbeveig mov dev mapovsiacay VIVNALL, CLTH M
Beitioon moapatnpndnke oto 33% TV acbevdv Tov Tovg Yopnynnke mpeykaumaiivn kol 18% twv
acBevav Tov eldpPavay euovikd edpuaxo. ['a toug acbeveic mov mapovciacay vevniia, To
TO0G00TA avtamokpiong frav 48% yio v Tpeykopmodivn Kot 16% 1o To €1KOVIKO QAPOKO.

e eleyyopevn KAVIKY 0K GTOV KEVIPIKO VELPOTadNTiKo ToOVOo, 10 22% TV 000EVOY 0TOVG
omoiovg yopnyndnke mpeykopumaiivn Kot 10 7% t@v achevav mov eEAduPavoy eiovikd papaKo,
elyav 50% BeAitimon otnv Pabduoroyia tovov.

Emiinyio

Souminpopatikny Oepomreio

H mpeyxapmarivn Exer peretn0el oe 3 eheyydpeveg KAvikég dokpég drdpketag 12 efdopddmv, pe
docoroyia BID 7 TID. I'evikd, ta Tpo@il ac@AAELNS KOl OTOTEAEGUATIKOTITAG Y10 TO SOGOAOYIKA
oynurota BID ko TID, fitav mapopota.

Ao v 1" EBSopdda mapatnpndnke pio peimon otn cuyvotnta TV EMANTTIKOV KPIGE®DV.

Hodratpikodg Tinbucuog

H acpdleia kot 1 amoTeELECUATIKOTNTO TG TPEYKOUTAAIVIG (G GUUTANPOUATIKNG Oepameiag yio TV
emnyio og Tandlotpikovg aobeveig nAkiog kdto Tov 12 etV kot eprifovg, dev £govv TeKUNPLOOEL.
Ot avemBOUNTEG EVEPYELES TOV TOPATNPNONKOV OE 10l LEAETT POPLOKOKIVITIKNG KOl AVEKTIKOTNTAG,
otV omoia cuppeteiyav acbeveic nhlikiag 3 unvav émg 16 etdv (n=65) pe eMANTTIKEG KPIoELg
E0TIOKNG EVApPENG, NTAV TOPOUOLES LE AVTEG TTOL TTapaTPONKay otovg eviAikes. Ta amoteAéopata
H10G EAEYYOLEVNG LE EIKOVIKO PAPHOKO LEAETNG OldpKkeLlag 12 efdouddmv o 295 TaidioTpikong
acBeveig nAciog 4 £€mg 16 €TV Kal oG EAEYYOUEVNG LE EIKOVIKO PAPHOKO UEAETNG OBPKELOG

14 nuepav og 175 mondrarpikovg acbeveig niikiog 1 unvog €og katw Tmv 4 eTdv, 1 omoin
TPOYLOTOTOMONKE Yo TNV AEWOAGYN O TG OMOTEAEGUOTIKOTNTOG KOl TNG AOPAAELNG TNG
TPEYKOUTOAIVIG OG COUTANPOUATIKNG OEPATEINS Y10 TNV OVIILETMTIOT TOV EMANTTIK®OV KPIGEDV
E0TIOKNG EVAPENG KOl U0 LEAETNG OCPAAELNG OVOIKTIG eMIoT|LavoG 1 £Tovg, 6TV omoia
ocvppeteiyav 54 madatpucol acbeveig niikiog 3 unvov €og 16 eTdv pe emiAnyio, VTOSEKVOOVY OTL M
nmope&ia Kot 01 AOUMEELG TOL OVATEPOV OVOTVEVGTIKOD GUGTNHATOG TapaTNpONKay g avemiBounteg
EVEPYELEG TTO GLYVA OE GUYKPLOT| HE TIC LEAETEG EVNATK®V acBevav pe emdnyia (BA. Tapaypdpovg
4.2, 4.8 ko 5.2).

21 ddpketog 12 efdopddmv ereyyOpeVNS e EIKOVIKO PAPUAKO UEAETN, Ol Toudlatpikoi acBeveig (4
¢wg 16 etdv) kotaveundniay otn Aqyn tpeykopumaiivng 2,5 mg/kg/muépa (Léyioto, 150 mg/muépa),
npeykoumoAivng 10 mg/kgmuépa (péyioto, 600 mg/muépa) 1 kovikov eapudkov. To Tocootd TV
acBevav pe tovidyiotov 50% peimon oTig eMANTTIKES KPIGELG E0TIOKNG Evapéng OTmS cuyKpidnke pe
v évapén frav 40,6% tov acbevov mov Ehafav Oepaneia pe mpeykaumoiivn 10 mg/kgmuépa
(p=0,0068 &vovtt TOV £1KOVIKOD PapUidKov), 29,1% tov acbevov mov édafav Beponeio pe
npeykopumaAivn 2,5 mg/kg/muépa (p=0,2600 Evavti Tov gKOVIKOD PUPIAKOV) Kot 22,6% avT®dV Tov
Ehafav eucoviKo eapuaKo.

2TV eAeyOUEVT LE EIKOVIKO PApPHOKO LEAETN ddpKetag 14 nuepdv, modratpikol acBeveic (1 unvog
€0¢ KAT® TV 4 £TdV) KoTaveundnkay otn Aqyn tpeykaunaiivng 7 mg/kg/muépa, Tpeykopumaiivng
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14 mg/kg/muépa 1 ewcovikov pappdkov. H gikooitetpdmpn S14pecn cuyvoTnTo EMANTTIKOV KPIoE®V
Katd TV évapén Kot Ty Tedevtaio exiokeyn nrov 4,7 kot 3,8 ya v mpeykapumaiivny 7 mg/kg/muépa,
5,4 ko 1,4 ywo v mpeykapumoiivny 14 mg/kg/muépa kot 2,9 kat 2,3 yio To €IKOVIKO QAPLOKO,
avtiotorya. H mpeykopumaiivn 14 mg/kg/muépa peimoe onuovtikd tn AoyoplOpiKd LETACYNUOTICHEVT
CLYVOTNTA EMANTTIKOV KPIGEWDV E0TIOKNG EVapENG EVAVTL TOV glkoviKoy pappdkov (p=0,0223). H
npeykoumaAivn 7 mg/kgmuépa dev epeavioe PEATiOoN og oYEON LE TO EIKOVIKO PAPHOKO.

MovoBepaneia (veodoyvaoohévieg aobeveic)

H mpeykapmarivn &xer peretn0el oe 1 eleyydpevn kKhvikn pelémn ddpkelag 56 eBSopddmv e
docoroyia BID. H mpeykapumaiivn dev enédei&e Pn-katmTepOTNTO EVAVTL TNG AQUOTPLYIVIIG GOLPOVO
1e 1o TeEMkd onpeio g anovciog oTacu®my otovg 6 pves. H npeykapumaiivn ko Aapotpryivn
TOPOVGINCAY TAPOUOLN. AGPAAELD KOL KAAT OVOYY].

Awrapayn 'evikevpévov Ayyovg

H mpeykapmarivn Exer peretn0el og 6 eleyydpeveg dokipég didpketog 4-6 efSopddmv, oe pio LeAETN
NAMKIOUEVOV dLdpkelag 8 efdopddmy Kot o€ pio LaKpoypovia LEAETN TPOANYNG TV VITOTPOTAV, LE
Qo SUTAG-TVQAY PACT] TPOANYNG TV VTOTPOTTMV SIAPKELNG 6 UNVOV.

H avaxoveion and ta cvuntopata tg ALA, énwg aviavakidror otnv KAipaxo Extipnong tov
Hamilton (HAM-A), topatnpndnke péypt v 1" EBoopdda.

e eleyyopeveg kKhvikég dokipég (d1apketag 4-8 efdopddmv), o 52% twv achevav mov erdufoavoy
npeyKopumoAivn kot to 38% tov acevav mov eAdupavay IKoVIKO AapraKo Tapovciacay PeAtimon
katd tovAdyiotov 50% otn cvvolikr| Pabuoroyio tng HAM-A tov Tehkol onpeiov, og oyéon |e

VTV NG Evopéne.

e eleyyopeveg doKES, pio peyodvtepn avaioyia acBevadv tov eldufavay Bepaneio pe
npeyKaumaAivn avépepav Bappog 6paong, and 6Tt acbeveic mov ehapuPavay Bepaneio pe gkovikd
(APLLOKO, TO OTTOT0 OMESPALE GTNV TAELOYN (L0 TOV TEPIGTATIKMV, LE TN GLVEYLIOT TNG YOPTYNONS.
OpBaAporoyikdc Eleyyog (cupmepthapavopuévou eléyyov onTikng o&uTnTag, peboducol eAéyyov
om0V mediov Kot PubBockomicod eréyyov pe pudpiaon) diegnydnke o ave twv 3600 acbevav, ota
mAoioo EAeyYOUEVOV KAVIKOV S0KIUOV. L& avToS Tovg acbeveic 1 onTikn o&utnTa pHetminke oto
6,5% tov acbsvov mov ehdupavay Bepaneio pe mpeykapmaiivn kot oto 4,8% tv acbevov mov
edapPovay Bepameio pe eucovikd edppoko. Metoforéc 6to ontikd medio evromioTnkay oto 12,4%
TV acfevov mov erdufavay Oepameio pe Tpeykapraiivy Kot 6to 11,7% t0v acbevov mov
edapPovay Bepameio pe eucovikd edpporo. BuBookomucég petaforég mapatnpndnkav oto 1,7% tov
acBevav mov eElapfavay Bepaneia pe Tpeykopumaiivn kot 610 2,1% tov acbevav mov ehapupavay
Oepameia pe EIKOVIKO QAPLOKO.

5.2 ®@appoxoxiviTIKEG 1010TNTES

H poppokokivntikny g npeykapnaiivng o otabeponompévn Katdotaon ivol mopdpole og vYieig
ebelovtég, og emAnmTikovg acheveic, mov AAUPAVOLY AVTIETANTTIKG PApUOKa Kol o€ 0oOeVElg Le
ypOV1I0 TOVO.

Amoppoéenon

H mpeykapmarivn, xopnyoOuevn enil KEVOD GTOUAYOV, OTOPPOPATUL TUYEWDC, LE TIG LEYIOTES
GLYKEVTIPMOELS OTO TAUCLA VO EMLTLYYAVOVTaL EVTOS 1 dpag PETE amd TN yopnyNnon epamas M
ToALOTAGV d0ce®v. H Prodiabeoiudtnta Tov amd Tov GTOHTOC YOPTYOVUEVNC TPEYKOAUTAATVNG
vroAoyileTat 6Tt eivar > 90% ko elvar ave&apTnn TG 600MG. META Amd eMAVEIANUUEVT XOpTyNom, M
otafeponompévn KatdotaoT Tty AveToL evtog 24 £mg 48 mpdv. O puBudc amoppoPnoNg TG
TPEYKOUTOAIVIG LEUDVETOL OTOV YOPNYEITOL LE TPOPT], TPOKAADVTOG HEIWST TNG Cmax KOTA 25-30%
nePImoL Kot EMPPASVVOT TOV tmax O€ TEPITOL 2,5 dpec. Evrovtolg, n yopnynon g tpeyKapmoiivig
Le Tpon Oev €YEl KAVIKA OMULOVTIKT EMIOpaom 610 Babid amoppdenong TG TPEYKAUTAAIVIG.
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Kotavoun

e TPOKAIVIKEG LeAETES, edelyON OTL N TPpEYKOUTOAIVY SLOTEPVE TOV ALULATOEYKEPAMKO PPOYUO GE
poeg, emipveg kKot mdnovs. Edelyon eniong, 6t n wpeykapumaiivn Soamepvi Tov TAOKOVVTO TOV
EMUVOV KO AveVPIoKeTAL 6TO YoAo ONAaloviov empdmv. XTovg avOpdTovs, 0 UIVOUEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTAATVNG LETA T YOp1yNoN omd Tov otopatog etvor epimov 0,56 1/kg. H
TPEYKOUTOAIVY] OV GUVOEETOL LE TIG TPAOTEIVEG TOL TAUCUATOG.

Buoopetaoynpotiopog

H mpeykapmarivn veioctatol aorpovio petafolopd otov dvhpomo. Metd amd yoprynon

POOLOEMIC LAGLEVIG TPEYKAUTOAVNG, TTEPiTOL TO 98% NG padievépyelag Tov avakTiOnKe oTa ovPa
Nrav apetdfantn mpeykoumaivn. To N-pebviopévo mopdymyo g TPEYKUUTAAIVIG, TOV KOPLOV
petafoiitn g mpeyKapmaAivng mov evromicOnke ota obpa, aviiotoryovoe oto 0,9% tng 660nG. Ze
TPOKAVIKEG LEAETEG, OEV VTINPYOAV EVOEIEEIC PAKENOTOINGNG TOV S-EVOVTIOUEPOVS TNG TPEYKAUTOAIVIG
oe R-gvavtiopepéc.

Amofoin

H mpeykapmarivn aroPaiietol amd T GLGTNUATIKN KUKAOQOPIK KUPIOG e ATEKKPIOT OO TOVG
VEQPPOUGS, MG AUETAPANTO PApLaKO.

O péoog xpovog NuLmng g amoPoAng tng mpeykaumaiivng etvan 6,3 dpec. H kdBapon amnod to
TAGo LA Kol 1 VEPPIKN kaBopon TG TpeyKaumaAivng eivorl evBémg avdioyes tng kdbopong tng
kpeatwvivng (PA. mapdypaeo 5.2 Neppiki dvcAettovpyia).

Eivar armapaitn n mpocappoyn g 86ong o acbeveis pe petwpévn veppikn Asttovpyio 1 o€
acBeveig mov Kavouv aipodwiion (BA. mapdypapo 4.2 [Mivaxa 1).

CpoppikdnTo/pun-ypaumkdnto

H poppokokivntikny g TpeyKapmaAivng eivor Ypopptkn yio To €0pog TG CUVIGTOUEVNG NUEPTIOLOG
docoroyiag. H peTa&d atop®V OpUOKOKIVITIKY HETOPANTOTNTA Yio TV TPEYKAUTAATvY eival YoapnAn
(<20%). H poppokokivntiki Tov mtollamlomv 6cewmv pumopel va npoPAiepdel and ta ototyeio tov
amaé d6cewv. Emopévmg, dev elvar amapaitnn 1 HETPNOT TOV CLUYKEVIPMGEMV TNG TPEYKAUTOAIVIG
070 TAAGHO, Tl TAKTIKNG PAoE®C.

dovro
Ot KMviKég dOKIUEG LTOSEKVHOVV OTL TO PUAO JEV £YEL KAMVIKG ONUOVTIKT ETIOPOGCT) OTIC
CULYKEVTIPAOOELG TG TPEYKOUTAAIVNG OTO TAAGLLL.

Negpikr) dvoiertovpyia

H xa&Bapon g mpeykaumaiivng eivar ev0Emg avaroyn g kaBapong kpeatvivng. Emumiéov, n
TPEYKOUTOAIVT] OTOUOKPOVETOL ATOTELECUATIKA OO TO TAAGUA, [LE OALOSOALST] (LETE amd cuvedpia
OLLOSWAONG 4 ®P®V, 01 GUYKEVIPDGCELS TNG TPEYKAUTAAIVIG OTO TAAGLO LEWDVOVTOL KOTA TEPITO
50%). Kabmg n veppikn amékipion givar 1 KOplo 000G OTEKKPLONG, 1 Lelmo Tng 060n¢ o€ acbeveic
LLE VEPPIKT OLGAEITOVPYIO KO CUUTATPOUATIKN dOCT HETA ad aodtOAoN, eivar arapaitntn (BA.
napdypoeo 4.2 [Mivoxka 1).

Hrotwkr dvoiertovpyia

Agv &youvv die&ayDel e101kég PapUaKOKIVNTIKEG LEAETEG OE 00DEVELG e NTOTIKT SLGAELTOVPYia.
Kobng 1 npeykapmarivn dev petafolriletor onuaviikd kot anekkpivetol Kupimg og apetdfinto
(APLOKO GTO 0VPA, T NTATIKY] SVCAEITOVPYIN, dEV AVOUEVETOL VO LETAPAAEL CNUOVTIKG TO, ETITEDD TNG
TPEYKOUTOAIVIG OTO TAACLLL.

Hodratpikodg minbucuog

H poppoaxoxivntikn g mpeykaumaiivig a&loloyndnke og modlatpikovg acheveic e emAnyio
(MAuokég opddes: 1 émg 23 unvav, 2 émg 6 etav, 7 £og 11 etov kot 12 éng 16 e1®Vv) o enineda
docoroyiag 2,5, 5, 10 ko 15 mg/kg/muépa, oe pio LEAETN GOPUOKOKIVITIKNG KOl OVEKTIKOTNTAS.
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Metd Vv amd ToV GTOHOTOG YOPNYNON TNG TPEYKAUTAAIVIG 0 TandlaTpkoVs 0.oOevelg g Katdotaon
ynoteiag, 0 YpOVOC TOV YPELACTIKE Y1 TNV EMITEVEN PEYIOTNG CLYKEVTIPMOTG GTO TAAGLLO TV,
YEVIKA, TapOHO10G € OAOKAN PN TNV NAKIOKT opdda kot emitedydnke 0,5 dpeg €mg 2 dpec PETA T
xopiynon g doong.

Ot topapeTpot Cmax kKot AUC g Tpeykopumaiivng avEnonikay ypoppikd oe oyéon Le tnv avénon g
d0ong ot kKabe nikiokn opdda. H AUC ftav youniotepn xotd 30% oe madiatpicovs acobeveig e
Bapoc kdtw amd 30 kg, Aoym avénuévng KaBapong Tpocaprocévng 6To cOPOTIKO Bdpog Katd 43%
Y10 LTOVG TOVG 0obevels, oe cOykplon pe Tovg acbeveic pe fapog >30 kg.

O telkdg 1pdvog NUEONG TG TPEYKAUTAAIVIG NTAV KOTA LEGO Opo Ttepinov 3 g 4 dpeg o
Tod1aTpIKons aobeveig nikiog £0g 6 €TV, Kol 4 £mg 6 dpeg oTOVS 0oBeveig NAKiog 7 eTOV Kot Avo.

H avéivon poppokokivntikig tov mAnfucpon £6e1ée 0Tt 1 KABopon TG KPEOTIVIVIG HTAV GTULOVTIKN
GUUUETOPANTN TG KAOBAPONG TNG OO TOV GTOUATOG TPEYKAUTAAIVIG, OTL TO COMOTIKO Bépog fTav
OTUOVTIKT] COUUETOPANTI] TOL POIVOUEVOD OYKOV KOTOVOUNG TNG OTO TOV GTOUOTOG TPEYKOUTAAIVIG
KoL OTL QUTEG Ol GYEGELG NTOV TOPOUOLES GTOVG TAILOTPIKOVG KOl TOVG EVAMIKESG 0loOEVELS.

H poppokokivntikny g mpeyKkapmaiivng o acdeveig nAtkiog kdto tov 3 unvav oev xet peketn et
(BA. mopaypagovg 4.2, 4.8 ko 5.1).

Hluxwiopévol

H xd&Bapon g mpeykaumaivn teivel va petwvetat KaBag avéaveror n niwio. H peiowon avt) oty
KAOapoT TOL A6 TOV GTOUATOG YOPTYOVUEVNG TPEYKAUTAAIVY €ival GOUE®VYT [E TN HEi®ON TNG
KkdBapong g kpeaTviving mov oyetileton pe v avénon g nAkiog. [IiBavov va yperachel peimon
g 00G0A0Yi0G TNG TPEYKAUTUAivIG o€ 0oBeveilg TOL TaPoLGIALOVV LEIDGTT TNG VEPPIKNG AELTOLPYinG
nov oyetileron pe v nlkia (PA. mapdypago 4.2 Ilivaka 1).

OnAdlovoec untépeg

H poppoaxoxivntikny 150 mg mpeykopmaiivng yopnyoodpevng ke 12 mpeg (nuepnota d6om 300 mg)
a&lohoynOnke oe 10 Onralovoeg yovaikeg petd and 12 fdopddeg Aoyeiog tovAdyiotov. H yaiovyia
emnpénce EAAYIoTA £0G KAOOAOV TN POPUAKOKIVITIKY TNG Tpeykapmorivne. H mpeykapmaiivn
amekpinke 61O UNTPIKO YOAO LE PHECES GVYKEVIPDGELG GTOOEPOTONUEVNG KATAGTOGTG TTOV
OVTIOTOLYOVV TTEPITOV 0T0 76% ekeivev Tov puntpikov mAdcopotoc. H ektiypumpevn 66om oto Bpépog
0o TO PNTPIKO YAAQ (EKTILOVTOG TNV HEOT] KaTavaAwon yahiaktog 150 ml/kg/mpépa) yia Tig yovaikeg
nov AdpPovay 300 mgmuépa 1 ™ péyrotn doom twv 600 mg/Mmuépa Ba nTav 0,31 1

0,62 mg/kg/mpépa, avtiotoiyms. AVTEG o1 EKTIUONEVEG 0OGELG elvar Tepimov To 7% TG CUVOAIKNG
NUeEPNOOG UNTPIKNG 800G o Paon mg/kg.

5.3 Ipoxivikd dedopéva yia TNV ac@arELq

e ouvnbeig papuakoroykés peréteg acpaleiag oe {da, 1 TPEYKAUTOAIVI NTAV KOADG OVEKTY GE
avaAoyec SOCELS, [LE OVTEC TOV YPNOLULOTOLOVVTOL GTNV KAWVIKN TPAEN. Xe peréteg ToEIKOTNTOG
emovalopPavouevng docoroyiog, og EmipVES Ko TONKovg Tapatnpndnkay avidpdoelg tov KNZ,
GUUTEPTAAUPOVOUEVNG TNG DITOKIVITIKOTNTOS, VIEPKIVITIKOTNTOG Kot aTo&ing. AvEnpévn cuyvotnta
aTPOPilag TOL AUPIPANGTPOELDOVG, TOL GLYVA TAPATNPEITAL GE NMKIOUEVOVS ENIUVES Le AAPIVIGUO,
nopaTNPNONKE PETA amd pokpoypovia £kBeon og TpeyKaumaAivn > 5 popég and T péon €kbeon Tov
avOpOTOL GTN PEYIOTI CLVIGTOUEVT KAVIKTY dOOT).

H mpeykapmaiivn dev givor tepatoydvog o€ pieg, emipveg 1 kovikhovg. H mpeykopumaiivn Tpokdrece
eUPPLOTOEIKOTNTO OE EMUVEG KO KOVIKAOVG LOVOV LETA Ao EKOECT] EMOPKMG PLEYOAVTEPT] OO TNV
éBeomn tov avBpdOTOL. T PEAETEG TPOYEVVITIKNG/ LETAYEVVITIKNG TOEIKOTNTOG, 1] TPEYKAUTOAIVY
TPOKAAEGE TOEIKOTNTO OTNV OVATTUEN TOV OTOYOVOV GE EMUVEG PETA omd £kBeon > 2 QopEg amod T
LEYLOTN GUVICTOUEVT £kBEcT TOV avBpdmov.
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AvemBOunTeg EMOPACELG GTI YOVILOTNTO, GE apCEVIKODS Kal OnAvkovg apovpaiovg, mapotnpnonkoy
novo oe ekbéoelg apketd vynAdtepeg TG Bepanevtikng ékbeong. AvemBounteg emdpAcELg oTO
OPCEVIKO OPYOVOL AVOTTOPAYWYNG KOL GTIG TOPAUETPOVS TOV CTEPLATOS NTAV AVACTPEYILES KO
eppavicOnikov povo o exbéoelg apketd vynAdTEPESG NG BepamenTiKng £kBeong 1 OYETIOTNKAY [
avBopunTeg S10d1K0GIEG EKQUAIONG GTA APCEVIKA OPYAVO OVATOPAYMYNS TOV apovpaion. ZVVET®MS, Ol
emdpdoeig Oempeitar 6TL Egovv pikpn 1 KaBOAOL KAWVIKY onuacio.

H mpeyxapmarivn dev €xetl yovidroto&ikn opact, PACEL TOV MOTELEGUATOV LIAG GEPAG SOKIU®DY in
VItro Kol in vivo.

Ateteic peEAETEG KOpPKIVOYEVEDT|G e TPEYKAUTAAiv, dieEnydncay e emipveg Ko poec. Agv
TopoTnPNONKAY OYKOl GE EMIHVES, GTOVG OTOI0VG XOPNYNONKAV dOCELS £mG 24 POPEG LEYIAVTEPEG OO
v péon €kBeon Tov avBpdOTOL 6T PEYIGTN CLUVIGTAOUEVT] KAVIKY 6001 TV 600 mg/muépa. LTovg
QOEG, dev mapaTnpNONKe aVENUEVT GUYVOTNTA EUPAVIONC OYK®V, GE OOGELG TAPOUOLES [LE TNV HECT
éxbeon tov avBpomTov, aALG TapatnpOnke aLENUEVT GLYVOTNTO ELPAVIONG LAY YELOCUPKOUATMV
o€ VYNAOTEPEG BOGEIC. O UN-YOVIOIOTOEIKOC UNYAVIGLOG GYNUATICHOD OYK®OV, OQEILOUEV®Y GTIV
TPEYKOAUTOAIVT], GTOVG HOESG, TEPIAAUPAVEL LETOPOAES OTA OLUOTETAALO KOl CLGYETILOUEVO
TOALOTAQGLOGHO TOV EVOOOMALIK®OV KLTTAP®VY. AVTEG O1 LETUPBOAEC GTO OLUOTETAALD OEV
napoTnPRONKay 6ToVG EMIPVES 1 6TOVG AVOpDOTOVG, OTWS PaiveTal amd Ppayvrpoddecua Kot
TEPLOPIOUEVA LAKPOTPODES LA KAVIKA dedOUEVA. AEV VTTAPYOLY GTOLYEID TOV VO VTTOJEIKVVOVY
OYETIKO KivOuVvo 6ToVG avBpdmovg,.

g aVIAIKOVG ETIUVEG 01 LOPOES TOEIKOTNTAG OEV SLAPEPOVY TOLOTIK( OO OVTEG TTOL TTOPATHPNONKAY
o€ eviiAkovg emipvec. Qotd60, 01 aviAlkot emipveg eivarl o gvaicOntol. Xe Bepanevtikég exbéoelg,
eppaviotnkav KAvikd onpeio amd to KN, 6mog vrepkivTikoTnTa Kot TPyHog 000VIOV Kol KOTOEG
oAdayég oV avamnTuén (Tapodiki KOTAGTOAN TNG avénong Tov cmpatikod Bapovg). Ilapatnpndnkav
emdpdoelg otov KOKAO oloTpov, o Bepamevtikég ekBéoelg mevtamAdoies and Tig ovviBelg Tov
avBpomov. Melopévn avtidpacn o€ aupvidla 0KovoTiKd epedicpata Tapatnpnonke oe aviAkovg
emipoeg 1-2 gfdopadec petd amod £kbeon > 2 popég and T Bepanevtikn €kBeom tov avOpdmov. Evvéa
efdopdoeg petd amd Ekbeom avtn N AvTidpacn dev TAPATNPEITO TALOV.

6. @®APMAKEYTIKEXZ IAHPO®OPIEZ
6.1 Koatarloyog ekdéymv

Lyrica 25 mg, 50 mg, 150 mg ckAnpd KowaKio,

[epreyduevo konyokiov:
Movoddpikn Aaxtoln
Apvlo apapocitov
TéAxng

Ké\opog kayakiov:

Zehativn

Awo&gidio Tov Titaviov (E171)
AoovpvroBeukod vdtpilo

A10&gid10 ToL TLPITIOL, KOAAOELDEG
KekaBapuévo Hémp

Meldvi eKTOTmONG:

Koppea Adickog

Mélav o&gidio tov adnpov (E172)
[Ipomvievoylvikoin

Y dpo&eido tov kakiov
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Lyrica 75 mg, 100 mg, 200 mg, 225 mg, 300 mg ckAnpa KoyaKio,

[epreydpevo konyokiov:
Movodopikn Aaxtoln
Apvlo apapocitov
TéAxng

Ké\pog xoyaxiov:

Zehativn

Awo&gidio Tov Titaviov (E171)
AoovpvroBeukod vatpilo

A10&g1d10 TOL TLPITIOL, KOAAOELDEG
KekaBapuévo Hémp

Epv0pd 0&eidio tov odnpov (E172)

Meldvi eKTOTmONG:

Koppea Adickog

Méhav o&gidto tov odnpov (E172)
[Ipomvievoylvioin

Y dpo&eidro tov kakiov

6.2 AcvpPatéTnreg

Agv gpappolerar.

6.3 Awdpxera Lonig

3 xpoVia.

6.4 Iowitepeg TPoPLLAEELS KOTA T1] PVLAEN TOV TPOTOVTOG

Agv vrdpyovv g101Kég 0dnyieg dLOTNPMNONG YO TO TPOIOV AVTO.

6.5 ®Vo1 KOl GLOTUTIKA TOV TEPLEKTY

Lyrica 25 mg oxAnpd koydxio

Kvoyéheg (blisters) and PVC/aiovpivio, mov mepiéyovv 14, 21, 56, 84, 100 1§ 112 oxdnpd Koydxia.
100 x 1 okAnpd koydxio og didtpnteg Kuyéreg (blisters), povadmv d6ong and PVC/aiovpuivio.

16N TorlvarBvieviov vynAng mokvotntog (HDPE) mov mepiéyetl 200 oxinpd koydkio.
Mmnopet vo, un KuKAOPopovV OAEG Ol GUCKEVAGIES.

Lyrica 50 mg oxAnpd xonydiio

Kvoyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 14, 21, 56, 84 1 100 oxAnpd koydiio.
100 x 1 okAnpd koydxio og didtpnteg Kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
Mmnopei va, un KukKAOPopoOV OAEG Ol GUCKEVAGIES.

Lyrica 75 mg oxAnpd koydiio

Koyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 14, 56, 70, 100 1 112 oxinpd koydkia.
100 x 1 okAnpd koydxio og didtpnteg Kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
D16 TorlvaBvieviov vymAng mokvotntog (HDPE) mov mepiéyetl 200 oxinpd koydkio.
Mmropet va, un KukKAoPopoOV OAEG Ol GLOKEVAGIES.

Lyrica 100 mg oxinpd xoydxio

Koyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 21, 84 1 100 oxAnpd koydiio.

100 x 1 oxkAnpd xoydxio og ddtpnteg kuyéreg (blisters), povadmv 66ong and PVC/aiovpuivio.
Mmropet va, un KukKAoPopoOV OAEG Ol GLOKEVAGIES.
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Lyrica 150 mg oxinpd xoydxio

Koyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 14, 56, 100 7| 112 oxkAnpd koydxio.
100 x 1 oxkAnpd xoydxio og ddtpnteg kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
D16 TorlvaBvieviov vyming rukvotntog (HDPE) mov mepiéyet 200 oxinpd koydkio.
Mmnopet vo, un KukAoPopoOV OAEG Ol GLOKEVAGIES.

Lyrica 200 mg oxinpd xoydxio

Koyéheg (blisters) and PVC/olovpivio, mov mepiéyovv 21, 84 1 100 oxAnpd koydiio.

100 x 1 oxkAnpd xoydxio og ddtpnteg kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
Mmnopet va, un KukKAoPopoOV OAEG Ol GUOKEVAGIES.

Lyrica 225 mg oxinpd koydxio

Koyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 14, 56 11 100 oxAnpd koydiio.

100 x 1 oxkAnpd xoydxio og didtpnteg kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
Mmnopet va, un KuKAOPOpoOV OAEG Ol GLOKEVAGIES.

Lyrica 300 mg oxinpd xoydxio

Koyéheg (blisters) and PVC/alovpivio, mov mepiéyovv 14, 56, 100 1 112 oxAnpd koydiio.
100 x 1 okAnpd xoydxio og ddtpnteg kuyéreg (blisters), povadmv 66ong and PVC/aiovpivio.
D16 TorlvaBvieviov vyming rukvotntog (HDPE) mov mepiéyet 200 oxinpd koydkio.
Mmnopet va, un KukKAoPopovV OAEG Ol GUCKEVAGIES.

6.6 Iowitepeg TPOPLAAEELS OTOPPIYNG

Kopia e1d1kn vroypémon yio v omdppuy).

7. KATOXOX THX AAETAYX KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

8. APIOMOZX(OI) AAETAX KYKAO®OPIAX

Lyrica 25 mg okAnpd KowaKio,
EU/1/04/279/001-005
EU/1/04/279/026
EU/1/04/279/036
EU/1/04/279/046

Lyrica 50 mg ockAnpd KowaxKio,
EU/1/04/279/006-010
EU/1/04/279/037

Lyrica 75 mg oxAnpd KowaKio,
EU/1/04/279/011-013
EU/1/04/279/027
EU/1/04/279/030
EU/1/04/279/038
EU/1/04/279/045
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Lyrica 100 mg ckAnpd koyaxKio,
EU/1/04/279/014-016
EU/1/04/279/39

Lyrica 150 mg oxAnpd kowaKio,
EU/1/04/279/017-019
EU/1/04/279/028
EU/1/04/279/031
EU/1/04/279/040

Lyrica 200 mg ckAnpd KowaKio,
EU/1/04/279/020-022
EU/1/04/279/041

Lyrica 225 mg ckAnpa KowaKio,
EU/1/04/279/033-035
EU/1/04/279/042

Lyrica 300 mg oxAnpQ KowaKio,
EU/1/04/279/023-025
EU/1/04/279/029
EU/1/04/279/032
EU/1/04/279/043

9. HMEPOMHNIA [MPQTHX EI'KPIXHYX/ANANEQXHY. THX AAEIAX
Hpepounvia mpotng éykpiong: 06 loviiov 2004

Hpepounvia tekevtaiog avavémong: 06 loviiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepn TANPOPOPLIKA CTOXELD Y10t TO PAPUAKELTIKO TPOTOV glval 100010 GTNV 1IGTOGEAIDN TOV
Evponaikod Opyoviopod Gapudimv: http://www.ema.europa.eu
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 20 mg nécipo sidivpa

2. TIOIOTIKH KAI TIOXOTIKH XYN®EXH
Kda0e ml mepiéyer 20 mg npeyopumaiivn
"‘Exdoya ue yvootég dpdoelg

Kda0e ml wepiéyer 1,3 mg mapaiidpoéuPevioikd pebviestépa (E218), 0,163 mg mapaidposufevioikon
o&éog mpomvreotépa (E216).

IMa tov TAfpn KoTdhoyo TV KOV, BA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
[Toc1po drdivpa

Awowyég, dypopo vypd

4. KAINIKEX IIAHPO®OPIEX
4.1 OsgpamevTiKig evoEiEelg
NevporafnTikdg Tovog

To Lyrica evdeikvotal yio T Bgpameio TOL TEPIPEPIKOD KOl KEVIPIKOV VELPOTAONTIKOD TOVOL GE
EVIAIKEG.

Eninyia
To Lyrica evdgikvutal g COUTANPOUATIKY Bepaneio o€ EVAMKEG [LE EOTIOKEG EMANTTIKEG KPIOELS LUE

N x®pig dEVTEPOYEVT YEVIKEVOT).

Awtapayn 'eviceopévov Ayyoug
To Lyrica evdeikvotat yuo tn Oepoaneio tng Awotapayng I'evikevpévov Ayyovg (AI'A) otovg evihikeg,.

4.2 Aocoloyio kol TpOTOG YOPNYNONG

Aocoroyia
H d60om xvpaivetar and 150 £wg 600 mg (7,5 émg 30 ml) nuepnocing, yopnyovueva gite og dVo 1 o€
TPELG dupnuéveg SOGELS.

NevporaOnriog movog

H Oepaneio pe npeykopumaiivn prnopet vo apyicet pe pia d6om tov 150 mg (7,5 ml) nuepnoiog,
Yopnyovueva ite og dVO 1 G€ TPELG dNPNUEVES dOoEL. Me Baom TV amdKplon Kot TNV OVEKTIKOTNTO
ToV kG0e acbevoic, | 06on pmopel, LeTA amd Eva xpovikod ddotnua 3 £mg 7 nuepav, va avénbei o
300 mg (15 ml) nuepnoing, kat, edv givar anapaitnto, otn péyiot d6on tov 600 mg (30 ml)
NUEPNGIWG HETA amd Eva TPOGHETO YPOVIKO ST 7 NUEPDOV.

Emilnyio

H Oepaneio pe npeykopumaiivn prnopet va apyicet pe pia d6om twv 150 mg (7,5 ml) nuepnoiog,
XOpMyovLEVA ElTE GE dVO 1| G€ TPELS dpnpéveg dooels. Me Bdomn v andkpion Kot TNV AveEKTIKOTNTO
ToV k6B acBevoic, 1 06on umopel va avénbei petd and pia efoopdda, oe 300 mg (15 ml) nuepnoing.
H péyiot 660n tov 600 mg (30 ml) nuepnoing, prnopet vo emttevydet petd and pio emmiéov
efdoudda.
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Awozopoyn Ievikevuévov Ayyovg
H d60om xvpaiverarl and 150 £wg 600 mg (7,5 émg 30 ml) nuepncing, yopnyovueva oe 600 N TpELg
dmpnuéveg 66celg. H avaykn yia Oepameio Tpénet vo, eTaveKTIUATOL TOKTIKA.

H Bepaneio pe npeykopumaiivn propet va Eekivioet pe pio d6om tov 150 mg (7,5 ml) nuepnoiong. H
d0om, pe Bdon TV ATOUIKT AmOKPLIoT] Kol TV OVEKTIKOTNTO TOL 0oBevong, umopel va avénbei ota
300 mg (15 ml) nuepnoiwng, éncrta and 1 efdoudda. 'Eneita and pia emmpochetn efoopdda, n d6om
umopel va avénbei ota 450 mg (22,5 ml) nuepnoing. H péyiot 66on tov 600 mg (30 ml) nuepncing
umopel va emrevyBel Enerta and pio emmpdcobetn efdopdda.

A1oxor TS TPEYKOUTOAIVHG

ZOUQmVa [LE TNV 16YX00V00 KAVIKT TPOKTIKT, EAV 1 Y101 TG TPEYKUUTUAVNG TPENEL VO, S10KOTEL,
ocuvviotdrtal 1 dloKon| TG va Tpaypatomombet fabpaio, og dtdotno TOLAGYIGTOV piog BOoUAd0C,
avegaptnto amod v £voeiln (PA. mapaypdpovg 4.4 kai 4.8).

Negpikr| dvciertovpyia

H mpeyxapmarivn amoPaiietol amd T GLGTNUATIKN KUKAOQOPIK KUPIOG LE ATEKKPIOT OO TOVG
veppoic g auetapinto pdppoko. Kabog n kabapon g mpeykaumaiivng eivat ev0€mg avaroyn tng
kdOapong g kpeatvivng (PA. mapdypaeo 5.2), n peiwon g d0ong oe acheveig pe ennpeacuévn
VEQPIKN Agttovpyio Tpémel va eEatopkeveTal cOpemva e tnv kdBapon g kpeatvivig (CLer), 0Tmg
eaiveror otov Ilivaka 1, vroroyilopevn coppova pe Tov akdAovdo tHmo:

1,23 x[140 - nAia (¢ 5 k
CLer(ml/min) = all i (E277)] x Papos (kg) (x 0,85 no yuveaikeg acbeveic)

Kpeativn opov (pmol/l)

H mpeyxapmaiivn amopokpOVETOL 0TOTEAEGLOTIKG 0O TO TAGGHO Pe apodtvion (50% tov
eappaxov og 4 mpeg). I'a tovg acbeveic mov KAvovy apodAiomn, 1 NUepN oL dOGN TNG
TPEYKOUTOAIVNG TpémeL va Tpocapproletar fdoet Tng veepikng Aettovpyiog. Extoc amd v nuepnowa
000, TPEMEL VoL yopnyeital Kot pio. COUTANP®UATIKT 360N apES®G LETd amd Kabe 4-wpr cuvedpia
g apodtvAtong (PA. Iivaxa 1).

Mivaxag 1. IIpocappoyn] g 600MG TS TPEYKOPTILIVIG PACEL TG VEQPIKIG AetTovpYiag

Kébapon YuvoliKi] nuepola 0601
kpeatwvivng (CLe) . Aocoroyiké oyfqpo
(ml/min) TPEYKOUTAAIVIG

Apycn d6om Méyiotn d6om

(mg/muépa) (mg/Mmpépa)
> 60 150 (7,5 ml) 600 (30 ml) BID 1} TID
>30-<60 75 (3,75 ml) 300 (15 ml) BID 1} TID
>15-<30 25-50(1,25 - 150 (7,5 ml) Ama& nuepnoiong 1| BID

2,5 ml)
<15 25 (1,25 ml) 75 (3,75 ml) Ama nuepnoing
SopmAnpopatikn 600 HETH TNV alpodAlon (mg)

[ 25 (1,25 ml) | 100 (5 ml) | Ama& 600"

TID = Tpeig dmpnuéves d0GE1G

BID = Avo dupnpéveg 06ce1g

*H cvvolwn nuepnota d6on (mg/muépa) mpénet va drarpeitat 6mmg evOeikvutal 0md T0 S0GOA0YIKO G0 DOTE
VO TPOKVTTOLY ME/dO0M

“H copuninpopatiky 86om eivar pia drnoaé emmpochetn d6on

Hratin dvoiettovpyia
Agv amouteiton Tpocapuoyn g d0ong oe acbeveig pe nrotikn Svoiertovpyia (BA. mopdypago 5.2).
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Hodrotpikodg minBucuog

H acpddeia kot anoteAespotikotnto Tov Lyrica og moudid niikiog kdto tov 12 e1dv Kot og eproug
(mAkiog 12-17 etadv) dev €xet amoderyBel. Ta dbécipa dedopéva TOL VIAPYOLY TPOG TO TAPOV
TEPLYPAPOVTUL OTIS TAPOYPAPoVg 4.8, 5.1 ko 5.2, addhd dev umopohv va, Yivouv GUGTAGELG Y10, TN
docoroyia.

Hluxwiopévol
Ye nukiopévoug acbeveic pmopel va ypelaotel peimon g 600MG TS TPEYKAUTAATVNG, AGY®
LE®UEVNG VEPPIKNG Asttovpyiag (BA. Tapdypapo 5.2).

Tpomog yopnynong

To Lyrica umopei va Aapupdaveral pe 1 yopic tpoen.

To Lyrica givot yio. xpior 06 T0V GTOUATOG LOVO.

Mo Sofadpopévn cuptyya yio xpron amd tov otopotog Kot évag [lpocappoyéag chpiyyag
dwotifevtan e TO TPOTOV.

BA. mapdypapo 6.6 yio TANPOQOpieg OYETIKES LLE TN XOPNYNOT).

4.3 Avrevosigeg

YrepevoioOnoia ot pacTiki ovcio 1 6€ KATOW0 and T EKS0Y0 TOV AVUPEPOVTOL GTIV TAPAYPOPO
6.1.

4.4 E1dwkég TPoEtdomo6EIS Kot TPOPVAAEELS KATA T1) Yprion

Awpntikoi acbeveig

ZOUQ®Va [LE TNV 16YV0VoH KAVIKT TPOKTIKY, Optopévol dtafntikol acbeveic, mov naipvovy Bapog
Katd tn Oepameio pe TpeyKaUTOAivY, UTOPEL VO YPELOGTOLY PHOLOT TOV VTOYAVKOUIK®OV TOVG
QOPUOKEVTIKMV TPOIOVTOV.

Avtidpdoeic vrepevasbnoiog

Amo v amoktnOeioa gumepio HETA TNV KUKAOQOPIN TOL PAPUAKOL OTNV ayopd £xouv VIapEet
avapopég avtidpdoemv vepgvatcinciog, copunepAapPavouéveoy TEPITTOcE®V oyyeloodnuatoc. H
TPEYKOUTaAIvY B TPETEL VO SIOKOTTETOL AUECHS, OV ELPAVIGOOVV CUUTTOUATO CYYELO01O LATOG,
OGS OO A TPOCHTOV, TEPIGTOUATIKNG TEPLOYNG N AVAOTEPOV AVOTVEVGTIKOV.

Z4&An, vmvnMa, ondAE0 GLVEIONONG, GVYYVOT KOl EXNPEACLLEVT) S10VONTIKT KOTAGTOOM

H Bepancio pe npeykopumaiivn £xel cuoyetiotel pe {aAn kot vvnAia, Tov PTopEl Vo avERGOVY TV
mOAVOTNTO TPAVUATICUOD amd aTOYN LA (TTACT) 6TOVG NAKI®pPEVOLS. Exouy vrtdpEet eniong
AVAPOPEG AMMAELNG GUVEIONONG, GVYYVOTG KOl EXNPEACLEVIG SLOVONTIKNG KATAGTUONG LETE TNV
KuKAoPopia ToL TPOIOVTOG 6TV aryopd. g €K TOVTOV, 6TOVG acbevelg Tpémet va diveTatl GLUPOVAN va.
elvar mpooekTikol pEyPL va e£0KeEIBOVV e TIC TIBAVEG aVTIOPACELS TOV UTOPEL VOl £XOVV GTO
QOPLOKEVTIKO TPOTIOV.

AVTIOpaoElc oYETIKES e TNV OpaoT)

e eleyyopeveg Sokuég, o peyodlvtepn avaioyio acfevav mov eldpPavay Beponeia pe
npeyKoumaAivn avépepay Bapfog 6paong, and 6Tt acbeveic mov ehdpuPavay Bepaneia pe gKoviKd
(APLLOKO, TO OTTOT0 ATESPOLE OTIV TAELOYN (IO TOV TEPIGTATIKMV, UE TN GLVEYLOT TNG YOPTYNONGS.
211c KMvVIKEG pHeAETeG oTIG omoieg deENyOnie oOAALOAOYIKOG EAEYYOGC, 1| CLYVOTNTO ELPAVIONS
peimong g onTIkng 0&EVTNTOG Kot HETOPOADY TOL OTTTIKOV TESTIOV TaV peyaAvTePT o8 aoBeveig Tov
erapPovay Bepameio pe Tpeykopumaiivn, and 61t o€ acbeveic mov ehduPavav Bepaneio pe gkovikd
eappaxo. H cuyvotnta gppdvionc fubockonik®mv HeTafoAdv ftav peyolutepn oe acdeveig Tov
edapPovay Bepameio pe eucovikd edpuoxo (PA. mapdypago 5.1).

2V anoktnbeica gumelpia HeTd TV KVKAOQOPIK TOV PAPUAKOL GTNV oyopd, £xovv avapepbel emiong
OMTIKEG AVETIOVUNTEG EVEPYELEG, CUUTEPIAAUPOVOUEVIG TNG OTAOAELNG OpaoNS, TOV BApufovg Opacng
A OV HETAPOADY TNG OTTIKNG 0EVTNTAG, Ol TEPIGGOTEPES EK TOV ONOIMV TV Tapodikés. H drakonn
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NG TPEYKAUTAAIVIG UTOPEL vaL £XEL MG AMOTEALEGHLA TV ATOdPOUN 1] TN PEATI®ON AVTAOV TOV ONTIKOV
GUUTTOUATOV.

Neoppw avendpkeio
"Exouv avapephel TepImTOGCELG VEPPIKNG AVETAPKELOS, KOl GE KATOEG TEPITTMOELS LE TT) OOKOTT TNG
TPEYKOAUTAAIVIG EYEL TOPOVCLACTEL AVAGTPOPN QLTS TNG AVETBVUNTNG EVEPYELNG.

Al0KOT) GUYYOPNYOVUEVAV OVIL-ETMANTTIKAOV QUPUOKEVTIKAOV TPOIOVI®MV

Agv vrdpyovv emOPK GTOLYEIN Y10l TNV SIOKOTT] GUYYOPNYOOUEVAOV AVTI-ETIANTTIKOV QUPUOKEVTIKOV
TPOIOVTOV, OOTE, OTAV £)EL EMTEVYDEL 0 EAEYYOC TOV CTOCUMY LE TNV TPEYKAUTAAIVT ©G
cuoumAnpouatikny Bepaneia, va diveton 1 Tpeykapmaiivny og povobepamneia.

2TEPNTIKA CUURTAOLOTO

Metd amd Srakonn Ppoayvypoviag Kot pokpoypoviag Bepomeiog pe mpeyKapmaivn, £xovv mapatnpnoel
OTEPNTIKA CUUTTMOUATO G PePIKoVS acbevels. 'Exovv avapepbel to mapakdto: admvia, kepalolyia,
vavTia, Gyyog, S1dppota, YPITAMOES GUVOPOLO, VEVPIKOTNTO, KATAOAIYN, GAY0G, OTAGUOG,
vrepdpmaoia kot {aAn, ta omoia vrodnAmvouy copatikn e&aptnon. O acbevig Ba npénet va
EVNLEPOVETAL Y10 ALTA KT TNV €vapén g Bepamneiog.

Yrocpol, copmeptiapavopuévou tov status epilepticus Kol TOV GTAGUOV YEVIKEDUEVNG ETANYIAG,
umopel va eueavicBoiV Kotd T SLAPKELN YPNONG TNG TPEYKAUTOAIVIG 1] GOVIOUA UETA TN SIOKOT TNG
TPEYKOUTOATVG.

Avopopikd pe T dtoKomn pokpoypoviag Bepaneiog e TpeyKaumaiiv, Ta Se50UEVA VTOJELKVOOVY OTL
1N GLYVOTNTA EUPAVIOTG KAl 1) fapOTNTO TOV GTEPNTIKOV COUTTOUATOV UTOpPEl va ival
00G0eEAPTMUEVEG.

2VUQOPNTIKT) KOPIIOKT) OVETAPKELL

Metd Vv KuKAo@opio TOV PAPUAKOL TNV ayopd, £XOVV VTLAPEEL AVAPOPEG CLUPOPNTIKNG KOPIIOKNG
OVEMAPKELNG, G€ KATOL0VG 0oDeVELG OV eAdpPovay TPeyKAUTaAivY). AVTEC O1 AVOPOPES
TOPOTNPOVVTAL KUPIWG G€ NAIKIOUEVOLS 00OEVELG e KapdlaoyYELoKE TPOPAN LT, KATA T d1dpKELN
Oepamneiog pe mpeykapmaiivn yio pio and Tig vevporadntucég g evdeitels. H mpeykapmoiivny o
TPETEL VO, YPTCLULOTOIEITOL LUE TPOGOYN GE ALTOVG TOVG aobeveic. Me T S1OKOTN TNG TPEYKAUTAATVIG
umopel va omodpdpel avt 1 avtidopao.

Ogpameio TOV KEVIPIKOL VEVPOTOONTIKOL TOVOL Adym BAABNG TOL VOTINIOL PUEAOD

21 Bepameio TOL KEVIPIKOL vELPOTAONTIKOD TOVOL AOY® PAAPNG TOL VOTIioV puedoD giye avEndel
YEVIK®OG 1) GLYVOTNTO ELPAVIONG TOV AVETBOUNTOV EVEPYELDV, Ol AVETIOOUNTEG EVEPYELEG TOV
KEVTPIKOD VEVPIKOD GUGTNHOTOG Kot EIOTKOTEPQ 1] LITVNALL. AVTO pmopel vo amodobel oe pia
00po1oTiKn Opdon e&0ITIOG TV CUYYOPTYOVUEV®V QUPUOKEVTIKAOV TPOIOVI®V (T.)Y. QUPHOKO KOTA
NG OMACTIKOTNTAG) OV XPEGLovVTaL Yio otV TNV Katdotact. To yeyovoc avtd Oa mpémel va
Aoppavetal vTOYIY GTOV GUVTAYOYPOPEITAL 1] TPEYKOUTAAIVT GE QUTHV TNV KOTAGTOON.

AvToxToviKdg 1000 1LOC KO OVTOKTOVIKT] CUUTEPLPOPA.

AVTOKTOVIKOG 100G UOG KO OVTOKTOVIKT GUUTEPLPOPE £xovv avapepbel o acbeveig vId aywyn pe
OVTIETANTTIKG QappoKa Yo S1dpopeg evdeiEelg. Mo Heta-avaAvLoT TOV TUYOLOTOUEVOV
ELEYYOLEVOV LLE EIKOVIKO QAPUOKO HEAETAOV OVTIETIANTTIKOV QOPUAK®V EXEL eMiong deiet pkpn
avENomn Tov KvdHvou EKONAMONG VTOKTOVIKOD 10€0GHOD KOl GVTOKTOVIKNG CUUTEPLPOPAS. O
UNYOVIGHOG avATTUENG VTOD TOL KIVOUVOL deV €ivatl YvoTog Kot To dtabécipa dedopéva dev
amokAgiovy TV THAVOTNTA EPEAVIONG ALENUEVOL KIVOUVOL LE TNV TPEYKOUTOAIVT).

Kotd ovvénela, ov acBeveig mpénet vo mopakoAovBodvTal Yo CUUTTAOUATO AVTOKTOVIKOD 10E0GHOD
KOl CUTOKTOVIK®OV CUUTEPIPOPDV Kol VO EQAPUOCETAL 1) KATAAANAN Ogpameia. ZuViGTATAL GTOVG
aocBeveig (kat o€ avTovg IOV TOLG PPOVTILOoVV) VO avalnNTobV WTPIKN GLUPOVAT, GE TEPINTOON
EUPAVIONG CUUTTOUATMV VTOKTOVIKOD 10€0GHOD 1] CVTOKTOVIKNG GUUTEPLPOPAS.
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Mewwpévn Ae1Tovpyio TOV KATMOTEPOL YOGTPEVIEPIKOD COANVAL

Y épyovv avapopég TEPIGTATIKMY, PETA TNV KUKAOPOPI TOV TPOTOVTOG GTNV 0yopd, GYXETILOUEV LE
LELMUEVT] AEITOVPYIO TOV KATMTEPOL YAGTPEVIEPIKOD COANVA (T.Y. EVIEPIKY] OTOQPAEN, TAPAAVTIKOG
€1AEAC, OVOKOIMOTNTA), LETA OO GUYYXOPNYNOT TG TPEYKAUTOAIVIG UE PAPLOKO TOV EVOEYETAL VAL
TPOKUAEGOVV SVGKOIALOTITA, OTTMG TO OTOEWN avaAYNTIKA. OTav 1 TPEYKOUTAATVY] Kol OTLOEON
yopnynBovv pali, 0o mpénet va Aapfdavovtal LETPa KOTA TNG SVOKOIAMOTNTOG (1O10HTEPO GE YUVAIKEG
acfeveig Kol NAIKIOUEVOLC).

Tavtdypovn ypnon pe omoeLdn

2VVIGTATOL TPOCOYN KOTA TN GLVTAYOYPAPTON TPEYKUUTUAVNG TAVTOYPOVE LLE OTIOELN, AOY® TOV
Kvouvou kataotolng Tov KN (BA. mapdypao 4.5). Xe pia pedétn aobevav-poptopmy ypnoTov
omoEW MV, eKeivol ol acbeveic mov Ehafav mpeyKaumaiivy TOLTOYPOVA LE £V OTIOELDEG TOPOVGIUTOY
avENpévo Kivouvo Bavatov mov oyeTiCeTol e To OMLOELST] GUYKPLTIKG LE TN XPTOT HOVO OTIOEWOMV
(otabiopévog Adyog copmAnpopatikov Tiavotitev [adjusted odds ratio - aOR], 1,68 [95% CI,

1,19 — 2,36]). Avtdc o avénuévog kivouvog mapatnpndnie o youniés 606E1G TPEYKANTOAIVIG

(<300 mg, aOR 1,52 [95% CI, 1,04 — 2,22]) ko1 vnpye 1 Téon Yo LeYaAVTEPO KivOuVo GE
vyYNAdTEPEG doaoelg mpeykaumorivig (> 300 mg, aOR 2,51 [95% CI 1,24 — 5,06]).

AxatdAinin ypnon, mbavotnrta Katdypnong 1 eEdptnon

"Exovv avaeephel mepiototicd akaTtdAANANG Xp1ong, KaTdypnong kot eEdptnong. Oa mpénet va, divetan
TPOcoyN o€ 0oOEVEIG e 10TOPIKO KATAYPTONG OVCLDV Kot 0 0.oBevig Ba mpémet va mapakoiovdeitat
Y10 CUUTTOUOTO OKATAAANANG YpoNG, Katdypnong 1 eE4ptnong omd v mpeykapmoiivn (€xovv
avapepbel TepUTTOoELS avATTLENG OVOYNS, AVENONG TNG OGNS, CUUTEPLPOPES EMBIMENG EVPEDTG
(OPUAKOV).

EykepalondBeia
"Exovv avaeeplel mepiotatind eykepaionddeiag, kKuping oe acheveic [Le VTOKEIIEVEG KOTAOTAGELS
OV UTOPEL VO TPOKOAEGOVY EYKEPAAOTAOELL.

"Exdoya mov umopei va TpokoAiécovy aArepyikKés avTdpdoelg
To noéoyo didivpo LYRICA nepiéyet mapaidpo&uPevioikd pebuiestépa kot mopadopo&uPevioicod
0&£0G TPOTLAESTEPQ., TOV UTOPEL VO TPOKOAEGOVV AAAEPYIKEG avTIOpAcElS (MBavdg KaBvoTtepnuéva).

4.5 Almiemopdocers pe Grhho QUPROKEVTIKG TPOIOVTO Ko GAheg popPEéc aiiniemiopacng

H mpeyxopmaiivn, dev givarl mBavo va TpoKaAEGEL 1] VO VTOGTEL POPUOKOKIVITIKEG OAANAETIOPACELS,
kaOdg anekkpivetal kKupimg AUETAPANTN oTO 0VPA, VEIoTATOL ACTIHOVTO HeTafoAoUd GTOV AvOp®TOo
(< 2% g 660MG avaktOnke ota 0Opa MG LETAPOAITES), OEV AVOCTEAAEL TO LETOAPOAGHO TOV
QOPUAK®OV in Vitro Kol gV GUVOEETOL LUE TIG TPAOTEIVEG TOL TAACUATOG,

In vivo peléteg Kol QopuoKoKvn Tk ovéivon oeg deiypo minbvopon

Kotd ovvénela, og peléteg in vivo, dev mapatnpninkov kKAvikd o&l0onUEITES POPLOKOKIVITIKESG
oAANAETIOPACELG PeTAED TNG TPEYKAUTOATVNG KO TG PAVLTOIVNG, TG KapPapalenivig, Tov
BaAmpoikov 0&E0C, TG AAHOTPLYIVIG, TNG YKAUTOTEVTIVIG, TNG AOPALlEMAUNG, TS 0ELVK®AOVNG M TNG
oaBavoAng.

Ddappokokivntikny avdivon og deiypa TANBvoUov £6€1EE OTL TOL OO TOL GTOUATOG OVTIOIPN TG, TOL
SOLPNTIKA, 1] VGOVAIVT, N PavOPapPLTdin, N TIYKAUTIVI] KOL 1] TOTIPOUATN OV Elyay KAVIKA
ONUOVTIKT dpAct TNV KABopoN TNG TPEYKAUTAAIVNG.

Ao TV 6TONOTOC OVTIGVAMTTIKG, VopoBioTepdvn Kav) arfuvuloloTpadidin

H cvyyopnynon g mpeyKapumaiivng Le To 0O TOL GTOUATOG OVTICVAANTTIKA VopaidioTepdvn Kov
010VVLAOIGTPASIOAT eV emnPedLEL T POPLOKOKIVNTIKY O 6TAOEPOTOMUEVT] KATAGTOOT), KOULAS Ot
T1G dVO OVOiES.

DappokevTikd Tpoidvta Tov exNnpedlovy T0 KEVIPIKO VEVPIKO GUGTNLO
H mpeyxopmarivn mbavov va evieyvoet ) dpdon g abBavorng Kot g Aopalemdung.
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2tV amoktndeico gumelpio LeTd TNV KLKAOPOPIQ TOV PAUPUAKOV GTIV 0YOPd, VTLAPYOVY AVOPOPES
OVOTTVELOTIKNG OVETAPKELNS, KOUATOG Kot Bavdtov o€ acbeveic o1 omoiol Aappdvovy mpeykapmoiivn
Ko OTTLOEWY] KoM GAAD POPUOKEVTIKA TPOTOVTO KOTAGTOANG TOV KEVIPIKOV VELPIKOV GUCTILATOG
(KNX). H mpeyxopmaiivn eaivetor 6Tt dpa afpototikd ent tng 0pacng TG 0EuK®OOVNG GTNV EKTTOO)
NG VONTIKNG KOl TG GUVOAMKNG KIVITIKNG AEITOLPYiag.

AMNAeMOPACELS KO NAKIOUEVOL
Agv &pouvv dteEayDel e101kéEG LEAETEC POPUAKOSVVOUIKNG OAANAETIOpaoN G 68 NAKIOUEVOLG eBehOVTEC.
Meléteg alnAenidpaong £xovv degoybel udvo oe eviAiKec.

4.6 Tovipéotra, KONON KO Yohovyia

luvaikec og avanapaywyikn nAkio/AviicOAAN YN 6& GVIPES KO YOVOITKES
Kobmg o evdeydpevos kivouvog yio tov avBpwno givar dyvwotoc, Ba tpémet va Aappdvovton
OTOTEAECUATIKG PETPO OVTICVAANYNG OO YUVOIKES GE CVOTAPOY @YK ALK,

Kinon
Agv vrdpyovv emapkn 6edoUEVA VIOl TV XPNON TNG TPEYKAUTOAIVIG G £YKVEG YUVOIKEC.

Meléteg og melpopatolma 0150V TOEIKOTNTA TNV AVATOPAy®YIKY tkavotnta (PA. mopdypapo 5.3).
O evdgyopevog Kivouvog yia tov dvBpmmo gival dyvooTog.

To Lyrica dev mpémnet vo. xpnoiomoteitat Katd T S14pKeLd TG EYKLUOGUVNG EKTOG EAV EIVOL CAPDG
amopoaitnTo (€6v To 6QEAOG Yol TN UNTEPE VIEPKAADTTEL GOPOG TOLG THOVOVS KIVOLVOLG Yo TO

uppo).

OnAaouodg

H mpeyxapmarivn arekikpivetor 6to untpukod yora (BA. mapdypapo 5.3). H enidpoon trng
TpeYKaUTaAivng ota veoyvd/Ppéen eivar dyvmaortn. Ilpénel va amopaciotel edv Ba dtakonei o
Onraopog 1 Ba dwokomel n Oepameia pe Tpeykapmorivn, Aapfdavovtag veoyn 10 6PeLOG TOV ONAAGLOD
Yo To Todi Kot To 6pehog g Oepameiag yio Tn yovaika.

Tovomo
Agv vrdpyovv KAMVIKA 0E00UEVA GYETIKA LE TIC EMOPACEL TNG TPEYKAUTOAIVIG OTY| YOVOIKELQ

YOVILOTNTOL.

e pio kKhvikn dokiun yuo v a&loAdynon g EnidpaoNg TG TPEYKAUTAAVNG OTIV KIVITIKOTNTA TOV
OTEPLATOC, VY Appeva dTopa eKTEBMKOY 0TV TpeyKapmoiivy, o pia 66om tov 600 mg/muépa.
Metd and 3 pqveg Bepamneiog, dgv vANPYAY ETOPACELG GTNV KIVNTIKOTNTO TOV GTEPUATOG,

Mia pedétn yovipdmntog e OnAvkovg apovpaiovg £xet dei&et avemBounteg emdpdoelg otnv
avamopoywyn. MeAETec YOVILOTNTAG GE OPCEVIKOVG apovpaiovg £xovv dei&et avemBounteg
eMOPAoEIS TNV avamapaymyn Kot v avdmtuén. H khivikn onuoacio autdv tov supnudtov gival
ayvoot (BA. mapdypaeo 5.3).

4.7 Emdpaosig 6NV IKEVOTITO 001]Y101)G KOl (EPIGHOV POV LATOV

To Lyrica umopei va £xet pukpn 1 HETPLAL ETXIOPAGCT] OTNV IKAVOTNTO OONYNOTG KOl XEPIGLOV
punyovnudtwv. To Lyrica pmopel va mpokaréost (AN kot bTvnAin Kol ETOUEVOC, UTOPEL Vo ETNPEACEL
TNV IKAVOTNTO 001NYNONG KO YEPIGHOD UNYovnudT®y. Xtoug acbeveig mpémetl va divetal cupfovin va
UMV 00MyouV, vo, pun xepilovton ToAOTAOK Uy OV AT KOl VO NV TOipVOUV HEPOG GE EVOEYOUEVMG
EMKIVOLVEG SPACTNPLOTNTES, LEXPL VA YIVEL YVOOTO EAV AVTO TO PAPUOKEVTIKO TPOiOV emnpedlel TNV
KAVOTNTA TOVG VO EKTEAOVV AUTEG TIG OPOOTIPIOTNTEG.
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4.8 AvemOOunteg evépysieg

210 KAMVIKO TPOYPOUO TG TPEYKAUTAAIVIG cLppeTElaY Thve amd 8.900 acbeveig mov e&etébnoav
TNV TPEYKOUTOAIVN, €K T®V OToiwV TAv® omtd 5.600 cvppeteiyav oe SUTAG-TOPALC LEAETEG,
ereyYOUeveS e elkovikd apuako. Ot o cuyvd avapepopeveg avemBounteg evépyeleg tav {aAn kot
vvnAia. Ot avemBounteg evépyeleg Ntav cuvibg NTag Emg HETpog Papdtntag. e OAES TIg
eleyyopeves HEAETEG, TOL TOCOGTA SlokomnG AOY® avemBountwov evepystdv NTav 12% yio acbeveig
nov AdpPovay mpeykapumaiivn kot 5% yuo acBeveic mov Adppavay eikovikd eappako. Ot o cuyvég
AVETBOUNTEG EVEPYEIEG TOL 0O YOVCAV GE OlOKOTH TG Bepaneiog e mpeykapumaiiviy rav n {ain Kot
1 vavnia.

Oleg o1 avemBounteg eVEPYEIEG TOL TAPOVGLACHNKAV GE TOGOGTO LEYUADTEPO GO OVTO TOV
EIKOVIKOD QOPUAKOV KOl OE TEPIOCTOTEPOVS TOV £VOG acbeveic, Teptiapfdvovtol otov wivakoe 2 Tov
axolovbei Katd katnyopia kot cuyvotnta (ToAD cuyvég (= 1/10), cuyvég (= 1/100 ¢wg < 1/10), oyt
ouyvéc (> 1/1.000 émg < 1/100), omavieg (= 1/10.000 éwg < 1/1.000), Told omdvieg (< 1/10.000), un
Yvootég (dev pmopovv va extiunovv pe faon ta dabécipa dedopéva)). Evtog ke katnyopiog
CLYVOTNTOG EPPAVIONG, OL AVETBVUNTEG EVEPYELEG TTapaTiBevTat Katd pbivovoa oepd cofapdtnrag.

Ot avemBounteg evépyeleg mov mePLypaPovTal, Umopel emiong va oyxetilovial Le TV VTOKEINEVT] VOGO
KOU/1| TO GUYYXOPNYOVUEVO POPUAKEVTIKA TPOIOVTA.

¥t Bepameio TOL KEVIPIKOV veLPOTaONTIKOD TOVOL g&ottiog PAAPNG TOL VOTIOIOL HVEAOD giye
avENOel YEVIKAOG 1 cLYVOTNTO ELPAVIONG TOV AVETIBOUNTOV EVEPYELDV, 0L AVETIOOUNTEG EVEPYELEG TOV

KN kot e1dwcotepa n vavniio (BA. Tapdypago 4.4).

Emunpdobetec avtidpdoeig mov avaeépOnkav amd v amoktndeico eumelpio petd v KukAopopia
TOV QUPUAKOV GTNV ayopd, cupmeptAapPdvoviot pe TAAYe YPAULOTO, GTOV TOPOKAT® TIVOKCL.

Mivaxag 2. AvemOopnteg Evépyeieg mng peykapmarivig

Katnyopia/Opyaviké AvemO@dunreg Evépyereg @appaxov

Tootnuo

AOPAEELS KU1 TAPUCITMOCELS

2oyvég Pwoopapuyyitida

AWTOpayES TOV GIHOTOUTIKOD KOl TOV AEUQPIKOV GUGTINOTOS

Oy ovyvég Ovdetepomevia

AWTAPaYES TOV VOGOTON|TIKOV GUGTILATOS

Oy ovyvég YrepevouaOnoia

Xravieg Ayyeiooionua, allepyikn avridpoon

Awtapayés Tov petapforiopod ko g Opéyng

Zoyvég Opeln avénpévn

Oy ovyvég Avope&ia, vroylvkopio

Yoyrarpikéc Awotapayés

Zoyveg Evopopikn cuvarsbnuotikn 8160eon, obyyvon, evepebiototnta,
OTOTPOGAVOTOAGHOG, ADTVIO, LELMUEVT] YEVETNIOLO OPUT|

Oy ovyvég YevdaicOnon, kpion mavikov, avnovyia, di€yepor, Katddiwym,
kataflmtikn 6160gomn, eEnpuévn cvvaicOnuatikn dudbeon,
emfetikoTnTa, SIKVIAVGELS TNG cuvalsOnuaTKig dtdbeong,
OTOTPOCMTONOINGT, SVGKOAIN avaKANnoNg AéEemv, droTapayHéva
ovelpa, avEnuévn YEVETHOLO 0PI, VOpYOoHia, amadsio

Zrdvieg Apon avaoToANG

AWTapay£S TOL VEVPIKOV CUGTI|LATOS

[ToAd ouyvég Z4&An, vrvnMa, kepaAaiyio
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Katnyopia/Opyavké AvemOdunreg Evépyareg @appaxov

Tootnuo

Zoyveg Arta&ia, un eucloAoyikdg GLVTOVIGUOS, TPOUOG, dvcapbpia,
apvnoio, EXNPEAGUEVT] LVILT, S10TAPOYT OTIV TPOCOYN,
napoicdnoia, vrocdnoin, KaTacoToAn, Slotapayn TNG LIGOPPOTiaG,
Abapyog

Oyt ovyvég Yvykomn, AMBopyos, LOOKAMVOC, ATMAEI0 GOVEIONTHG,
YOYOKIVITIKN VIEPKIVNTIKOTNTA, duokvnoia, (AN BEong, TpOLOg
KT TIG EKOVOIEG KIVIIOELS, VOOTAYHOG, VONTIKY dlaTapoyn,
EMNPEQTUEVY OLOVONTIKY KOATAOTOOH, OL0TOPOYN AOYOV, EAATTMON
OVTOVOKAQGTIKOV, vtepacOnaio, aicOnon kavcov, ayevaia,
aloOnua Kaxovyiog

Zrdvieg 2raouol, Toposio, VTOKIVNGio, SOVGYPAPiL

O0¢0aipikég Swatapayég

Zoyvég Opaon Baumrn, duthomio

Oy ovyvég AndAEL0 TEPLPEPTKNG OPUCT|C, OTTTIKT dlaTapayr], 01010l TOV

0QOuALOD, EALENO GTO OTTTUKG TIESTOL, OTTTIKT] OEVTNTO LELMUEVT,
évog 1oL 0PBaApoV, acbevomia, potoyia, Enpoedaiyia,
daKpLPPOLL, AVENUEVT, EpEOIGHOG TOL 0POUALOD

Zrdvieg Anwiero opaong, KepoTitido, OPUCT KOTA TNV OO0 To OVTIKEIEVA
Qaivovtol TOAOVTELOUEVD, ALOIWUEVT] OTTTIKY AVTIAYT] TOVL
Babovg, podpiacmn, otpaPiopds, Aaumov PAEULA

AwTapayés Tov OTOS Kot 1oV Aafupiviov

Zoyvég TAvyyog

Oy ovyvég Yrepaxoio

Kapowukéc dowatapayés

Oy ovyvég Tayvkapdio, KOATOKOIMOKOS OTOKAEIGUOC TP®TOV Pabpo,
phePoropuficn Ppadvkopdio, coupopnTIK) KOPOI0KN OVETOPKELQ

Xravieg Hopdraon diaotipozos OT, phePorxopufikn Tayvkapdia,
eAgPoropfikn appuduio

Ayyewokéc dratapayég

Oy ovyvég Ynotaon, vaéptact, eEAVELS, £y, TEPLPEPIKT Yoy pOTNTO

AWTAPAYES TOV AVATVEVGTIKOD GUOTI|LATOS, TOV ODpaKa Kot Tov pecodmpakiov

Oy ovyvég Avonvoia, eniotadn, Pryog, pvikn cuueopnor, pvitida,
POYXAANTO, ENPOTNTa PLvIKoL PAEVVOYOVOL

Xrhvieg Ivevpoviko oionuo, cuoELykTikd aicOnua Aapod

AWTaPaYES TOV YUGTPEVTEPIKOD GLOTILATOG

Zoyvég "Epetog, vavtia, 5uoKotMOTNTA, didppoia, HETE®PIOUOC, SLITAOT
g Kowkiag, Enpootopio

Oy ovyvég loaotpooisoayikn TOAVOPOUNOT|, VIEPEKKPLIOT GLEAOV,
vroeOnoio otoHATOG

Xrhvieg Aoxkitng, Taykpeatitda, oidyua yAwooag, Suceayia

AWTapay£S TOL NTATOS KAl TOV JOANQOp®V

Oy ovyvég Avénuéva nratikd Eviopo®

Zrdvieg Tktepog

IToAV omdivieg Hratum averdpkela, nrotition

AWTapayES TOL OEPNATOS KAL TOV VTOOOPLOV 1GTOV

Oy ovyvég E&GvOnpa Protidddeg, kvidmon vrepdpwaiol, KvHouos

Xravieg 2vvopouo Stevens Johnson, KpHog 10pdTaG

AWTAPaYES TOV HVOGKELETIKOD GUGTI|LATOG KOl TOV GUVOETIKOV 16TOV

2oyvég Mvikn kpduma, opOpadryia, oceualyic, TOVOG G€ AKPO, OLYEVIKOC
onacpog

Oy ovyvég Adykmon apBpwong, poaiyia, LUikéEg OECOMOELS, ovyeVaLyia,
LLiKY| dvokapyio

Xrhvieg PaBdopvorvon

AWTAPaYES TOV VEQPOV KUl TOV 0VPOPOPOV 00DV
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Katnyopia/Opyavké AvemOdunreg Evépyareg @appaxov

Tootnuo

Oy ovyvég Axpatelo 00pov, Sucovpia

Xravieg Neppikn avendpkela, oAtyovpia, Katarkpdtyon ovpwy

AWTOPaYES TOV AVATAPAYDYIKOD GCVGTI|LATOS KUL TOV LAGTOV

Zoyvécg Ytutikn SvcAertovpyia

Oy ovyvég Ye&ovolkn dvchettovpyio, KaOVGTEPTON EKOTEPLATIONG,
duounvoppota, Lactoduvia

Zrdvieg Apnvoppota, £KKplon pootol, avénor tov peyéboug Tov pHooTov,
YovouKouoaotio

Ievikég draTapayés Kol KOTAGTAGELS TG 000D LOPNYNONS

Xoyvég Oidnua meppepikod, oidnpa, PASIGHO U1 PVGLIOA0YIKO, TTOOT),
aicOnon pédng, aicOnon un eucloroyiky, KOT®ON

Oy ovyvég Ievikevpévo oidnua, oidnuo mpoowmov, aichnua cOPYENG TOL
Ompaxka, dAyog, mopeia, diya, piyn, eacbévion

Hopaxivikég eetaoerg

Zoyvég Yopatikod Bapog avénuévo

Oy ovyvég Kpeatwvopmopoxivion aipotog avénpévn, yAvkoln aipotog
AVENUEVT, APOUOG ALUOTETAAI®V PELOUEVOC, KPEATIVIVT QiOTOG
aVENUEVN, KAMO aiplaTog HEIWHEVO, COUATIKO BApOg LEt®UEVO

Xrdvieg Ap1Opog AEVKOKLTTAPOV PUEIMUEVOG

* Apwvotpavopepdon tng oravivig avénpévn (ALT) kot acmaptikn apwvotpavepepdon avénpévn (AST).

Metd amd drakonn Ppayvypoviag kot pokpoypoviag Bepamneiog pe TpeyKapmaAivn, £xovv mapatnpnoel
OTEPNTIKA CUUTTMOUATO G PePIKoS aobevels. 'Exyovv avapepbel to mopakdto: admvia, kepalodlyia,
vavTia, dyyog, o1dppota, YPITA®OES GUVOPOLO, CTAGHOL, VELPIKOTNTA, KOTAOAWYT, dAYOG,
vrepdpmaoia kot (AN, Ta omoia vrodnAimvovy copatikn e&dptnon. O acbevig Ba npénet va
EVNLEPOVETAL Y10 AVTA KT TV évapén g Bepamneiog.

Avopopikd pe T dtoKomn pakpoypoviag Bepaneiog e TpeyKaumaiivn, Ta Se50UEVO VTOSELKVOOVY OTL
1N GLYVOTNTO EUPAVIOTG KO 1] GOPaPOTNTA TOV CTEPNTIKMV CUUTTOUATOV UTOPEL v, Etval
00C0eEAPTMOUEVEG.

Hodratpikodg Tinbucuog

To mpoeik acealelng TG TPEYKAUTAAIVNG TOL TapaTNPNONKE GE TE00EPIG TUOUTPIKEG LEAETES OF
acleveig e eoTiokég EMANTTIKEG Kpioelg e 1 yopic devtepoyevn yevikevon (LEAETN
OTOTELECLATIKOTNTOG KOl aopaAelog owdpkelag 12 gfdopddwv oe acbeveig nhciog 4 €wg 16 eTmv,
n=295, HEAETN AMOTELECUATIKOTNTOG KO 0oPAAElag Sidpkelag 14 nuepdv og acBeveig nAtkiog

1 unvog Emg KaTm TV 4 €TOV, n=175, HEAETN QUPUOKOKIVITIKNG Kol LEAETN AVEKTIKOTNTAG, =65 Kol
1 €10VG, AVOIKTNG EMICTLOVOTG, LETA TN HEAETN ac@dAElng, n=54) TaV TAPOUOLO0 LLE AVTO TOL
napatnpnonke otig peréteg evnhikwv acbevav pe emanyio. Ot mo ovyvég avembBOuNTe EvEpyeLeg
7ov mapatnpnOnKay otn pekétn 12 efdopddwv pe ) Bepaneia pe TpeyKapumaiivn oy vavniia,
nmope&ia, LolLmEn TOV AVOTEPOV AVOTVEVGTIKOD CLUGTIHOTOC, OpeEN avENUEVT, cONOTIKO Bdpog
avENpEVo Kat pvoeopvyyitda. Ot mo cvyvég avemBOunNTeg vEPYELES TOV TOpATPHONKAV GTN
peAétn 14 nuepdv pe tn Bepameia e mpeykapmoiivy nrav vavnAic, Aoip®EN TOL AVAOTEPOL
OVATVELGTIKOD cLOTNLOTOG Kot Topesia (PA. mapaypdeovg 4.2, 5.1 kai 5.2).

Avogopd mbavoloyoduevev avemBOunTmv evepyeidv

H avagopd mhavoroyovpevov avemBountmv evepyeldv Hetd amd tn xopnynomn adelog kukiopopiog
TOV QOPUOKEVLTIKOV TPOTOVTOG givatl onpovTikn. Emitpénetl tn cuveyn mopakoiovdnon tng oyxéong
0PEAOVC-KIVOVVOL TOV (POPLAKEVTIKOD TPOIOVTOG. ZNTEITOL OO TOVG EMAYYEAUATIEG TOL TOUED TNG
VYEOVOLUKNG TTEPIBAAYNG VA aVOQEPOVY OTTOIEGONTOTE TOOVOALOYOVUEVEG AVETIOVUNTES EVEPYELEG
HEG® TOL €OVIKOL GLGTNHLLOTOG AVOPOPAG OV avaypdpetal oto [opdptnua V.
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4.9 Ynagpoooolroyia

Ymv amoktnbeica gpmelpio LeTd TV KLKAOPOPIQ TOV PAPUAKOV GTNV Ayopd, Ol Lo GUYVA
OVOPEPOUEVEG AVETBOUNTEG EVEPYELEG, Ol OTTOIES €l TapaTn POl e TNV VITEPOOGOAOYINTNG
TPEYKOUTOAIVNG, CUUTEPLEAGUPAVOY VTTVIALL, GLYYLTIKN KOTAGTAOT], SIEYEPCT] KOl AVIGLYIaL.
AvapépOnkay emiong emANTTIKEG KPIoELS.

Y& OTAVIEC TEPIMTMOGELG, £XOVV avaPePOEl TEPIOTATIKE KONOTOG.

H Bepaneio g vrepdocoroyiog pe TpeyKapmoAivy TPETEL VO TEPIAAUPAVEL TA YEVIKA VITOGTIPIKTIKG
HETPO KO 100C opodoAon, edv eivar arapaitntn (BA. tapdypapo 4.2 [Mivaxog 1).

5. DAPMAKOAOTITKEX IAIOTHTEX

5.1 ®@oappokodvvapIKEG 1O10TTES

Ddappokobepamentikn koTnyopic: AVI-EMANTTUC, GALD QVTI-EMANTTIKG, Kodikoég ATC: NO3AX16

H dpaotikn ovoia mpeykapumaiivn ivol avaioyo tov y-aptvofoutupikov 0&€og [(S)-3-(apvopébui)-
5-peBvre&avoikod o&v].

Mnyovioudg dpaong
H mpeykaumorivn cuvoEeTal og o ETKOVPIKN VITOOUAS (02-0 TPMTEIVN) TOV EVEPYOTOLOVUEVOV
a7to S1LPOPE SVVOUIKOV SOA®V 0GPEGTION GTO KEVIPIKO VELPIKO GUGTN L.

KMvikn omoteAecUOTIKOTNTO KOl 0GQAAEL

NevporaOntiog movog

Amotelecpatikotnta £xet detybel og dokipég yia dtafnrtikn vevpordbeia, pebepmntikn vevpoiyio Kot
BAGPN Tov vortiaiov poehov. H amotelecuatikdtra dev £xet diepeuvnbei oe dAdeg LopPég
vevpomadnTIKoL TOVOU.

H mpeyxopmarivn €xel peremdel oe 10 eheyyodpeves kKhvikég dokipég, diaprelag Emg 13 gfdopddmv
pe docoroyia 600 popég v nuépa (BID) kot dudpketag £mg 8 efdouddwv pe docoroyio TPEIS POPES
v nuépa (TID). Ievikd, ta Tpopid ac@AAelng KOl OTOTEAEGLATIKOTITOS Y10, TO. OOGOAOYIKA GYNLLOTA
BID «ou TID, ftov mapopota.

e KMVIKEG SoKIUES draprelag Emg 12 fOOHAdmVY Yo TOV TEPLPEPIKO KO TOV KEVIPIKO VEVPOTOONTIKO
novo, Helwon Tov Tovov mopatnpninke amo tnv 1" EBdopdda kot dtatnpnbnke Katd tnv d1dpKeid tng
Oepameiog.

e eleyyopeveg KAMVIKEG OOKIUEG GTOV TEPLPEPLKO VELPOTAONTIKO TOVO, 35% TV 00BEVAOV TOL TOVG
xopnynonke mpeykapmorivny kot 18% tov acbevav mov eddupavay eucoviko edpuoko, siyav 50%
Beitiooon oty Babporoyia mdvov. ' Tovg acBeveig mov dev mopovsiacoy vIvNAia, oLt M
Beitioon moapatnpndnke oto 33% twv acBevdv Tov Tovg Yopnynonke npeykaumaiivn kal 18% twv
acBevav mov erdufavay guovikd papuaxo. [a toug acbeveic mov mapovsiacay vIvnAia, To
TOG00TA avtamokpiong frav 48% yio v Tpeykapmoiivn Kot 16% 1o To €1KOVIKO QAPLOKO.

e eleyyopevn KAMVIKN 60K GTOV KEVIPIKO vEVpoTadnTikd movo, 10 22% TV acfevdv 6Tovg
omoiovg yopnyndnke mpeykapumaiivn kot to 7% tev acBevav mov eEAduPoavay EIKoVIKO PAPLOKO,
elyav 50% Peitimon oty Pabdporoyio tovov.

Erilnyio

Souminpopatikny Oepomreio
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H mpeyxapmarivn éxer peretn0el oe 3 eheyyoueveg KAVIKEG dokég dtdpketag 12 efdopddwmv, pe
docoroyia BID 1 TID. I'evikd, ta Tpo@id aoOAAELNG KOl OTOTEAECUATIKOTITOG Y10 TOL HOGOAOYIKA
oynpato BID kou TID, fitav mapodpoa.

Ao v 1" EBSopdda mapatnpnnke pio peimon ot cuyvoTnTe TOV EMANTTIKOV KPIoE®V.

Hodratpikodg minbucuog

H acpdleia kot 1 amoTELECUATIKOTNTO TG TPEYKAUTAUAIVIG OG CUUTANPOUATIKNG Bepameiog Yo TV
emnyio og Tandlotpikong aobeveig nAikiog kato Tov 12 etV kot eprifovg dev Exovv Tekunplwbet.
Ot avemBOuNTeg EVEPYELEG TTOV TTOPATNPNONKOV GE 0L LEAETT) POPUAKOKIVITIKNG KO OVEKTIKOTNTAG,
otnv omoia cuppeteiyav acbeveic nlikiog 3 unvav émg 16 etdv (n=65) pe eMANTTIKEG KPIoELS
E0TIOKNG EvapENG, NTAV TOPOUOLEG LE AVTEG TTOL TTapaTnPNONKay otovug eviAikes. Ta amotedéopato
HoG EAEYYOUEVNG LE EIKOVIKO PAPHOKO UEAETNG OldpKketlog 12 efdouddmv o 295 TaidioTpikong
acBeveig nhkiog 4 €mg 16 €TV Kot oG ELEYXOUEVTG LE EKOVIKO QAPUOKO HEAETNG OEPKELOG

14 nuepav og 175 mondratpiucos acbeveig niikiog 1 punvog €og katw TV 4 eTdv, 1 ool
TPOYLOTOTOMONKE Y1 TNV AEWOAIYNOT TG OMOTEAECUATIKOTITOG KOt TNG AOPAAELNS TNG
TPEYKOAUTAAIVIG (OC CUUTANPOUATIKYG OEpOmeiog Yo TNV AVTIHLETOTION TOV EMANTTIK®OV KPIGEDV
E0TIOKNG EVAPENG KOt UL0G LEAETNG OOPAAELNG OVOIKTIG EMICT|LavVOTG 1 £€TOVg, oTNV omoia
ocvppeteiyav 54 madtatpucol acheveig niikiog 3 unvov €og 16 eTdv pe eminyio, VTOSEIKVOOVY OTL N
nmope&ia Kot 01 AOUMEELG TOL OVATEPOV OVOTVEVCTIKOD GUGTNHATOG TaPpATPNONKAY g avemiBounteg
EVEPYELEG TTO GLYVA GE GUYKPLOT| UE TIG HEAETEC EVAiK®V acBevav pe eminyia (BA. Tapaypdeovg
4.2, 4.8 ko 5.2).

21 ddpketog 12 efdopddwmv eAeyyOUEVNG ILE EIKOVIKO PAPUOKO UEAETN, Ol Toudlatpikol aoBeveig (4
¢wg 16 et@v) xotaveundnikov ot Aqyn npeykaprnaiivng 2,5 mg/kgmuépa (uéyioto, 150 mg/Mmuépa),
npeykoumarivng 10 mg/kg/Mmuépa (né€yioto, 600 mg/muépa) 1 elkovikod eapudikov. To Tocootd TV
acBevav pe tovddyiotov 50% peimon oTig EMANTTIKEG KPIGELG E0TIOKNG Evapéing OTmS cuyKpidnke pe
v évapén frav 40,6% tov acbevov mov Ehafav Oepaneia pe mpeykaumoiivn 10 mg/kgmuépa
(p=0,0068 &vovtt ToV €1KOVIKOD PapIAKOV), 29,1% TtV acBevadv mov Elafav Bepancia pe
npeykopumaAivn 2,5 mg/kg/muépa (p=0.02600 £vovti TOL E1KOVIKOD Qapudicov) kot 22,6% avtdv mov
Ehafav eucoviKo eapuoKo.

2TV eAeyYOUEVT LE EIKOVIKO QapHOKO peAETn didpketog 14 nuepav, modtatpikoi acBeveic (1 unvog
€0¢ KAT® TV 4 £TdV) KoTaveundnikay otn Aqyn tpeykouroiivng 7 mg/kg/Mmuépa, TpeyKopumaiivng
14 mg/kg/muépa 1 eucovikov pappdkov. H gikooitetpdmpn S14pecn cuyvoTnTo ETANTTIKOV KPIoE®V
Katd TV évapén kot Ty tedevtaia exickeyn NTav 4,7 kot 3,8 yo v mpeykapumaiivny 7 mg/kgmuépa,
5,4 xon 1,4 ywo v mpeykapumaiivny 14 mg/kgmuépa kot 2,9 kot 2,3 yio To EIKOVIKO QAPHOKO,
avtiotorya. H mpeyxoumaiivn 14 mg/kg/muépa peimwoe onuaviikd tn AoyoptOpkd PeTacynUOTICHET
CLYVOTNTO EMANTTIKOV KPIGEWDV E0TIOKNG EvapENgG EVavTt TOV glkovikoD eoppakov (p=0,0223). H
npeykoumaAivn 7 mg/kg/muépa dev eppdvice Pektioon og oyéon LE TO EIKOVIKO QAPOKO.

MovoBepaneia (veodioyvoobévieg aobeveic)

H mpeykopmaiivn €xel peretOel og 1 eleyyopevn kKAvikn HeAETN dudpkelag 56 Boopadmv pe
docoioyia BID. H mpeykapumadivn dev enédei&e un-katmTepOTNTO EVAVTL TNG AQUOTPLYIVIIG GOUPOVE
1e 1o TeEMKO onpeio TG amovciog oTacu®y otovg 6 pves. H mpeykopmaiivn kou n Aapotpryivn
TOPOLGINCAY TAPOUOLN, AGPAAELD KOl KUAT OVOYT.

Awtapayn 'evicevpévov Ayyoug

H mpeyxapmarivn Exer peretn0el og 6 eleyyopeveg dokipég diapketag 4-6 fSopadmv, oe pio LeAETN
NAMKIOUEVOV dtdpkelag 8 efdouddmy Kot og pio LakpoypOvie LEAETN TPOANYNG TV VTOTPOTTAOV, LE
Qo SUTAG-TVOAY PACT] TPOANYNG T®V VTOTPOTTMV SIAPKELNG 6 UNVOV.

H avaxobeion anod ta cvuntopato g AIA, 6mwg avtavakidtor otnv Kiipaxo Extipnong tov
Hamilton (HAM-A), topatnpndnke péypt v 1" EBoopdda.
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e eleyyopeveg kKhvikég dokpég (drapketag 4-8 efdopddwv), To 52% twv acbevav mov erdufavoy
npeyKapumaAivn kot to 38% tov acBevav mov eAdufavay Kovikd eappoko Tapovsiocay PeATioon
Katd TovAdyoTov 50% otn cvvoiikn Babporoyia tng HAM-A tov 1ehikol onpeiov, og oyéon |e

aUTHV NG Evopéne.

e eleyyopeveg dokiuég, pio peyodvtepn avaioyio acfevav mov eddpPavoy Beponeio pe
npeyKauTaAivn avépepay Bapfog dpaong, and 6Tt acbeveic mov ehdpupavav Bepaneio pe gkovikd
(APLLOKO, TO OTTOT0 ATESPOLE OTIV TAELOYN QIO TOV TEPICTATIKMY, LE TN GLVEYLION TNG XOPNYNONS.
OpBaAporoyikdc Eleyyog (cupmepthapfavopuévon ehéyyov onTikng o&uTnTag, HeBodikod eAEyyov
om0V mediov Kot fuBookomukcol eAéyyov pe pudpiaon) deénydnke o ave tov 3600 acbevav, ota
mAoiola EAeYYOUEVOV KAVIKOV SOKIUMV. L& aTOVG TOVG 0obeVEig 1 omTIKy 0&VTnTo LEtmOnKE GTO
6,5% tov acbsvov mov ehdupavay Bepameio pe mpeykapmoriviy Kot oto 4,8% TtV aclevadv mov
erdpPovay Bepameio pe eucovikd edppoko. Metaorég oto ontikd medio evromiotnkay oto 12,4%
TV acfevov mov eAdpPavay Oepaneio pe Tpeykapraiivn kot 6to 11,7% t0v acbevov mov
edapPovay Bepomeio pe eucovikd edppoko. BvBookomucég petaforés mapatnpndnkav oto 1,7% tov
acBevav mov eldpPavay Bepomeio pe mpeykoumaiivn kot oto 2,1% v acbevav Tov Aapupavoy
Oepameia e EIKOVIKO QAPLOKO.

5.2 ®oappokoKivnTIKEG 1O10TNTES

H poppokokivntikn g mpeykapnaiivng o otabeponompévn Katdotaor ival mopopoto og vYieig
eBelovtég, og emnmTikovg acheveic, mov Aapfavouy avtiemnmTikd edppoKa Kot o€ acbevelg pe
ypOV1I0 TOVO.

Amoppoéenon

H mpeykapmaiivn, xopryodueVN Nl KEVOV GTOHAYOV, ATOPPOPATUL TAYEWDC, LE TIG LEYIOTES
GLYKEVIPMOOELS OTO TAACLA VO ETLTVYYAVOVTOL EVTOS 1 dpag PETE amd TN yopnyNnon epamas
TOALOTAGDY 00cewv. H Brodiafecipdna Tov and Tov GTOHATOS YOPTYOVUEVIG TPEYKOUTAAIVIG
vroAoyileTat 6Tt etvar > 90% ko etvar ave&apTnn TG 600MG. META Ao emAVEIAUUEVT XOpPNYNomN, N
otabeponompévn Katdotaon emtuyyavetol evtog 24 £wg 48 wpdv. O puBudc amoppodPnoNg g
TPEYKOUTOAIVIG LELDVETOL OTAY YOPNYEITOL LE TPOPT], TPOKAADVTOG HEIWTT TNG Crmax KOTA 25-30%
nepimov Kot EMPPASVLVOT TOV tmax 0€ TEPITOL 2,5 dpec. Evrovtolg, n yopnynon tng npeykapmoiivig
Le TpoPn Oev €xel KAVIKA oNUaVTIKN EMidpaon 610 Pabud amoppdenong TG TPEYKAUTAAIVIG.

Kotavoun

e TPoKMVIKEG LEAETES, £DlYON OTL 1| TPEYKAUTOAIVY SLOTEPVA TOV OLULATOEYKEPAMKO PPOYUO GE
poeg, emipveg Kot mnkovs. Edelyfn eniong, 6t n wpeyKkapumaiivn S10mepvi TOV TAAKOVVTO TV
EMUVOV KO AVEVPICKETAL 6TO YaAa ONAalovimv emipdmv. LToug avlpmdTOvs, 0 PAIVOUEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTAAIVIG LETA T YOpT YN oN omd Tov oTopaTog etvon epimov 0,56 1/kg. H
TPEYKOUTOAIVT] OV GUVOEETAL LE TIG TPOTEIVEG TOL TAUCUATOG.

Buopetaoynuotiopog

H mpeykapmarivn veiototot aonuavto petafolopd otov dvBpomo. Metd and yoprynon

POOLOETICT LAGLEVTG TPEYKAUTOAIVIG, TTEPiTOL TO 98% NG padievépyelag Tov avakThdnKe ota ovpa
Nrav apetdfantn mpeykapumaiivn. To N-uebviopévo mopdymyo g TPEYKAUTOAIVIG, TOL KOPLOV
petafoiitn g mpeyKapumaiivng mov evionicOnke ota obpa, aviiotoryovoe oto 0,9% tng 660nG. Ze
TPOKAVIKEG LEAETEG, OEV VTINPYOV EVOEIEEIS PAKELOTOINGTG TOL S-EVOVTIOUEPOVS TNG TPEYKAUTAAIVIG
oe R-gvavtiopepéc.

Amofoin
H mpeykapmarivn aroPaiietol amd T GLGTNUATIKY KVKAOQOPIK KUPIOG e ATEKKPIOT OO TOVG
VEQPPOVGS, MG AUETAPANTO PApLaKO.

O péoog ypovog nuILmNg TG amoPoAng tng mpeykaumaiivng etvar 6,3 dpec. H kdBapon amnod to
TAGo LA Kol 1] VEPPIKN kABopon TG TpeyKaumaivng eival evBéwmg aviloyeg tng KabBapong tng

kpeatwvivng (PA. mapdypaeo 5.2 Neppikn dvciettovpyia).
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Eivar amapaitntm n mpocappoyn g 06ong o€ acbeveic pe petwpévn veppikn Asttovpyio 1 o€
acBeveig mov Kavouv aipodwiion (BA. mapdypapo 4.2 Mivaxa 1).

CpappikdtnTo/pun-ypauukdnto

H poppokokivntikny g TpeyKopmaAivng etvat Ypoptky Yo To €DPOG TG CUVIGTOUEVNG UEPTOLOG
docoroyiag. H peTa&d oTtOU®V QOPUOKOKIVITIKY LETOPANTOTNTA Yio TV TPEYKAUTAALVY eivat Yoapnin
(< 20%). H poppokokiyntikn T@v moAlomAdv d0cemv puropel va tpoPrepdel omd To ototyeio Tmv
araé d6cewv. Emouévmg, dev elvar amapaitnn 1 LETPNOT TOV GUYKEVIPOGE®V TNG TPEYKOAUTAAIVIG
070 TAAGHO, €Tl TAKTIKNG PAoE®C.

oo
Ot 1KMVIKEG dOKIHEG DITOSEIKVDOLV OTL TO PVAO JEV EYEL KAMVIK( CTLOVTIKT ETIOPUCT) OTIC
CGULYKEVTIPMGELS TNG TPEYKOUTOAVNG GTO TAACLLAL.

Negpikr) dvoiertovpyia

H kdBapon g mpeykapmoarivig elvar evBémg avaroyn g kabapong kpeatvivng. Emumiéov,
TPEYKOUTOAIVT] OTOUAKPOVETOL ATOTELEGUATIKA OO TO TAACUA, UE apodtdAlon (HeTd and cuvedpia
OLLOSWAONG 4 ®PDV, 01 GUYKEVIPADGELG TNG TPEYKAUTAAIVIG OTO TAAGLO LEWDVOVTOL KOTA TEPITO
50%). Kabmg n veppikn amékikpion givar 1 KOplo 000G OmEKKPLONS, 1 Lelmo Tng 06onG o€ acbeveic
LLE VEPPIKT OLGAELTOVPYIO KO CUUTANPOUOATIKT dOCT HETA amd apodtdAon, eivar arapaitntn (PA.
napdypoeo 4.2 [Mivaka 1).

Hrotwkr dvoiertovpyia

Agv &youv dteEayDel E101KEC PaPUAKOKIVITIKEG LEAETEG OE OIODEVELG [LE NTTOTIKT SLGAELTOVPYIa.
Kobng n npeykapmarivn dev petafolriletor onuaviikd kot anekkpivetol kupimg og apetdfinto
(APULOKO GTO 0VPA, T NTATIKY] SVCAEITOVPYIN, OEV AVAUEVETOL VO LETAPAAEL OTLAVTIKY TO, ETITESA TNG
TPEYKOUTOAIVIG OTO TAAGLLL.

Hodratpikodg minbucuog

H poppoakokivntikny g npeykapmaiivng altoloynnke og madioTpikovg acheveic pe emanyio
(MAwlokég opddes: 1 €mg 23 unvov, 2 émg 6 etov, 7 £og 11 etov kot 12 éng 16 e1mV) o enineda
docoroyiag 2,5, 5, 10 ko 15 mg/kg/muépa, og pio LEAETN GOPLOKOKIVITIKNG KOl OVEKTIKOTNTOG,

Metd ™V amd Tov GTOLOTOG YOPNYNOoN TNG TPEYKAUTAAIVNG 08 TandlaTpikovs achevelg og Katdotao
ynoteiag, 0 YpOVOS TOV YPELACTIKE Yo TNV EMITEVEN PEYIOTNG CLYKEVTIPMOTG GTO TAAGLO TV,
YEVIKA, TOPOLO10G € OAOKAN PN TNV NAKIOKT opdda kot emitedydnke 0,5 dpeg €mg 2 dpec PETA T
xopiynon mg doong.

Ot topapeTpot Cmax kKot AUC g Tpeykopmaiivng avénonkay ypappkd o oyéon He v avénon e
d0ong ot kKabe nikiokn opdda. H AUC fitav youniotepn xotd 30% oe modiatpikovs acbeveig e
Bapog kdtw and 30 kg, Loym avEnpévng kaBapong TPocaprocUéVNS 6TO COUATIKO Bdpog Katd 43%
Y10 LTOVG TOVG 0ohevelg o GUYKpPIoT e Tovg aoBeveig pe Papog >30 kg.

O telkdg ypdvog NULONG NG TPEYKAUTaAivig TV KoTd PHEGO Opo Ttepinov 3 g 4 dpeg ot
Tod1aTpIKos aobeveig nAtkiog £mg 6 eTdv Kot 4 £0g 6 ®peg oTovg acbeveic nlikiag 7 eTdV Kot Ave.

H avéivon poppokokivntikig tov minfucpon £6eiée 0Tt 1 KABopor Tng KPEUTIVIVIIG NTOV GIUOVTIKNY
GUUHETAPANTN TG KAOBAPONG TNG 0O TOL GTOUATOG TPEYKAUTOAIVIC, OTL TO COUATIKO BApog NTOV
OTUOVTIKT] GCOUUETOPANTI] TOL POIVOUEVOD OYKOV KOTOVOUNG TNG OTO TOV GTOUOTOG TPEYKOUTAAIVIG
KoL OTL QVTEG Ol GYECELS NTOV TOPOUOLEG GTOVG TASLOTPIKOVG KOl TOVG EVAAIKES aioBeVElG.

H pappaxoxivntikn tng mpeykapmaiiving oe acbeveig nikiog kdto tov 3 unvav dev et peketn et
(BA. mopaypagovg 4.2, 4.8 ko 5.1).
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Hluxwiopévol

H xdBapon g tpeykapmorivny teivel va petovetar kabog avsavetor n niwio. H peioon avt) oty
K4O0apoT TOL AO TOV GTOUATOG YOPTYOVUEVNG TPEYKAUTAALIVY gival GOUE®YT LE TN UEi®oN TNG
KkdBapong g kpeaTviving mov oyetileton pe v avénon g nAkiog. [TiBavov va yperachel peimon
g 00G0A0Yi0g TG TPEYKAUTOAIVIG o€ acBeveic Tov mapovcstalovy Hel®ON TG VEPPIKNG AstTovpYiag
nov oyetieron pe v nikia (PA. mapdypapo 4.2 Iivaka 1).

OnAdlovoec untépeg

H poppoxoxivntikn 150 mg mpeykopmaiivng yopnyoouevng kabe 12 mpeg (nuepnota d6om 300 mg)
a&lohoynOnke oe 10 OnAalovoeg yovaikeg petd and 12 efdopddeg Aoyeiog TovAdyiotov. H yaiovyia
EMNPENCE ELAYIOTA £0G KAOOAOL TN POPUAKOKIVITIKY TNG Tpeykaumoiivne. H mpeykapmoiivn
amekpinke 61O UNTPIKO YOAQ LE HECES GVYKEVIPDGELG GTOOEPOTONUEVNS KATAGTOGTG TOV
OVTIOTOLYOVV TTEPITOV 0T0 76% ekeivmv Tov untpikov mAdopotoc. H ektiypumpevn 66om oto Bpépog
070 TO UNTPIKO YAA (EKTILOVTOG TNV HEOT KatavaAiwon yahiaktog 150 ml/kg/mpépa) yia Tig yovaikeg
nov AdpPovay 300 mgmuépa 1 ™ péyrotn doom twv 600 mg/Mmuépa Ba nTav 0,31 1

0,62 mg/kg/mpépa, avtiotoiyms. AVTEG O EKTIUONEVEG OOGELG elvan TTEPITOL TO 7% TG CLVOAIKNG
NUEPNOOG UNTPIKNG dOoTG o€ Paon mg/kg.

5.3 Ipoxivikd dedopéva yia TV ac@drELd

e ouvnbeig pappaxoroyuég peréteg acoareiog oe {oa, 1 TPEYKAUTUAIVI TV KOADG OVEKTY GE
avaAoyec SOOELS, [LE OVTEG TTOV YPTCLLOTOIOVVTOL GTNV KAWIKN TPAEN. Xe peréteg ToEoTnToC
emovalopPavouevne docoroyiog, og EMIPVES Kot TONKovg Tapatnpndnkay avidpdoelg tov KNZ,
GUUTEPTAQUPOVOUEVNG TNG VITOKIVITIKOTNTOG, VIEPKIVITIKOTNTOG Kot aTo&iag. AvEnpévn cuyvotnta
aTPOPiag TOV AUPIPANGTPOELSOVG, TOL CLYVA TAPATNPEITAL OE NAMKIOUEVOVS ETIHVESG LE AAPIVIGUO,
nopoTnPNONKE HETA Ao pakpoypovia £kBeon oe TpeyKaumaAivn > 5 popég and T péon €kbeon Tov
avOpOTOL GTN PEYIOTI CLVIGTOUEVT KAVIKTY dOOT).

H mpeykopmaiivn dev givor tepatoydvoc o€ pieg, emipveg 1 kovikhovg. H mpeykopumaiivn pokdiece
eUPPLOTOEIKOTNTO OE EMIPVES KO KOVIKAOUG LOVOV LETA OO EKOECT] ETOPKMG UEYOADTEPT OO TNV
éxBeomn Tov avBpdTOL. T PEAETEG TPOYEVVNTIKNG/ LETAYEVVITIKTG TOSIKOTNTOG, 1) TPEYKOUTAUAIVY
TPOKAAEGE TOEIKOTNTO OTNV AVATTLEY TOV ATOYOVOV GE EMIPLEG LeTd amd €kBeon > 2 popéc amd )
LEYIOTN GUVICTONEVT £kBeom Tov avBpdmov.

AvemBOunTeg EMOPACELG GTI YOVILOTNTO, GE apGEVIKODS Kal OnAvkovg apovpaiovg, mapotnpnonkoy
novo og ekbéoelg apketd vynAdTepeg TG Bepamentikng ékBeong. AvemBounteg emdpacelg ot
OPCEVIKA OPYOVOL AVATTOPOYWYNG KO OTIG TAPAUETPOVS TOV CTEPLOTOS NTAV OVACTPEWYLLES KO
eppavicOnikov povo o exbécelg apketd vynAdTEPEG NG BepamenTiKng £kBeong 1 GYETIOTKAY [E
avBopunteg S10d1K0GiEG EKPUAIOTG OTO APGEVIKA OPYAVO OVATOPOYMYNG TOV 0PovPaion. ZUVETMS, Ol
emdpdoelg Oempeitor 6TL govv piKpn N KaBoov KAVIKY onpacio.

H mpeyxopmaiivn dev £xel yovidroto&ikn dpaot, PACEL TOV ATOTELEGUATOV LING GEPAG SOKIU®DY in
VItro Ko in vivo.

Ateteic HEAETEG KOPKIVOYEVEDTG LE TPEYKAUTAAIVT, dteENyOncay e emipveg Ko poec. Agv
napaTnpOnKay OYKol 68 EMIHVESG, GTOVG OTOI0VG XOPNYNONKaV d00ELS EmG 24 POpEg LeYOAVTEPEG A0
v péon €kBeon Tov avOpOTOV 6T HEYIGTN GLUVIGTAOUEVT] KAVIKY 6001 TV 600 mg/muépa. Tovg
poEG, dev mapatnpONnKe aENUEVT GUYVOTNTA EPPAVIONC OYK®V, G OOCELG TAPOUOLES LIE TNV LECT
éBeon tov avBpodTov, AALG TapatnPONKe ALENUEVT GLYVOTNTO ELPAVIONG LAY YELOCUPKOUATMV
o€ VYNAOTEPEG BOGEIC. O UN-YOVIBIOTOEIKOC UNYAVIGLOGC GYNUATICHOD OYK®OV, OQEILOUEV®V OTIV
TPEYKOAUTAAIVT], GTOVG HOESG, TEPIAAUPAVEL LETOPOAEC OTO OLUOTETAALD KOl GLGYETILOUEVO
TOALOTAQGLOGHO TOV EVOOOMALOK®OV KLTTAP®Y. AVTEG 01 LETUPOAEC GTO OLUOTETAALD OEV
napoTnPRONKay 6ToVG EMIPVES N 6TOVG AVOpOTOVG, OTWS PaiveTal amd Ppayvrpoddecua Kot
TEPLOPIOUEVA LAKPOTPODEGHA KAVIKA SEDOUEVA. AEV VTTAPYOLY GTOLYELD TOV VO VITTOSEIKVVOVY
OYETIKO KivOLVOo 6TOVG avBpdITOLG,.
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g aVIAIKOVG ETTUVEG 01 LOPOES TOEIKOTNTAG OEV SLAPEPOVY TOLOTIK( OO OVTEG TTOL TOPATHPNONKAY
o€ eviiAkovg emipvec. Qotd00, 01 aviiukot eTipweg eival To gvaicOntol. Xe Oepamevtikég exbicelg,
eppaviotnkay KAvikd onpeio amd 1o KN, 6mmg vepkivnTikdTnTa Kot Tprypog 000VImV Kol KOTOEG
oAlayég oV avamnTuén (Tapodiki KOTAGTOAN TNG avénong Tov cmpatikod Bapovg). Ilapatnpndnkav
emdpdoelg otov KOKAo oioTpov, og Bepanevtikég ekBéoelg mevtamidoleg and Tig ovvielg Tov
avBpomov. Melopévn avtidpacn o arpvidio 0KovoTiKd epedicpata TapatnpnOnke oe aviikovg
emipoeg 1-2 gfdopadec petd amod £kbeon > 2 popég and T Bepanevtikn £kBeon tov avlpdmnov. Evvéa
efdopdoeg petd amd Ekbeom avtn N AvTIOPACT dEV TAPATNPEITO TALOV.

6. @®APMAKEYTIKEXZ IAHPO®OPIEXZ

6.1 Katarloyog ekdéymv

Hopabdpo&uPevioixog pebvieotépag (E218)

Hopabdpo&uPevioicod o&éog mpomviectépag (E216)

Natpro ewceopikd 6160Evo, dvudpo

Natpro pwceopikd povo&vo, dvodpo (E339)

Yovkparoln (E955)

Texvntod Pertiotikd yevong ppdovia [Tepiéyel LIKpEG TocdTNTEG BavOANG (AAKOON)]

KekaBapuévo Hémp

6.2 AcvpPatéTnreg

Agv gpappolertar.

6.3 Awdpxera Lonig

2 ypovwo.

6.4 Iowitepeg TPoPULLAEELS KOTA T1] QVLAEN TOV TPOIOVTOG

Agv vrdpyovv £101Kég 0d1yieg dloTNPMNONG Y10 TO TPOIOV AVTO.

6.5 ®V01 KOl GVOTUTIKA TOV TEPLEKTN

Agvkn éAn molvaBvieviov vyming mokvotntog (HDPE), pe nopa mov pépet emiotpwon
moAvoBuleviov kot tepiéyel 473 ml tdoov dreAvpatog, o xaptivo kouti. To Kovuti Tepiéyel emiong,
o€ dlapaveg mepttOALypo TolvatBvieviov, pia dStofabdpicuévn cvpryya yuo xpnom ornd ToL GTOHNTOSG
v 5 ml kot évav [Ipocappoyéa cOpryyoc mov tomobeteitol otn OéAn.

6.6 Iowitepeg TPoPLAAEELS amOPPIYNS KAl GAAOG YEIPLONOG

Kopia e1d1kn vroypémon yio axdppuy).

Tpomog Xopnynong

L. Avoi&te ™) P1An Ko, KOTA TNV TPATN ¥P1oN, ewodyete Tov [Ipocapupoyéa cvpryyag otn eréin
(Ewoveg 1 xon 2).

2. Ewdyete T 60ptyya 6Ttov mpocaployEn Kol avappoPr|GTE TOV Omapoitnto OyYKo amd tnv
avamodoyvplopévn elaan (Ewoveg 3 ko 4).

3. Amopokpovete, o 0pbia 0o, Tt cOpryya pe o dtdlopa omd ™ erodn (Ewdveg 5 ko 6).
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4. Adeldote 10 MEPLEYOEVO TG oVUpLYYaS 6To otopa (Ewcova 7). EravordaBete ta fripata 2 £wg 4,
OT®G AMOLTEITAL, Y10l VO, ETITVYETE TNV amapaitntn 06on ([Tivakag 3).

HemAOveTE TN cOPLYYO Kol ETOVOTOTOOETNGTE TO TOUO OTN GLIAN (O TPOGUPLOYENSG TOPAUEVEL
ot 0éom tov) (Ewkdveg 8 kan 9).

%1l

Ewova 1 Ewcova 2 Ewova 3
.
; |0
Ewova 4 Ewova 5 Ewova 6
v
E/ .
Ewcova 7 Ewova 8 Ewova 9
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Mivaxag 3. ApOpog avappoeee®v pe T LOPryya yio yp1o1 oa6 ToV 6TORATOS, Y1 T1)

Xop1ynon g Xvvrayoypo@ovuevig Adong tov Lyrica

Adon ZPVOX1K6Q Hp({)‘ﬂ] Asf)‘r’spn Tpi’m
Lyrica (mg) Ovyxog avappoenon avappoéenon avappoéenon
Awidpoarog (ml) | ovpryyeg (ml) oVpryyag (ml) oVpryyag (ml)
25 1,25 1,25 Agv amorteiton Agv omouteiton
50 2,5 2,5 Agv amorteiton Agv omouteiton
75 3,75 3,75 Agv amorteiton Agv omouteiton
100 5 5 Agv amorteiton Agv amouteitol
150 7,5 5 2,5 Agv amouteitol
200 10 5 5 Agv amouteitol
225 11,25 5 5 1,25
300 15 5 5 5

7. KATOXOX THX AAEIAYXY KYKAO®OPIAX
Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

Bélyo

8. APIOMOX(0OI) AAEIAX KYKAO®OPIAX

EU/1/04/279/044

9. HMEPOMHNIA ITPQTHYX ETKPIXHX/ANANEQYXHY THX AAETAX

Hpepounvia mpotng éykpiong: 06 loviiov 2004
Hpepounvia tekevtaiog avavémong: 06 loviiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepn TANPOPOPLIKA GTOLXELD Y10t TO PAPUAKEVTIKO TPOTOV glval SlabBEciio 0TV 16TOGEAIA TOV

Evponaikod Opyaviopod @apudrkmv: http://www.ema.europa.eu.

37



http://www.ema.europa.eu/

ITAPAPTHMA 11

IMAPAXKEYAXTHXE(EY) YIIEYOYNOZX(OI) I'TA THN
ATIOAEEMEYZXZH TQN ITAPTIAQN

OPOI'H NEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAETAY KYKAO®OPIAX
OPOI'H IEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTHX(EY) YHHEYOYNOX(OI) I'TA THN AITIOAEEMEYXH TQN
IHAPTIAQN

Ovopo kot d1e00vvon tov(twv) Ttapackevooti(@v) Tov gival vtevhuvoc(ol) Yio TNV OT0SECILEVGT] TV
TAPTId@V

Kaydkio
Pfizer Manufacturing Deutschland GmbH

Betriebsstatte Freiburg
Mooswaldallee 1
79090 Freiburg
Teppovia

[éowo Avdivpa

Pfizer Service Company
Hoge Wei 10

B 1930 Zaventem
Bélyo

270 £VTLTTO PVUALO OONYLDV TOV PAPUAKEVTIKOD TPOTOVTOG TPEMEL VOL ALVOLYPAPETOL TO OVOLLOL KO 1)
d1ev0VVOT TOL TOPACKELOGTN TOL Eival VTEVHVVOC Y10l TNV ATOSEGUELCT TNG GYETIKNG TAPTIONAS.

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoxevTikd TPoidv Y10, TO OTOI0 AMOUTEITOL WLTPIKT) GLVTOYT.

I  AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0£cg1g Teprodknc mapakorovdnong s ac@drelog

Ot amoitioeglg yio TV vofoin ekBEcemV TEPLOSIKNG TAPAKOAOVONONG TG AGPAAELNS YO TO EV
AOY® QOPUOKEVTIKO TPOTOV 0pilovTal GTOV KATAAOYO LE TIG NUEPOUNVIES OVAPOPAS TNG
"Evaoong (katdioyog EURD) mov mapatiBeton oty mapdypoeo 7, tov dpbpov 107y, g
odnyiag 2001/83/EK kot k60e emaxdrovdng emtkaponoinong 6mws SnLocleEveETAl OTV
EVPOTATKT OIKTLAKT TOAN Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro Awayeipiong Kivovvoo (XAK)

O Karoyog Adelag Kvkhogpopiag (KAK) Ba die&aydyet Tig amoitodeveg dpacTnploTnTEG Kot
TAPEUPACELS PUPHOKOETOYPOTVNONG OT®G TopoLSlalovtal 6To cupevndéy ZAK mov
napovoidleTal otnv evotnta 1.8.2 g adeog KuKA0QOping Kol 0To1EGONTOTE EMUKOAOLOESG
gykexpiuéves avabewpnoeig tov TAK.

"Eva emucarporompévo ZAK Ba tpémet va katatedei:

. Metd and aitnpa tov Evponaikod opyoviopod Oopuakny,

. OToTEdNTOTE TPOTOMOLEITAL TO GOGTILA SLOYEIPIONG KIVODVOD, EIOIKE, (G OTOTEAEC U AYNG
VEDV TANPOPOPLAOV TOL UTOPOVV VO ETLPEPOVY GNUOVTIKT QALY GTI GYECT] 0QELOVC-
KIVOOVOL 1| 0C UTOTELEGUO, TG EMITEVENG EVOG OTLLOVTIKOD OPOGTILOL (PAPUOKOETOYPOTYNGN 1
elayloTomoinon Kivdvvov).
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ITAPAPTHMA 111

EIIIXHMANZXZH KAI ®YAAO OAHI'TQN XPHXHX

40



A. EIIIXHMANXH

4



ENAEIZEIX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™¢ ovokevaciog koyéing (tov 14, 21, 56, 84, 100 kot 112) kon TG GVOKEVOGING
naTpnINS Kuywéing, povadmv 86ong (100) yia 1o okANpa Koyakie TV 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 25 mg oxAnpd koydxio
[peykapmaivn

[2.  XYNOEXIH XE APAXTIKH(EX) OYXIA(EX)

Kd&0e orchnpd kawydkio mepiéyel 25 mg TpeyKoumoiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyet povoddpikr Aaktoln: deite T0 PUALO 0INYIDY YPNONG Y10 TEPIGCOTEPEC
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

14 oxAnpd koydiio

21 oxnpa KoyaKio

56 oKkAnpd koydicio

84 oxAnpd Kokl

100 cxinpd Koyakio
100 x 1 oxkAnpa KoydKio
112 oxkAnpd konydxio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog yp1non.
Awpdote To OAAO 00N YLDV XPNONG TPV O TN (PN o).

AEN ITPOXEITIZOYN TA ITAIATA

6. EIAIKH ITPOEIAOIIOIHXH XYMOPQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI

Na puidcoetat g BEom, v omoia dev PAETOLY Kot dev Tpoceyyilovv Ta Tandid

| 7.  AAAH(EX) EIAIKH(EY) TPOEIAOHNOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Xopaylopévn Zuokevacio
Mnv o ypnolponoteite av 1o Kovti €yl avoryTe.
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETAY. KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/001-005
EU/1/04/279/026
EU/1/04/279/036

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 25 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPAUU®OTOG KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVAYVOPLGTIKO
K®OKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

YTOLELMONG CVGKELAGIO PLAANS Y10 TO. GKANPE KowdKkie TV 25 mg — cvekegvacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 25 mg oxAnpd koydxio
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e orchnpd kawydkio mepiéyel 25 mg peyKoUmoiivng.

| 3. KATAAOTI'OX EKAOXQN

[epiéyer povovdpikn Aaxtdln. Awpdote To GUALO 00N YLDV ¥PONG TPV OO TN XPTOT).

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

200 oxkAnpd Koydiio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog ypnon.

6. EIAIKH ITPOEIAONIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidooetal g B€or, TV omoia dev PAETOLY Kot deV TPOcEYYILovY TO TAdLA.

| 7.  AAAH(EX) EIAIKH(EY) ITPOEIAOINOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY ®YAAEHX
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10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AHAITEITAI

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEITAY. KYKAO®OPIAX

Aoyotvno KAK

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/046

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 25 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166140T0TOG YPAUU®OTOG KDOKOS (2D) Tov pépet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX ITIOY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevooio koyéing (tov 14, 21, 56, 84, 100 ko 112) kot cvokevacia SaTpnTNS KOYEANG,
povadmv d6ong (100) yie 1o okinpd koydkio Tov 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 25 mg oxAnpd xoydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti mn¢ ovokevaciog kuyéing (tov 14, 21, 56, 84 kar 100) kor TS cvoKELVAGiOG O1ATPNTNG
KUWEAG, povadmv 86ong (100) yia Ta oxkinpa koydkie Tov 50 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 50 mg oxAnpd koydxio
[peykapmaiivn

[2.  XYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e oicdnpd kawyakio tepiéyel S0 mg npeykopumaiivng.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyet povoddpikr| Aaktoln: deite T0 POALO 0INYIDV YPNONG Y10 TEPIGCOTEPEC
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

14 oxAnpd koydxio

21 oxnpa KoyaKio

56 oKAnpd koydicio

84 oxAnpd Kokl

100 oxAnpd Kokl
100 x 1 oxkAnpa KoydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo6 otopaTog ypron.
Awpdote To OAAO 00N YLDV XPNONG TPV O TN XPNOT.

6. EIAIKH HPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetal og Béom, TV omoia dev PAETOLY Kat dgv Tpoceyyilovv Ta Todid.

| 7.  AAAH(EXY) EIAIKH(EY) HPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Xopayopévn Zuokevacio
Mnv 10 ypnoponoteite av To KouTi £l avoryTel.
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/006-010
EU/1/04/279/037

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 50 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166140TaTOG YPUUU®OTOG KDOIKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLGTIKO
K®OKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio Kuyéing (tov 14, 21, 56, 84 ko 100) kol cvokevacio SNATPNTNS KVYEANG, LOVAI®V
06on¢ (100) Yo Ta oxkinpd kaydaxio Tov 50 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 50 mg oxAnpd xoydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

YTOLELMONG CVGKELAGIO PLAANS Y10, TO. GKANPE KowdKkie TV 75 mg — cvekegvacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 75 mg oxAnpd koydkio
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e oichnpd kawydkio mepiéyel 75 mg npeyKoumaiivng.

| 3. KATAAOI'OX EKAOXQN

[epiéyer povovidpikn Aaxtoln. Atefdaote 10 GUALO 0O YLDV ¥PNONG TPV OO TN XPTOT).

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

200 oxkAnpd Koydiio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog yp1non.

6. EIAIKH IHPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetat g Béom, TV omoia dev PAETOLY Kat dgv Tpoceyyilovy Ta Toudid.

| 7.  AAAH(EX) EJIAIKH(EX) HPOEIAOITOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY ®YAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AHAITEITAI
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| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Aoyotvno KAK

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/030

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 75 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov @épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti mn¢ ovokevaciog kuyéing (tav 14, 56, 70, 100 ko 112) kot Tng cvokevooiog SrdTpnng
KUWEAG, povadmv 86ong (100) yia Ta okANpa Koyakie TV 75 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 75 mg oxAnpd koo
[peykapmaiivn

[2.  XYNOEXIH ZE APAXTIKH(EX) OYXIA(EZL)

Kd&0e orcdnpd kawydkio mepiéyel 75 mg npeyKoumaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyet povoddpikr| Aaktoln: deite T0 POALO 0INYIDV YPNONG VIO TEPICCOTEPEG
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 oxAnpd koydiio

56 oKxAnpd koydicio

70 oxAnpd koydicio

100 oxAnpd Kayakio
100 x 1 oxkAnpd KoydKio
112 oxAnpd konydxio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo6 otopaTog ypron.
Awpdote To GOAAO 00N YLDV YPNONG TPV Al TN XPNOT.

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidcoetat og Béom, Tnv omoia dev PAETOLV Kot dev Tpoceyyilovv Ta Toudid.

| 7.  AAAH(EXY) EIAIKH(EY) HPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

Xopayopévn Zuokevacio
Mnv 10 ypnoponoteite av To KouTi £l avoryTel.
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AIHAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/011-013
EU/1/04/279/027
EU/1/04/279/038
EU/1/04/279/045

13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 75 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov pépet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio kKuyéing (tov 14, 56, 70, 100 1) 112) kot cvokevacio S14TPNTNS KOYEANG, HOVAO MV
06on¢ (100) Yo To oxkinpd kKoydxkio Tov 75 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY HPOIONTOX

Lyrica 75 mg oxAnpd koydxio
[peykapmaivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5. AAAAXTOIXEIA
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ENAEIZEIX IOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti 106 ovokevaciog kuyéing (tav 21, 84 kar 100) kot g cvokevaoiog S1aTPNTNS KOYEANG,
povéowv d6ong (100) yio Ta oxinpd kaydaxio Tov 100 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 100 mg oxAnpd kaydxio
[peykapmaiivn

[2.  XYNOEXIH XE APAXTIKH(EX) OYXIA(EX)

Kd&0e oichnpd kawyakio nepiéyet 100 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyet povoddpikr| Aaktoln: deite T0 POALO 0INYIDV YPNONG Y10 TEPIGCOTEPEC
TANpopopiec.

| 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

21 oxAnpad Koyakio

84 oxAnpd Kokl

100 oxAnpd Kokl
100 x 1 oxkAnpd KoydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog ypnon.
Awpdote To OAAO 00N YLDV XPNONG TPV O TN XPNOT.

6. EIAIKH IIPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidcoetat og Béom, Tnv omoia dev PAETOLY Kat dgv Tpoceyyilovy Ta Todid.

| 7.  AAAH(EX) EJIAIKH(EX) HPOEIAOITOIHXH(EIYX), EAN EINAI AITAPAITHTH(EY)

Xopaylopévn Zuokevacio
Mnv 10 ypnoiponoteite av o KouTi £l avoryTel.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/014 - 016
EU/1/04/279/039

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 100 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPUUU®TOG KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVAOIKO OVOYVOPLGTIKO
KOOKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevaocio kKuyéing (tov 21, 84 1 100) ko cuokevacia SATPNTS KOYEANGS, HOVAS®V d601G
(100) ywo Ta oxkinpd koydxio Tov 100 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 100 mg oxAnpé xaydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®POPIAX

Pfizer Europe MA EEIG (w¢ Aoyotomo tov Katdyov Adeiag Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA

60



ENAEIZEIX TIOY IIPEITIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

YTOLELMONG CVGKELAGIO PLAANGS Y10 TO SKANPA Kawyakia Tov 150 mg — cvokevacia tav 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 150 mg oxAnpd xaydxio
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e orchnpo kawyakio nepiéyet 150 mg mpeykapmoiivig.

| 3. KATAAOTI'OX EKAOXQN

To wpoidv mepiéyet povoddpikr Aaktoln: deite T0 POALO 0INYIDY YPNONG Y10 TEPIGCOTEPES
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

200 oxAnpd Koydiio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog yp1non.
Awpdote To OAAO 00N YLDV XPNOTG TPV O TN (PN o).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetal og Béom, TV omoia dev PAETOLY Kat dgv Tpoceyyilovv Ta Todid.

| 7.  AAAH(EX) EIAIKH(EX) HPOEIAOITOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX
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10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETIAY. KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/031

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 150 mg

17. MONAAIKOX ANATI'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160146TaTOG YPUUU®TOS KDOKOS (2D) Tov @épet Tov TEPIANPOEVTO LOVASIKO OVAYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX TIOY IIPEITIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti 106 ovokevaciog kuywéing (tav 14, 56, 100 kor 112) kot tng cvokevaoiog SrdTpnng
KUWEAG, povadomv d6ong (100) o Ta oxkinpa kewdakia Tov 150 mg

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 150 mg oxAnpd xaydxio
[peykapmaivn

| 2.

XYNGOEXH XE APAXTIKH(EX) OYXIA(EXY)

Kd&0e oichnpo kawyakio mepiéyet 150 mg mpeykapmoiivig.

| 3.

KATAAOI'OX EKAOXQN

To mpoidv mepiéyet povobdpikn Aaktoln: deite T0 POALO 0INYIDV YPNONG Y10 TEPIGCOTEPEC
TANpoQopies.

4.

PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

14 oxAnpd koydiio

56 oKxAnpd koydicio

100 oxAnpd Kokl
100 x 1 oxkAnpd KoydKio
112 oxAnpd konydxio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Amo6 otopaTog yp1on.
Awpdote To OALO 00N YLDV XPNONG TPV O TN PN o).

6.

EJAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvldooetal g Béom, TV omoia dev PAETOLY Kot dgv Tpoceyyilovv Ta Toudid.

| 7.

AAAH(EY) EIAIKH(EYX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

Xopayopévn Zuokevacio
Mnv 10 ypnotponoteite av To KouTi £l avoryTel.
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX XYNOHKEY ®OYAAEHX

10. JAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AIHAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/017 - 019
EU/1/04/279/028
EU/1/04/279/040

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 150 mg

17. MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio Kuyéing (tov 14, 56, 100 1 112) kot 6uoKevOGia SLATPNTS KOYEANS, HOVAS OV
06on¢ (100) Yo To okAnpd koydxkio Tov 150 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 150 mg oxAnpé xaydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™¢ ovokevaciog koyéing (Tov 21, 84 1 100) kot TG 6u6KEVAGINS O1ATPN TG KOYEAYG,
povédwv d6ong (100) yio Ta oxkinpd kaydxio Tov 200 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY NIPOIONTOX

Lyrica 200 mg oxAnpd kaydxio
[peykapmaivn

[2.  XYNOEXIH ZE APAXTIKH(EX) OYXIA(EZL)

Kd&0e oichnpo kawyakio mepiéyet 200 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyet povoddpikr| Aaktoln: deite T0 POALO 0INYIDOV YPNONG Y10 TEPIGCOTEPEC
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

21 oxnpa Koyakio

84 oxAnpd Kokl

100 oxAnpd Kokl
100 x 1 oxkAnpd KoydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

A6 otOpaTOC YPNOTG.
Awpdote To GOAAO 00N YLDV YPNONG TPV amd TN XPNOoT.

6. EIAIKH IHPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetal og Béom, TV omoia dev PAETOLV Kot dev Tpoceyyilovv Ta Toudid.

| 7.  AAAH(EX) EIAIKH(EY) HPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

Xopayopévn Zuokevacio
Mnv 10 ypnoiponoteite av To KOuTi £l avoryTel.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AIHAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/020 — 022
EU/1/04/279/041

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 200 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A166140T0TOG YPAUU®TOG KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio kKuyéing (tov 21, 84 1 100) ko cvuokevacia S1ATPNTS KOYEANGS, HOVAS®Y d601g
(100) ywo Ta oxkinpd koydxia Tov 200 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 200 mg oxAnpd xaydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX TIOY IIPEITIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™¢ ovokevaciog koyéing (Tov 14, 56 11 100) kot TG 6u6KEVAGIOS O1ATPN TG KOYEAGS,
povadmv d6ong (100) yia 1a okinpd koydxkio Tov 225 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 225 mg oxAnpa kaydxio
[peykapmaiivn

[2.  XTYNOEXIH XE APAXTIKH(EX) OYXIA(EX)

Kd&0e orchnpo kawydkio mepiéyet 225 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyet povoddpikr| Aaktoln: deite T0 POALO 0INYIDV YPNONG Y10 TEPIGCOTEPEC
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 oxAnpd koydiio

56 oKkAnpd koydicio

100 oxinpd Kokl
100 x 1 oxkAnpd KoydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog ypnon.
Awpdote To OAAO 00N YLDV XPNONG TPV O TN XPNOT.

6. EIAIKH ITPOEIAONIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidcoetat og Béom, Tnv omoia dev PAETOLY Kat dgv Tpoceyyilovy Ta Todid.

| 7.  AAAH(EX) EIAIKH(EY) TPOEIAOINOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Xopayopévn Zuokevacio
Mnv 10 ypnotponoteite av To Kovti £xel avorytel.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN IMTOY ITPOEPXONTAI AITO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/033-035
EU/1/04/279/042

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 225 mg

17. MONAAIKOX ANAT'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPUUU®TOG KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVAOIKO OVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX I1OY ITPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio Kuyéing (tov 14, 56 1 100) ko cvokevacia SLATPNTNS KOYEANGS, HOVAS®V d601g
(100) ywo To oxkAnpd koydxkio Tov 225 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 225 mg oxAnpé xaydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (w¢ Aoyotomo tov Katdyov Adeiag Kukhopopiog)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX TIOY IIPEITIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

YTOLELMONG CVGKELAGIO PLAANGS Y10 TO SKAN P Kawyakia Tov 300 mg — cvokevacia Tav 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY INIPOIONTOX

Lyrica 300 mg oxAnpd kaydxio
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e oichnpo kawyakio nepiéyet 300 mg mpeykapmoiivg.

| 3. KATAAOTI'OX EKAOXQN

To wpoidv nepiéyet povobdpikr Aaktoln: deite T0 POALO 0INYIDOV YPNONG Y10 TEPIGCOTEPES
TANPOQOpiEG.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

200 oxAnpd Koydiio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog yp1non.
Awpdote To OAAO 00N YLDV XPNONG TPV O TN XPNOT.

6. EIAIKH IPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetal og Béom, TV omoia dev PAETOLY Kat dgv Tpoceyyilovv Ta Todid.

| 7.  AAAH(EX) EIAIKH(EX) HPOEIAOITOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX
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10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AHAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/032

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 300 mg

17. MONAAIKOX ANATI'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX TIOY IIPEITIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ¢ ovokevaciog koyéing (Tov 14, 56, 100 1 112) ka1 TG 6V6KELOGINS SLATPNTNS
KUWEAG, povadomv d6ong (100) yia 1o oxkinpa kowdakio Tov 300 mg

| 1.

ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 300 mg oxAnpa kaydxio
[peykapmaivn

| 2.

XYNGOEXH XE APAXTIKH(EX) OYXIA(EXY)

Kd&0e oichnpo kawyakio nepiéyet 300 mg mpeykapmoiivig.

| 3.

KATAAOI'OX EKAOXQN

To wpoidv mepiéyet povobdpikr| Aaktoln: deite T0 POALO 0INYIDV YPNONG Y10 TEPICCOTEPEG
TANpoQopies.

4.

PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

14 oxAnpd koydiio

56 oKxAnpd koydicio

100 oxAnpd Kokl
100 x 1 oxkAnpd KoydKio
112 oxAnpd konydxio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog ypron.
AwBdote To GOAAO 00N YLDV XPNOTG TPV Ol TN XPNOT.

6.

EJAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetat og Béom, TV omoia dev PAETOLY Kot dgv Tpoceyyilovv Ta Toudid.

| 7.

AAAH(EY) EIAIKH(EYX) TPOEIAOIIOIHXH(EIYX), EAN EINAI AITAPAITHTH(EX)

Xopayopévn Zuokevacio
Mnv 10 ypnotponoteite av To KouTi £l avoryTel.
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| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX

10. JAIAITEPEX ITIPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AIHAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/023-025
EU/1/04/279/029
EU/1/04/279/043

| 13. APIOMOX ITAPTIAAX

[optida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 300 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

Yvokevacio Kuyéing (tov 14, 56, 100 1 112) kot 6uoKevOGia SLATPNTS KOYEANS, HOVAS OV
06on¢ (100) Yo Ta oxkinpd koydxio Tov 300 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 300 mg oxAnpd xaydxio
[peykapmaiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG (¢ Aoyotomo tov Katdyov Adeiag Kukiopopiag)

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprida

| 5.  AAAAXTOIXEIA
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ENAEIZEIX TIOY IIPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 20 mg/ml ndcipo dréivpa
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZL)

Kd&0e ml wepiéyer 20 mg npeykopumaiivng

| 3. KATAAOTI'OX EKAOXQN

Y10 GAlo cvotatikd TeptiapPavovrol E216 (mapaddpo&uPevioicod o&éog mpomviestépag) kot E218
(Tapabdpo&uPevioikoc pebuieotépag). Agite T0 PUALO 0ONYLOV YPNONG Y10 TEPIGGOTEPES
TANpoQopies.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

473 ml méo1ov SoAdpHaTOG, pe i Stofadiopévn cuptyya yio ¥pnon amd Tov 6TOROTOC, TV 5 ml,
kot évav [Ipocapuoyéa ovpryyog mov tomobeteital ot OLAAN.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo6 otopaTog yp1on.
Awpdote To OALO 00N YLDV YPNONG TPV amd TN XPNOoT.

6. EIAIKH ITPOEIAOITIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidcoetal og Béom, TV omoia dev PAETOLY Kat dgv TpoceyYilovv Ta Todid.

| 7.  AAAH(EX) EIAIKH(EX) HPOEIAOITOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX
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10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAETIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/044

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Lyrica 20 mg/ml

17. MONAAIKOX ANATI'NQPILTIKOX KQAIKOYX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPUUU®TOS KDOKOS (2D) Tov 0épel Tov TEPIANPOEVTA LOVIOIKO OVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

ENNIXHMANXH ®PIAAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Lyrica 20 mg/ml ndécipo diéivpa
[peykapmaivn

[2.  XTYNOEXIH XIE APAXTIKH(EX) OYXIA(EZX)

Kd&0e ml wepiéyer 20 mg npeykopmaiivng

| 3. KATAAOTI'OX EKAOXQN

Y10 GAlo cvotatikd Teptiapfavovtol E216 (mapaddpo&uPevioiod o&éog tpomviestépag) kot E218
(mapavdpoéuPevioikdc pebuiectépag). Agite T0 PUALO 0ONYLDV YPNONG Y10 TEPIGGOTEPES
TANpopopiec.

| 4. PAPMAKOTEXNIKH MOP®H KAI HEPIEXOMENO

473 ml téo1ov S1oAdHaTOG

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

A6 otopaTOC YP1OTG.
Awpdote To OALO 00N YLDV XPNONG TPV O TN PN o).

6. EIAIKH HPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na pvidcoetat og Béom, TV omoia dev PAETOLY Kat dgv Tpoceyyilovy Ta Todid.

| 7.  AAAH(EX) EJIAIKH(EX) HPOEIAOITIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEY OYAAEHX
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10. JAIAITEPEX ITIPO®YAAZEEIX I'TA THN ATTIOPPIYH TQN MH
XPHEIIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITOY ITPOEPXONTAI AIIO AYTA, E@OXON AHAITEITAI

| 11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Europe MA EEIG
Boulevard de la Plaine 17
1050 Bruxelles

Bélyo

| 12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/044

| 13. APIOMOX ITAPTIAAX

[oprida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAT'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPUUU®TOS KDOKOS (2D) Tov 0épet Tov TEPIANPOEVTA LOVASIKO OVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC:
SN:
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B. ®YAAO OAHI'TQN XPHXHX
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®Yrlo odnYLOV ypriong: [Iinpoopiss yia Tov xpijoTy

Lyrica 25 mg oxinpd xayaxio,
Lyrica 50 mg oxinpd kayaxio,
Lyrica 75 mg oxinpd kayaxio,
Lyrica 100 mg oxinpé xoydaxua,
Lyrica 150 mg oxinpé xoydaxua,
Lyrica 200 mg oxinpd xoydxua,
Lyrica 225 mg oxkinpd xoydaxua,
Lyrica 300 mg oxinpd xoydaxia
TPEYKAUTAATVT

AW doTe TPOGEKTIKG 0AOKANPO TO GUALO 0ONYLAOV YP1|ONG TPV UPYICETE VA TAIPVETE GVTO TO

PaPROKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y1X GUG.

- DdvrdEte avTd TO POAAO 0O YLDV Xpong. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete toxdv mepartépm amopieg, poTOTE TOV YIOITPO 1) TOV POPLOKOTOLO GOG.

- H cvvtayn yio autd to eapuoko yopnyndnke amokAe1oTIKG Yio 6aG. Agv TPENEL VoL ODOCETE TO
Qappako og GArovc. Mmopei va toug Tpokaréoetl PAAPN, akopo Kot OTov To. onueio Tng
acBéveldg Toug etvar idta pe Ta d1Kd Gog.

- Edv mopatnpnoete kdmota avemBountn evépyeia, EVIEPADGTE TOV YIOTPO N TOV PUPLOKOTOL0
caG. AvTo 1oybeL kot Yo KaOe Thavi| avemBopunTn evéEpyeio IOV dEV AVAPEPETAL GTO TAPOV
@OAAO 0Oy ypnons. BAéme mopdypago 4.

T epréyer o mapév AL 00N YIOV

Tt eivon o Lyrica kot wota givan 1) xprion tov

T pémel va yvopilete Tpv mapete 1o Lyrica

[og va ndpete to Lyrica

[MBavég avemBounteg evépyeleg

[Mog va purdoocete To Lyrica

[epreydueva g cuokeLACING KOl AOUTEG TANPOPOPIES

AN S

1. T eivon To Lyrica kon wowa givat 1 ypiion Tov

To Lyrica avrkel o€ pio opddo eoprak®yv Tov yp1oiLorotovvTo yio T Oepaneia tng eminyiag, Tov
vevporadntikod Tovov kot e Awatapayng [Mevikevpévov Ayyovg (AI'A), og evijhikeg,.

Meprpepikdg kot KeVTPIKOg vevpomadnTikos movog: To Lyrica ypnoomoteiton yio tn Oepameio Tov
évoL paKpdg didpkelog mov opeiletat og PAAPN TV vedpav. [lepipeptkdg vevpomadnTikdg TOVOC
umopel va TpokAndei amd didpopeg acBéveleg, dnwc o dafnne M o épnng Lwotpoc. H aicbnon tov
noévov pmopet va meprypapet cav aicOnua {Eotng, kavcoov, £viovov opi&ilaTog, TVAyIaTog,

Loy oplag, covPAdc, Kpdumog, Tovon, pPupunkioaong, LouSIAGHATOC, TOUTNUATOV amd KAPPITOES Kol
Beroveg. O meplpeptkdg KoL KEVIPIKOG VEVPOTAONTIKOC TOVOG UTOPEL EMONG VO GUGYETIGTOVV LE
oAhayég dribeong, Sratapayég VTvov, KOTWGT (KOVPAGoT)) Kol UTOPEL VOl EXNPEACOVY TNV PLGIKT Kol
KOW®MVIKT AEITOVPYIKOTNTA, KOOMG KOl TNV GUVOAKT TOLdTNTA NG,

Eminyia: To Lyrica ypnoyomoteitar yuo tn Oepomeio piog cuykekpluévng Lopeng eminyiog
(eoTioKég eEMANTTIKEG KPIOELS [LE 1 YOPIG devTEPOYEVT Yevikevon)), og eviaikec. O yatpog oag Ba odg
ocuvvtayoypaenoet To Lyrica ywo t Oepomeio tng emtinyiog, 6tav 1 aywmyr Tov akoAovbeite onjuepa
Ogv eAEyyel TNV KaTdoTaon oag. Oa mpémel va Aapupdvete to Lyrica emimAéov g aywyng mov
axolovBeite onuepa. To Lyrica dev mpoopiletal yio va ypnoiponoteitol povo tov, ahid Oa mpémet
TAVTO VO YPNOYLOTOLEITAL € GLUVOVACUO HE AN avTIETANTTIKY Bepamneia.

Awrapayn Fevikevpévov Ayyovg: To Lyrica ypnoyomoteitar yio T Oepameio tng Atatopoyig
I'evikevpévov Ayyoug (AI'A). Ta copntopata g AA givor Tapatetopévo vrepPoiikd Ayyog Kot
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avnovyia, mTov givor dvokoro va ereyyBovv. H AI'A pumopei eniong va TpokaAEGEL VELPIKOTNTA 1|
aicOnua évrovng topayng 1 Ofov anmAelag ALY oV, aicOnuo evkoing kénwong (kobpaong),
duoKoAia ot GLYKEVIp®ON 1 aicOnue adeldopaTog ToL HLaAoV, aicOnua gvepebioToOTNTOG, LVIKT
Tdon 1 dlatapoyr Tov VTVOL. AVTA S10PEPOLY GO TO GTPEG KOl TNV VAEPEVTOCT] TG KAUOMUEPIVIG
Cong.

2. Tvnpéner vo yvopilete mprv vo napete To Lyrica

Mnyv ndpete 10 Lyrica:
e mepinT®o aALEPYIOG TNV TPEYKAUTOAIVY 1] G OTO10OMTOTE GAAO OO TO, GLGTAUTIKA AVTOL TOV
(OPUAKOV (OVAPEPOVTOL OTNV TOPAYPAPO 6).

pocdomou)osig Kot TPpoPuAdEers
AmevBuvOeite atov yloTpd 1 TOV QUPUOKOTO0 GoG TPV Tapete To Lyrica.

. Opiopévor acbeveig mov Aappdvovv Lyrica £ouv avaeEpel COUTTMOUATO TOV VTOSNADVOVY
oAdepykn avtidpaon. Avtd Ta coprTdpate TEPAAUPdvouy oidnpa (TpH&ipo) 6to TPOSHTO,
oT0 XElAN, 0T YA®GGA Kol 6TO Adpo, Kafdg kot didyvto eEdvOnua oto déppa. Edv
TOPOVGIACETE KATOW OO QVTEG TIG AVTIOPACELS, Ba TPETEL VO EMKOIVOVIGETE AUECMG UE TOV
Y1otpd GOG.

. To Lyrica éxetl cuoyetiotel pe {oAn Kot vavniio, wov uropel va avénoovv v mbavotnta
TPOVUOTIGHOD 0O aTOYNHO (TTOoT) o€ nMKIopEvoug aobeveis. g ek ToOTOV, TPEMEL Vit l0TE
TPOCEKTIKOL, PEYXPL VoL UV BICETE OTOLONTOTE AVTIOPOOT UTOPEL VOl £YETE GTO PAPLLOKO.

. To Lyrica umopei va mpokaiécetl Oapmi dpaon 1 andAeio Tng Opaong 1 GAAEG LeTafoAég otnv
OpuoT, 01 TEPLGGATEPES OO TIG OTOIEG £Vl TPOCWPIVEG. B0 TPEMEL VO, EVILEPDCETE AUECMG
TOV Y1TPO 00G, 0V TOPOVCLAGETE OTOLOONTOTE LETAPOAN 0TV OPACT| GOG.

. Kdémotot dafntikoi acBeveig, mov maipvouv Bépog, evocwm Aapfdavouv tpeykoumaiivn propet
VO YPELIGTOVY OAACYT OTO AVTIOLOPNTIKA PAPLLOKE TOVG.

. Opiopéveg avemBounteg evépyeles, OTMG 1 VIVNALa, UTopel va gival o cVyvES, YTl ot
acBeveig pe PAAPN Tov votiaiov puedod pumopel va Aappdvouy kot GAAS QApLOKA Yo TV
Oepaneia, Topadeiypatog xaptv, TOL TOVOL N TNG CTACTIKOTNTAS, TO OTOi0 £XOVV TAPOUOLES
avemBOUNTEG EVEPYEIEG LE TNV TPEYKOUTOAIVT Kot 1] cOPapOTNTA QLTAOV TV OVETIOOUNTOV
evepyelmv pumopel va avénbei 6tav Aappavovron pali.

. "Exovv vap&et avapopég KapolaKkig aveEmApKELNG o€ oplopévoug acbeveic mov Adupavay to
Lyrica. Avtoi ot acBeveig tav kuping nAkiopévol, pe kapdayysiokd tpofAnuata. Mpwv va
AGPeTe a0TO TO PAPUAKO TPETEL VO EVI|LEPDGETE TOV YLATPO GOS EAV £YETE IGTOPIKO
KopoaKg madnone.

. "Exovv vtap&et ovapopEg VEPPIKNG AVETAPKELNG GE OpIoUEVOLS aobeveig Tov Adpupavay to
Lyrica. Eqv mapatnpnoete peioon oty ovpnon, eved Aappdvete to Lyrica, Oa npénet va
EVNLEPMCETE TOV Y1ATPO 0aG, KABDG 1 S10KOT| TOV PapUdKov UTopel va To PeATidoEL QLTO.

. "Evag pucpdc aptfudc atopmv mov EAuPovay avTIETIANTTIKY aymyn, 6nwg to Lyrica, giyav
oKkéyelg TpoKAnong PAAPNG 1 Bavdtov oTov 0vTd TOVg. EQV omoladnmote otiyun €xete

TOPOOLEG CKEYELS, ETIKOWVMVIOTE AUECHG LLE TOV YIOITPO GG,

. Orav 1o Lyrica Aappdaveton pali pe GAAa pappoio Tov PTopel va TPOKAAEGOLY SVCKOIMOTITA
(6mw¢ kdmota €101 TOLGITOVEOVY PAPUAK®V), elvar THAvO va epeavicBovy yooTpevteptkd
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TpoPAnpata (1. SVGKOIAOTNTA, £VIEPO TTOV £xEl Ppasel N Tapaivoel). Evnuepdote Tov
YTPO GOG EGV EREAVIGETE SLOKOIAOTNTA, WiTEPA ECV EI0TE EMPPETNG OE AVTO TO TPOPAN L.

. [pwv wépete avTO T0 PAPHOKO, O TPETEL VO EVILEPMDGETE TOV YIOTPO GOG EAV EYETE 1GTOPIKO
OAKOOMGLOD 1] OTOLGONTOTE KATAYPNONG N £EAPTNONG 0md Qappaka. Mnv mapete
TEPLOCOTEPO PAPLAKO amd AVTO TOL GOG £XEL GUVTAYOYPAPNOEL.

. "Exovv vtdp&et avapopé oTacpumv [E Tn xpnor tov Lyrica 1] chvTopa HETA T S10KOTN TOL
Lyrica. Edv epoavicete 6Tacp0, ETKOIVOVIOTE LLE TOV YIOTPO GOG OUECHG.

. "Exovv vdp&et avapopég pelmong tng eYKEPOAKNG Aettovpyiag (eykepahondfela), og Lepkovg
acBeveig mov Aappdavouv Lyrica, 0tav &xovv kot dAieg Ttabnoelg. Evnuepmote tov yatpd cag
€4V £XETE IGTOPIKO OTOLACONTOTE GOPPNG TPIKNG KATAGTUOTG, GUUTEPIAAUPOVOLEVIG TNG
NTOTIKNG 1| VEQPIKNG VOGOU.

Howord ko £épnpor

H acpdleia kot 1 amotelecpuatikdTTa 6€ Todid kot eprfouvg (nAkiag kdtm tv 18 eTtdv), dev Exet
TeKUNPLoOel Kot GUVERHDG 1) TPEYKAUTOAIVY dev Ba TPETEL VAL YPTCIULOTOIEITOL GE QLTI TNV NAKIOKN
ouado.

Alho @appoxo ko Lyrica
Evnuepaote tov yiatpd 1 Tov QopUoKonold oag e6v moipvete, Exete Tpdopato Tapet 1) pmopel vo
népeTe GALA PAPLOKAL.

To Lyrica kot opiopéva dAha apuaka pmopel va exnpedlovy to éva to dAlo (aAinienidpaon). Otav
10 Lyrica Aapfdaveron pali pe cuykekpiuéva gappoKa To omoio £X00V NPEUOTIKEG dpAoELg
(cvumeptlopPoavolévey TV OTOEW®OV), UTOPEL VO EVIGYVCEL TIG OPAGELG AVTES, Kot Bo pmopovoe va
001 YNOEL GE AVATVELOTIKT avendpkeln, kopo Kot Odvato. O Babuog {aAng, vmvniiog Kot Lel@HEVNG
OLYKEVTPOOT|G, Umopel va avéndel av 1o Lyrica Aapfdvetal pe gapUOKo TOV TEPLEYOVV:

O&VK®dOVT — (YPTMCILOTOIEITAL G TOVGITOVO)
Aopoalendun — (ypnowomoteitan yio tnVv Bepameio Tov dyyovg)
AAKOOA

To Lyrica umopei va Aappdaveral pe amd Tov GTOUOTOS AVTIGLAANTTIKA.

To Lyrica pe Tpo@ég, ToTa Kon 01véTVELPO
Ta xoydxio Lyrica pmopovv va Aappdvovot pe 1 xopig tpoon.

Yuviotdrtal vo unv KoTovoADveTe aAKoOA, eved Aappavete Lyrica.

Kinon ko Onhoopoc

To Lyrica dev mpémet vo AapPavetor Katd T StdpKeLd Tng eYKupoovvng 1 6tav Onialete, ektog edv o
YTpOg 060G 6ag ddoetl AAAeg odnyieg. Ot yuvaikeg mov BpicKovIol GE avOTaPAY®YIKT NAKI0 TPETEL
va AapPavouy anoteAecHaTIKG HETPA avTIcVAANYNG. Edv elobe €yvog 1 OnAalete, vopilete 6TL
umopel va gioBe £ykvog 1 oyedialete va amoktoete Todi, {nTHote T GLUPOLAN TOL YLOTPOD 1] TOV
(QOPLOKOTO0V GOG TPOTOV TAPETE OVTO TO PAPLLOKO.

0o ynon ko YEPIoROS PNy ovLATOY

To Lyrica umopei va mpokaiéset {aAN, vavnAia Kol LetdUEVT cVYKEVTPp®ON. Aev Ba Tpémet va

00N YNGCETE, VO YEPIoOEiTE TOADTAOKA UNYAVILLOTO 1] VO EUTAUKEITE G8 GAAEC, TOAVAOG EMIKIVOLVES
OpaCTNPLOTNTEG, £OG OTOV JUMIGTOCETE OV AVTO TO PAPUOKO EXNPEALEL TNV IKOVOTNTA GOG VO
de&dyete ALTEG TIG OPAOSTIPLOTNTEG.
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To Lyrica mepiéyer povoiopuciy Aaxtoln
Av 0 YloTpOg GOG, GOG EVIUEPWOTE OTL £xETE KATOl dvoavesio oe OPIoUEVE GAKYOPM, ETKOIVOVIOTE
LLE TOV Y1OTPO GO TPV TAPETE AVTO TO PAPLOKO.

3. Iloc va mdpete to Lyrica

[Tévtote va maipveTe TO PAPUOKO OVTO OVCTNPE COUPOVO. LE TIG 0dNYieg TOL YaTpov cag. Edv éyete
ap@Bolec, pOTNGTE TOV YIOTPO 1 TOV QOPUOKOTOLO GOG.

O ywatpog oag o amopacicet oo 060N etval KATAAANAN Yo GGG,
To Lyrica givat povo yio ypfion amrd Tov GTOUTOG,.

Meprpepkdg KoL KEVTPIKOG vELPOTAONTIKOS TOVOGS, eminyia 1] Awatapayr] [evikeopévov
Ayyovg:

. Noa Aappdavete Tov apOpo Tov Koyokiov, cOueova He Tig 00Nnyieg Tov y1oTpov cog.

. H d60m, n onoia £xel TpocOpLOOTEL GE EGAG KOl TNV KOTAGTACT 060G, O KupaiveTal yevikd
petaéd tov 150 mg kot towv 600 mg v nuépa.

. O ywtpog oag Ba cag mel va Aappavete o Lyrica gite ovo gite Tpelg popég v nuépa. [a v

nepintwon Aqyng 000 Popég TNV Nuépa, va Aapfdvete to Lyrica pio 1o mpwi kot pia to Bpadv,
nepimov v iduo dpa kdbe nuépa. Ta v mepintwon ANyng Tpelg opég TNV NUEPA, va
Aappdvete to Lyrica pia o mpoi, pio 1o amdysupa Kot pio o fpadv, mepinov v ida dpa
KkéOe nuépa.

Edv égete v evtinwon 611 1 dpdon Tov Lyrica givan eite vrepfolikd woyvpn eite vrepPolikd
ac0evg, EVIUEPDOTE TOV Y1ALTPO 1] TOV PUPLOKOTOLO GO,

Av glote nAkiopévog actevig (MAkiag dvo Tov 65 etdv), Tpénel va Aapupavete Kavovikd to Lyrica,
EKTOC KL oV £XETE TPOPANLLOTOL LLE TOVG VEPPOVG GO,

O ywatpog o0g UTOpEL Vo GG GLVTAYOYPOPNGEL EVA SLUPOPETIKO S0GOAOYIKO TPOYPOLM KA/ SO0,
av £yete TPOPAN LA LLE TOVG VEQPOVG GOG.

No Kotamivete To Kayakio 0AOKANPO, LE VEPO.
Noa cvveyilete va maipvete 1o Lyrica, péxpt o yuatpdg 6og vo oG TEL VoL TO GTAUOTNOETE.

Edv napete peyardtepn 06on Lyrica amd tnv kavoviki

Enwowvovnaote pe Tov yioatpo cog | anyoivete apécms 6To TANGLEGTEPO VOGOKOUEID, GTN HovAda yia
ta engiyovra meptotatikd. Na €xete pali 6og 1o Kouti 1 v elain Tov koyakiov Lyrica. e
TEPITTOON TOL TTAPETE peyalvtepn 06on Lyrica and v kKavovikn, eivar mbavov va aicBavOeite
vvnAla, cvyyvon, diéyepon 1| avnovyio. Exovv avaeepbel emiong eminntikég kpiceic.

Eav Egyaoete va mapete To Lyrica

Eivar onpovtikd vo Aapfavete ta koydiio Lyrica taxtikd, tnv ido dpa kébe nuépa. Edv Eeydoete
va whpete pia doo, TApTE TN oA To Buundeite ektog GV TANGIALEL | DPA YO TNV ETOUEVT] OOON.
g QTN TNV TEPIMTMON, CLVEYIOTE KOVOVIKG [LE TNV EMOUEVT 000N, Mnv Ttdpete dumhn SO0 Yo va
AVATANPAOGETE TN 0001 TOL EEXACATE.

Edv otapoatioete va maipvere 1o Lyrica

Mnyv ctapatioete T AMyn Tov Lyrica, ktog €dv 6dg T0 TEL 0 Y1oTpOg oag. Av 1 Oepomeio cag
OTOMOTNOEL 1) OlakoTh Ba mpémet va yivel Babpiaia, og ¥povikd dS1UoTNIO TOVAGYIGTOV

pog efoopddoc.
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Metd ) daxomn pokpoypoviag 1 Bpayvypoviag Oepaneiag pe Lyrica, mpénet va yvopilete 6T1 pmopet
Vo ELPOVICETE OPIoUEVEG avemBouNTeg evEpyeleg. AVTéG mepthapPdvouy duokoiio oTov VTvo,
TOVOKEPUAO, VauTia, aicOnua dyyovg, 14ppola, GUUTTMUATE TOV OUOLALOVY LE AVTA TNG YPINTNG,
OTOGHOVE, VELPIKOTNTA, KOTAOAWYT), TOVO, £pidpwon Kot {AAN. AVT TO GUUTTOUATO UTOPEL VO
cuupolv mo cuyva 1 pe peyoivtepn cofapotnta dv Aappdvate Lyrica yio peyaAdtepn ypovikn
nepiodo.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNION ALTOV TOV PUPUEAKOV, POTNCTE TOV Y1OTPO 1|
TOV POPUOKOTOLO GOG.

4. MBavég avemBOunTEg evEpyErLeg

Onwg 6Aa To pappaKa, £TG1 KOl AVTO TO PAPHOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kot 6gv Tapovoidlovtal oe GAOVG TOVG avOpdTOVG.

IMoAv ovyvéc: pmopel va exnpedoovy TEPLocdTePOVS amd 1 otovg 10 avOpmmovg
Z6&An, vTvnAia, TOVOKEPAAOG.
Yuyvéc: pumopel va emnpeaocovy ¢ ko 1 atovg 10 avOpdmovg

e Avdnuévn opedn.

. AioBnon eveopiog, cOYYLOT, OTOTPOSAVATOMGHOG, pLelmon TG ce&ovalikng emibupiog,
gvepebiotoro.

. AwTopayn oy Tpocoyn, adeSIOTNTA, EXNPEACUEVT VALY, OTTOAELD LVIUNG, TPOLOG,

dvokolio otnv opthia, aicnon popunkioong, LoVSAGHA, KOTAGTOAN, ANBapyog, abmvia,

KOM®OT), U1 PVOIOAOYIKY| oicOno.

®aumm 6paoct, SmAomia.

TAvyyog, mpoPAnpata e TNV 1G0pPoTio, TTOCT.

Enpooctopic, SuoKOIMOTNTA, EUETOG, LETEMPIGUOG, O1GppOola, VOLTic, TPNEWO GTNV KOLMA.

Avckolieg otnv oTvoT.

I[Ipn&o Tov cAOUATOG, CLUTEPILAUPBOVOUEVOV TOV AKP®V.

AioOnon pébng, un pucloroyikod Padioua.

AvEnon copatikov fapoug.

Mvikég kpaumeg, TOvog oTig apfpmaoelc, Tovog otn pécn (0oeLaAYia), TOVOG Gg GKpO.

IMovorapoc.

Oy ovyvéc: pmopel va exnpedoovy £0g kat 1 etovg 100 avlpaomovg

. Amndielo 6peéng, anmdAielo Pdpoug, yapnAd eTimeda GOKYAPOV OILOTOC, VYNAA eTinedQ
caKydpov aipotog.
. Amonpoc®nomoinct, avinovyia, KoTabAy, d1€yepor, SIOKLUAVOELS TG CLVOICONUATIKNG

dudbeomng, duokoAia avakAnong Aécewv, yevdaiohnoelg, mopa&eva Ovelpa, KPIGES TAVIKOD,
andbeia, embetikoTa, EEaporn cuvalcOnpatikng d1abeomng, EXNPEAGUEVT] SOVONTIKT
KOTAOTOOT, OVCKOALN GTNV OKEYT, avénon ¢ ceEovaiikng embupiog, TpofAnuaTo pe ™
ceEovaAKN AgrTovpyie, GCUUTEPIAAUPAVOUEVTG TG AVIKOVOTITOG VO ETITOYETE GEEOVAAIKO
opyaoud, KaBvoTepNUEVT] EKCTEPUATION.

. MetaBoiég otnyv 0pact, AoV OELg KIVIIOELS TOV HOTIDV, LETAPOAEC GTNV OpOoT),
oLUTEPTAAUPAVOUEVTG TNG OPACTG KOTA TNV OO0 TO AVTIKEILEVO QAIVOVTOL GOV LEGO, OO
COANVA, AMAPYELG POTOS, UTOTOUEG KIVIOELS (TIVAYLOTA), EAATTMON OVTOVOKAALGTIKAOYV,
VIEPKIVITIKOTNTO, (AN o8 0pBia Béom, evatcbncio oto dépua, anmdAiela yebong, aicinon
KHGOV, TPOLOG KOTA TNV KivnoT, LEW®UEVT] GLVEION O], AT®AELN GLUVEIdNONG, Mmobupia,
avénuévn evaetncio oto B6pvPo, aicOnpa adiebeciog.
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EnpoeBaipio, Tp&ipo pation, mévog 6to patl, eEachevnuévn dpacn, dakpvppold, EpEBIGHOG
Lo Tion.

AwTopayéc Kapdakod pubupod, adéEnon kapdiakov puBrov, YOUNAT apTNPLOKT TEST, VYNAN
apTNPLOKN TEST), LETAPOAEG OTOV KOPIKO pLuOUO, KOPOLOKT OVETAPKELD.

‘E&aym, eEdye.

Avckolio oty avamvon, Enpodtnta T LT, PVIKT GUUEOPNOT).

AvEnuévn Topaymyn oléAov, Kaovpa, LOVSAGHO YOP® OO TO GTOL.

Eopidpwon, e&avOnua, piyn, Topetdc.

Enavoiappavopeveg poikég ouondoelg (tik), tpnéuo apbpwong, poikny dvokoapyic, Toévog,
GLUTEPTAAUPAVOUEVOD TOV HVIKOV TOVOL, TOVOG GTOV QUYEVAL.

II6vog tov pactov.

Avokolio otV 0VpNoN N ETMOVVY 0VPNGT), AKPATELD OVPDV.

Advvapia, diya, aicOnuo cdoeryéne tov Odpaka.

Metofoléc oTa OMOTEAEGUOTO ALULOTOAOYIKAOV KOl NTOTIKOV e€eTdoe®V (avénpévn
KPEOUTIVOPMGPOKIVACT] OiLATOG, QVENUEVT] QUIVOTPAVGPEPAOT] TG OANVIVIG, ouENUEVT
OOTOPTIKY] OULVOTPOVEPEPACT], LELOUEVOG OPIOIOG AIOTETAAIDY, OVOETEPOTEVIM, OVENCT OTNV
KpeaTivn aipatog, Pelmwon 6To KAA0 aipaTog).

YrepevoioOnoia, Tpnopévo Tpocmmo, payovpa, eEAvONLA, KoTappon, apoppayio poTng,
Prixas, poyyainto.

Enddvveg éuunveg pvoeig.

Poypotnta TV XEPLOV Kol TOIUMV.

Yravieg: pmopei va exnpedoovy £0g kot 1 otovg 1.000 avlpomovg

Mn gucloloyikn aicnon 66ppnong, 6pacT KAt TNV Omoio To AVTIKEILEVO (aivovTal
TOAOVTEVOUEVA, OALOIOUEVT OVTIAYN TOL BAOOVE, OTTTIKN POTEWVOTNTA, ATMAELN OPACT|S.
AteoTolpéveg KOpeS, aAAnOdpioua.

Kpbog 1dpatac, cuoeryktikd aicnuo Aailov, Tpnopévn YAOCod.

dLreypovn oto TayKpeQG.

Avokola otnv KoTdmoon.

Apyn 1 petopévn kivnon tov coONOTOG.

Avokolio otnv opdn ypaen.

AvEnpévo vypo oty Kotd.

Yyp06 6TOVLG TVEDLLOVEG,.

Xracpot.

MertaBolréc oto niextpokapdioypdonua (HKI'), mov avtiototyovv pe dtatopoyés Tou
KapdLoKov puOpov.

Mvikn kdKoon.

"Exxpion paoton, un guoloAoyikr ovénon LaoTov, avarTuén LaoTMV GTOVG AVOPES.
AL0KOTTOEVEG EUUNVES PUCELS.

Neppum avendpkela, LeElOUEVOG OYKOG 00pV, KATOKPATNOT] OVPM®V.

Meiwon otov ap1fud AgVKOKVTTAP®V.

Avéppootn copuneppopd.

AMkepykég avTidopaoelg (ov pmopei va mepIAapPivouy SUGKOAID GTNV OVATVOT|, PAEYLLOVT OTO
patia (kepatitido) Kot pio coPapr deppatikn avtidpacn mov yopaktnpileTol amd e&avonua,
(POVOKAAEG, EEPAOVIICLA TOV SEPUATOG KOl TTOVO).

"Tktepog (KiITpiviopa TOL SEPLOTOG KOL TV LATIDV).

MoAd omavieg: propei va ernpedoovy émg kot 1 otovg 10.000 avOpdmovg

Hrotum avendpkera.
Hratitda (pAeypovn Tov TOToC).
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Av gnoavicOei Tpnépo oto TPOcOTO 060G 1] 6T YAOGGA 60S 1] £G4V TO OEPIA GOG KOKKIVIGEL KOL
apyicel va Pyaler povokaieg 1 va Ee@rhovdilel, mpémer va avalTNoETE ApEcmS 1OTPIKY
ovpfovin.

Opiopéveg avembounteg evépyeleg, OTMG 1 VIVNALL, UTOpEl va givol o cuyvég, yiatl ot acBeveic pe
BAGPN Tov veTioiov puehov pmopel vo AapuPavouv Kot dAho eapuake yio v Oepamneia,
TAPUSEYLLATOG Y APV, TOL TOVOUL 1) TNG CTUCTIKOTNTOC, TO OO0 £XOVV TAPOUOIEG AVETIOOUNTES
EVEPYELEG LLE TNV TPEYKAUTOAIVY KO 1] GOPApOTNTA QVTOV TOV AVETIHOUNTOV EVEPYELDV UTOPEL VOl
avéndel 6tav Aappdvovtor padi.

Edv mopatnpnoete kdmolo avemBountn evépyeild, EVNUEPDCTE TOV YIOTPO 1 TOV PAPHLOKOTOLO GOG.
Av10 10y0et kot Yo KaOe mhavn avemBounTn evEPYELD TTOL JEV AVOPEPETAL GTO TAPOV PVAAO

odMyL®V YpNoNG.

Ava@opd avemOuunTOV EVEPYELOV

Edv mopatnpnoete kdmolo avemBounTn evéEpyeLd, EVNUEPDCTE TOV YIOTPO 1| TOV PAPHOKOTOLO GUG.
Av10 1oy0et kat Yo KaBe mbavi| avemBounTn evéEpyela IOV dEV AVOQEPETAL GTO TAPOV GVAAO
odnywdv ypnons. Mnopeite emiong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0viKov ouoTNUATOG avaPopdg Tov avaypapeTol oto [lapdpmuo V. Méow g avapopdg
avemBOUNTOV EVEPYEL®V Umopeite va fonbNnoete ot GLAAOYN TEPIGCOTEPOV TANPOPOPIDV GYETIKA
LE TNV AOPAAELN TOV TOPOVTOG PUPULAKOV.

5. og va puidooete To Lyrica

To @dappaxo avtd TPENEL VoL PLAACCETAL GE PEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLVY T TOdLAL.

Na pn ¥p1oILOTOIEITE AVTO TO PAPLOKO PETA TNV NULEPOUNVIC AENG TOV AVOPEPETAL GTO KOVTI 1] OTN|
@1aAn. H nuepounvia Aqéng elvar 1 tekevtaio nUéPA TOV PIVO TOL OVOPEPETOL EKEL.

Agv vrdpyovv £101K€G 001 yieg SoTNPMNONG Y10 TO PAPUAKO OVTO.

Mnyv meTdTe PAPLOKA GTO VEPO TNG AMOYETEVOTG 1] GTO GKOLTIdW0. POt oTE TOV QOppoKkomold Gag yo
TO TTMOG VO TETAEETE T PAPLLOKO, TTOV OEV YPNCIUOTOLEITE Lo AvTd TO PéTpa Ba fondncovy oty
TpooTacio Tov TEPPAAAOVTOC.

6. Mepreyépeva TG GVEKEVLAGINS KUl LOWTES TANPOPOPIES

Tvtepréyer To Lyrica

H dpaotikn ovoia givar n mpeykopurarivn. Kédbe oxinpd kaydkio tepiéyel 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg 1} 300 mg wpeyKapmarivn.

Ta dGALo cvoTatiKd etvat: povoddpikn Aaktoln, dpvio apafocitov, Taikng, (elativn, dto&eidio Tov
titaviov (E171), AaovpvroBeukod vdtpio, 510&€id10 Tov mupttiov KoALogdEC, pahpo perdvi (To omoio
TEPIEYEL KOPPEN AAKKOGC, LEAAY 0EE1810 Tov G1dnpov (E172), mpomuAievoyluioin, vdpo&eidto Tov
KaAiov) kot VOwp.

Ta xoydxio Tov 75 mg, 100 mg, 200 mg, 225 mg kot towv 300 mg, tepiEyovy eniong epufpod o&eidio
Tov owdnpov (E172).
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Epg@dvion tov Lyrica kon Tepieyueva TG GVGKEVATING

25 mg xoydKo AguKo0 YpOUATOG CKANPE KOWAKLOL, TOV GEPOVV TNV EMICTLOVOT)
“Pfizer” oto koamdxl kot “PGN 25” 610 cdpa.

50 mg kaydxio AguKo0 pOUATOG CKANPE KOWAKLOL, TOV GEPOVY TNV EMICTLLOVOT)
“Pfizer” oto xomaxt kol “PGN 50” 610 copa. To copa Tov kayokiov
emonuaivetal pe pio povpn Awpida.

75 mg xoydKo Agvko0 Kot TOPTOKAAL YPMOUATOG GKANPA KOWYAKLA, TTOL PEPOVY TNV
gmonuovon “Pfizer” oto xamdxt ko “PGN 75” 610 oo,

100 mg konydxio [Toptokai xp®OUOTOC GKANPA KOWAKLO, TOL GEPOVV TNV EMICTLOVOT
“Pfizer” o70 xomakt kot “PGN 100” oto copua.

150 mg ko dxio AguKo0 YpO®UATOG CKANPE KOWAKLO, TOV PEPOVV TNV EMICTLLOVOT)
“Pfizer” oto komdkt kot “PGN 150” oto copua.

200 mg kaydxio AVO0IKTOU TOPTOKOAL YPOUATOG CKANPA KOWEAKLO, TTOV GEPOLY TNV
gmonuovon “Pfizer” oto xamdxt ko “PGN 200” 610 oopa.

225 mg Koy axio Aguko0 Kol avolKToD TOPTOKAAL YPMUATOG CKANPA KOWAKLO, TOL PEPOVY
v emonpavon “Pfizer” oto xamdx ko “PGN 225 610 odpa.

300 mg koo Agvko0 Kol TOPTOKAAL YPDOUATOC GKANPA KOWAKLOL, TOL PEPOVY TNV
gmonuovon “Pfizer” oto xamdxt ko “PGN 300” 610 oopa.

To Lyrica dwatifeton o€ oytod peyédn ovokevaciog and PVC pe omicBio kdAvppa and alovpivio: pia
ocvokevaoia Tov 14 koyokiov mov mepiéyetl 1 Tawvia koyéing (blister), pio cvokevacia TV

21 kawyakiov Tov tepiéyet 1 Tawvia koyéing (blister), pia cuckevacio Twv 56 Kayokiov mov TePLEYEL
4 touvieg koyéhng (blister), pio cvokevacio tov 70 kayakiov Tov TEPLEYEL S TOvieg KOYEANG
(blister), pia cvokevacio Tov 84 kKayakiov mov Tepiéyel 4 Tawvieg kuyéing (blister), pio cvokgvacio
tov 100 kayokiov tov tepéyel 10 taivieg koyéhng (blister), pio cvokevacio tov 112 koyokiov Tov
nepiexet 8 tarvieg koyéAng (blister), ko pio cvokevacio tov 100 x 1 kayakiov g didTpnteg Kuyéreg
(blisters), povadwv d6onC.

Emutiéov, 1o Lyrica diatiBeton o @iaAn moAvaiBvuieviov vyning tukvotnrag (HDPE) mov mepiéyet
200 kawydko, yio Tic TeEPLEKTIKOTNTEG TV 25 mg, 75 mg, 150 mg kot 300 mg.

Mmropet vo, v KukAoPopoHV OAEG Ol GLOKEVAGIES.
Karoyog Adsrog Kvkhogopiag kot [lopackevaostig

Kdroyog Aderog Kuihopopiag:
Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BéAyto.

[Mopackevaotg:
Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg,
Teppavia.

[No omoladnmote TANPOPOPia GYETIKA LE TO TAPOV PAPUOKEVTIKO TPOTOV, Tapakareiche va
amevBuvheite 6TOV TOTIKO AVTITPOCHOTO TOL KATOYXOL TNG ASENG KVKAOPOPIag:

Belgié/Belgique/Belgien Lietuva

Pfizer S.A. /N.V. Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: +32 (0)2 554 62 11 Tel. +3705 2514000

Bbarapus Luxembourg/Luxemburg

[aitzep JlrokcemOypr CAPJI, Knon bearapus Pfizer S.A.
Ten.: +359 2 970 4333 Tél/Tel: +32 (0)2 554 62 11

91



Ceska republika
Pfizer spol s r.0.
Tel: +420-283-004-111

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAAAX AE.
TnA.: +30 210 67 85 800

Espaiia
Pfizer GEP, S.L
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 385 1 3908 777

Ireland

Pfizer Healthcare Ireland

Tel: +1800 633 363 (toll free)
Tel: +44 (0)1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia

Pfizer Established Medicine Italy S.r.l.

Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAAX A.E. (CYPRUS BRANCH)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel: +371 670 35 775

Magyarorszag
Pfizer Kft.
Tel. +36 1 488 37 00

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer bv
Tel: +31 (0)10 406 4301

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL,

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer Oy
Puh./Tel: +358 (0)9 43 00 40

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0)1304 616161

To mapév @vrro 0dNYIOV Ypriong avabepOnke Y10 TeEAEVTAI POPA OTIG:



Aemtopepeic mAnpoopies Yo To papuaKo avtod gival dbéoiues 61o diktvakd Tomo Tov Evponaikon
Opyaviopot @appdkov: http://www.ema.europa.eu.
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®Yrlo odnYLOV ypriong: [Iinpoopiss yia Tov xpijoTy

Lyrica 20 mg/ml néopo drdiopa
TPEYKAUTAATVT

AwfdoTe TPOGEKTIKA 0AOKANPO TO GVALO 0ONYLAOV YP1|CIG TPV UPYICETE VU TAIPVETE GVTO TO

PaPROKO, OLOTL TEPLAAPUPAVEL GNUAVTIKES TANPOPOPIES Y1X GUG.

- DdvrdEte avTd TO POAAO 0ON YLDV YpIoms. Towg ypelaotel va To dafdoete Eavd.

- Edv éxete tuxdv mepatépm amopieg, poTNoTE TOV Y10TPO 1] TOV QUPLOKOTOLO GOG.

- H cvvtayn yio autd to eapuoko yopnyndnke amokAeloTikd yio oag. Agv TPENEL VoL SDCETE TO
Qappako og aGAlovc. Mmopei va toug Tpokaiécetl PAAPN, axopa Kot OTov To. onueio Tng
acBéveldg Toug etvar idta pe Ta d1Kd Gog.

- Edv mopatnpnoete kamolo avemBountn evépyeia, EVIUEPDOGTE TOV YIOTPO 1 TOV POPLOKOTOLO
caG. AvTo 1oy0eL Kol yio KaOe mBavi| avemBopunTn evEpyELo TOL dEV AVAPEPETAL GTO TAPOV
@OALO odnylmv ypnong. BAéme mopdypago 4.

T epréyer o mapév AL 00N YIOV

Tt etvon o Lyrica kot wota glval 1) xprion tov

T pémerl va yvopilete Tpv mapete 1o Lyrica

[og va ndpete to Lyrica

[MBavég avemBounteg evépyeleg

[Mog va purdoocete To Lyrica

[epreydueva g cuokeLACiNg KOl AOUTEG TANPOPOPIES

AN S

1. T eivan To Lyrica kon wowa givo 1 ypiion 100

To Lyrica avrkel o€ pio opddo @opuik®v Tov ypnoiporotovvTot yio T Oepaneia tng emidnyiag, Tov
vevporadntikod Tovov kot e Awatapayng ['evikevpévov Ayyovg (AI'A), oe evijhikec,.

Meprpepikodg ko1 KeVTPIKOg vevpomadnTikos wovog: To Lyrica ypnoomoteiton yio tn Oepameio Tov
VoL paKpdg didpkelag mov opeiletan o€ PAAPN TV vedpav. [lepipepikdg vevpomadnTikdg TOVOC
umopel va TpokAndel amd didpopeg acéveleg, dnwc o dafnne N o Epnng (wotpag. H aicbnon tov
noévov pmopet va meprypapel cov aicOnua {Eotng, Kadoov, EVTovov cEIEIOTOC, TIVAYUATOG,

Loy OpLag, GOLPALAG, KpAUTaG, TOVOL, HUPUNKINGNG, LOVSIAGUOTOC, TOUTUATOV amd KUPOITOES Kol
Beroveg. O meplpepikdg KoL KEVIPIKOG VELPOTAONTIKOC TOVOG UTOPEL EMIONG VO GUGYETIGTOVV LE
oAdayég duabeong, dtatapayég VTvov, KOTWGT (KOVPAsT)) Kol UTOPEL VoL EXNPEAGOVY TNV PLGIKT Kol
KOW®VIKT AEITOVPYIKOTNTO, KOOMG KOl TNV GUVOAKT TotOTNTA MG,

Eminyia: To Lyrica ypnoyomoteitar yuo tn Oepomeio piog cuykekpiuévng Lopeng eminyiog
(eoTioKéG EMANTTIKEG KPIOEIS [UE 1) YOPIG OEVLTEPOYEVT YEVIKEVON-EMANTTIKEG KPIGELG TOL EEKIVOUV GE
pio GUYKEKPLUEVT] TEPLOYT TOL EYKEPAAOV), o€ eviihikeg. O yloTpog cag Ba 6Ag GUVTOYOYPAPIOEL TO
Lyrica yio t Ogpaneia g emiAnyiag, 0Tav 1 aymyn mov akolovbeite orjpepa dev eAEYYEL TNV
Katdotoon coc. Oa mpénetl vo AapPavete to Lyrica emmAéov Tng aymyng mov akoAovdeite onpepa.
To Lyrica dev mpoopiletar yio va yproiponoteitol povo tov, ahdd Oa mpénetl mavta vo
YPNOULOTOEITAL GE GLUVOVACKUO HE GAAN avTiemANTTIKY Ogpaneia.

Awrapayn Fevikeopévov Ayyovg: To Lyrica ypnoyomoteitan yio tn Oepameio tng Aratopoyig
I'evikevpévov Ayyovg (AI'A). Ta copntopata g AIA eivon TapateTopévo vepPoiicd dyyog Kot
avnovyia, Tov givar duokoro va ereyydel. H ATA umopei emiong va TpokaAécsel veupkoTnta 1
aicOnua évrovng tapoayng N eOPov ammAelag eAEyyov, aicnuo evkoing kénwong (kobpaong),
duokoAia 0T CLYKEVTPp®ON N aicOnia ade1doIaTOg TOL LLaAOD, aicOnua guepebioToOTNTOG, LUVTKT
Tdon 1 datapoyn Tov VTVOV. AVTA SUPEPOLY GO TO GTPEG KOt TNV VIEPEVTOGCT] TNG KAOMNUEPIVAG
Cong.
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2. T npéner vo yvopilete mprv mwapete To Lyrica

Mnyv ndpete 1o Lyrica:
Ye mepintwon aAlepylog oTNV TPEYKAUTOAIVT 1] O OTOI0OMTOTE GLGTATIKO OO TO. GLGTATIKA ALTOV
TOV QUPUAKOL (AVOPEPOVTAL GTIV TAPAYPUPO 6).

Ipocdomou)osig Kol TPoPuAGEELS
Amevbuvleite oToV Y1I0TPO M TOV POPHOKOTOLO GOG TPV Tapete To Lyrica.

. Opiopévor acBeveig mov Aappdvovv Lyrica £xouv ava@Epel COUUTTOUATA TOV VTOONADVOLY
oAAePYIKT avTidpaot). AVTA To CLUTTOUATE TEPAAUPEvoLY oidnpa (TpH&IHo) 6To TPOSHTO,
oT0 XElA, TN YA®GGO Kol 6TO Ao, Kafdg kot didyvto eEdvOnua oto déppa. Edv
TOPOVGIACETE KATOL0 OO AVTES TIG AVTIOPACELC, B0l TPETEL VAL EMKOIVMVICETE APECMG LLE TOV
Ytpd GOG.

. To Lyrica éxetl cvoyetiotel pe {aAn Kot vvniio, mov uropel va avénoovv v mbavotnta
TPOVUOTIGUOV OO aTOYNUO (TTMOT) o€ NAMKIpHEVOVS aobeveis. Qg ek ToOTOV, TPEMEL Vit €l0TE
TPOCEKTIKOL, LEYPL VoL cuVNB{CETE OTOLONTOTE AVTIOPACT) UTOPEL VO £XETE GTO PAPLLOKO.

. To Lyrica umopei va mpokadécetl Oapm dpaocn 1 andAeio TG Opaong 1 GAAEG LETAPOAEG oTNV
OpaoT, 01 TEPLGGATEPES OO TIG OTOlEG Elvat TPOCWPIVES. Oa TPEMEL VAL EVIULEPDCETE AUECMG
TOV Y10TPO OOG, £V TOPOVGLAGETE OMOLOONTOTE LETAPOAT 0TV Opacn oG,

. Kdmorot dafntikoi acBeveic, mov maipvouv Bépog, evocw Aappdavouv TpeyKapumaiivr, propei
VO YPELOGTOVY OAANYT] GTO OVTIOOPNTIKA PAPLLOKE TOVG.

. Opiopéveg avemBounteg evépyeles, OTMG 1 vIvNAia, uropel va ival mo ovyvEg, YTl ot
acBeveig pe PAAPN Tov votiaiov puedod pumopel va AapPdvouy kot GAAS QAPHOKA Yio TV
Oepaneia, Topadeiypatog xaptv, TOL TOVOL N TNG CTACTIKOTNTAS, TO OTOiN £X0VV TOPOUOLES
aVETBOUNTEG EVEPYEIEG LE TNV TPEYKOUTOATVIKAL 1] COBAPOTNTA OVTAOV TV AVETIOOUNTOV
evepyelumv pmopel va avéndel 6tav Aappdvovton poli.

. "Exovv vtapéet avapopés Kapdlokng ovETApKELNS 6 oplopévoug acbeveic mov Adupavay to
Lyrica. Avtoi ot acBeveig tav kuping nAkiopévol, pe Kapdayyslokd tpofAnuata. Mpw va
AGPete 0VTO TO PAPULAKO TPETEL VO EVI|LEPDGETE TOV YLATPO GO EAV £XETE 1GTOPIKO
KopowaKig madnone.

. "Exovv vdp&et avapopég VEPPIKNG AVETAPKELNG GE OPIGUEVOLS 0ioBeveig Tov Aapupavay o
Lyrica. Edv mapatnpnoete peiwon otnv ovpnon, eved Aappdvete to Lyrica, Oa npénet va
EVILEPMOCETE TOV Y1ATPO GaG, KaBDS 1 dloKom TOL PapudKov uropel va To PeATidoel avTo.

. "Evag pucpds aplfpog atdépmv mov eAaupovay avIEmMANTTIKY aymyn, 6nwg to Lyrica, giyav
oKEyelg TpoOKANoNG PAAPNS N BavdTov oTov 0vTO TOVG. EQv omoladnmote otiyun €xete
TOPOLOLEG CKEYELS, ETKOVMVTOTE AUECHOGS LLE TOV Y10TPO GG,

. Orav to Lyrica Aapfdaveton pali pe GAia @appaKo Tov Pnopet vo TpokaAEGouy SVCKOIMOTNTA
(6mwg kdmota £10M mavsintovey Papudkmy), eivar TBavd va epeavicBovy yooTpeveptkd
TpoPAnpata (1., SLGKOIAOTNTA, EVIEPO TTOL £XEL PPAseL N Tapaivoetl). Evnuepdote Tov
YTPO GOG EGV EREAVICETE QLOKOIALOTNTA, 1O10iTEPA EAV EIOTE EMPPETNG GE ALTO TO TPOPANLCL.

. [pwv wépete avTd TO PAPLOKO, O TPETEL VAL EVIUEPDCETE TOV YIUTPO GUG EAV EYETE 1IGTOPIKO

OAKOOMGLOD 1] OTOLGONTOTE KATAYPNONG 1 £EAPTNONG amd Qappaka. Mnv mipete
TEPLOCOTEPO PAPLOAKO amd AVTO TOL GOG £XEL GUVTAYOYPaPNOEL.
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. "Exovv vtdp&et ovapopéc oTacpumv pE Tn xpnor tov Lyrica 1] cOvIopa HETA TN S10KOTN TOL
Lyrica. Edv epoavicete 6Tacpo, ETKOIVOVIOTE LLE TOV YIOTPO GOG AUECHG.

. "Exovv vap&et avapopég peimong g eYKEPOAKNG Aettovpyiag (EyKepolonddeia), oe Lepkovg
acBeveig mov Aapfdavouv Lyrica, 0tav &xovv kat diieg mabnoelg. Evnuepmaote tov yrotpd cog
€0V £XETE IOGTOPIKO OTOLOONTOTE GOPAPNG UTPIKNG KATAGTOONG, CUUTEPIAAUPAVOUEVIC TNG
NTOTIKNG 1| VEQPIKNG VOGOU.

Howowd ko £épnfor

H acpdleia kot 1 aroteleopatikdTnto 6€ modid kot eprfouvg (nAkiog kdto tov 18 eTtdv), dev Exet
TekunproOel Kot cuvendc 1 TpeyKapToiivy dev Ba TPETEL v YPTCILOTOIEITOL GE QLTIV TNV NAKIOKN
ouado.

Alho @appoxo ko Lyrica

Evnuepaoote tov ylotpo 1 Tov QoproKonold oo e4v malpvete, Exete Tpdspato Tapet 1) pmopel vo
TapeTE GALO PAPLOKAL.

To Lyrica kot optopéva dAia @apuoka, pmopel va ennpedovv to &va 1o dAlo (aAinienidpaon). Otav
10 Lyrica Aapfdaveror pali pe cuykekpiuévo QapproKo To omoio £X0VV NPEMOTIKEG dpAoElg
(cvumeprlopPavolévmy TV OTOEWMOV), UTOPEL VO, EVIGYVGEL QLTEG TIG dpdoels, Kot Bo propovoe va
001 YNOEL GE AVATVELOTIKN avemdpKeLa, Kodpo Kot Odvato. O Babuog {aAng, vmvnilog kot LetOpUEVNG
OLYKEVTPOOTG, Umopel va avéndel av to Lyrica Aapfdvetal pe gapUOKo TOV TEPLEYOVV:

O&VK®AOVT — (YPMOCILOTOIEITAL G TOVGITOVO)

Aopoalendun — (ypnowomoteitan yo v Bepameio Tov dyyovg)

AAKOOA

To Lyrica umopei va Aapupdavetat e amd Tov GTOUATOS OVTIGVAANTTIKG.

To Lyrica pe Tpo@ég, ToTa Kon 0wvémTvE PO
To Lyrica umopei va Aappdveral pe 1 yopic tpoen.

Yuviotdrtal vo unv KoTovoAdvete aAKoOh, eved Aapupavete Lyrica.

Kinon ko Oniaopoc

To Lyrica dev mpémet vo AapPavetar Katd T StapKeLd Tng eYKupoohvng 1 6tav Onialete, ektog edv o
YTpOg 060G 6ag doetl AAAdeg odnyieg. Ot yuvaikeg Tov Ppickovtal 6€ avamapay@ykn nAitkio Tpémet
va Aappévouy amoteAecHaTIKd LETPA avTIcVAANYNG. Edv elobe €yivog 1 OnAalete, vopilete 6TL
umopel va gioBe £ykvog 1 oyedialete va amoktnoete modi, (NTMote T GLUPOVAN TOL YIATPOD 1| TOV
(QOPLOKOTO0V GOG TPOTOV TAPETE OVTO TO PAPLLOKO.

Odnfynon kKo YEPIoROS PNy ovLATOY

To Lyrica umopei va mpokaiésst (OAN, vIvnAia Kol LEI®UEVT GVYKEVTPWOT). Agv Ba Tpémet va

00N YNGOETE, VO XEP1o0EiTe TOADTAOKA UNYAVILOTA 1) VO EUTAOKEITE € GALEC, TOAVAOG EMKIVOLVES
OpaCTNPLOTNTES, £0G OTOV JUMIGTOCETE OV ALTO TO PAPHOKO EXNPEALEL TNV IKOVOTNTA GOG VO
de&dyete ALTEG TIG OPACTNPLOTNTEG.

To Lyrica mepiéyer

To Lyrica mooipo didivpa mepi€yet mapatidpoiuPevioixd peboieotépa (E218) ko
napabdpoéuPevioixon o&éog mponvdestépa (E216), mov umopei va mpoKaAEGOUV OAAEPYIKES
avtdpdoelg (mbavag kabvotepnuéva). To Lyrica mdoipo didhvpa mwepi€yetl PKpég TooOTNTEG
a1Bavorng (aAkood), katm and 100 mg/ml.

3. Iloc va mapete to Lyrica

[Tédvtote va maipveTe T0 PAPUOKO OVTO OVOTNPE COUPOVO, LE TIG 0dNYieg TOL YaTpoL cag. Edv £yete
ap@Bolec, pOTNOTE TOV YIOTPO 1| TOV PAPHOKOTOLO GOGC.
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O ywatpog oag Bo amopacicet Towo 060N etval KATAAANAN Yo €56G.

Meprpepkdg KoL KEVTPIKOG vELPOTAONTIKOS TTOVOS, EmAnyia 1] Awatapayr) Fevikeopévov
Ayyovg:

. Noa Aappdavete 1o didAvpa, COUEOVA LE TIC 001 YIiES TOV Y1OTPOD GO,

. H d60m, n onoia £xel TpocUPUOOTEL GE EGAG KOl TNV KOTAGTACN 00g, Oa KupaiveTal YeVikd
petaéd tov 150 mg (7,5 ml) kot towv 600 mg (30 ml) v nuépa.

. O ywatpog oag Ba cag mel va Aappavete o Lyrica gite 000, gite Tpelg popég v nuépa. [a v

nepintwon Aqyng 000 Popég TNV Nuépa, va Aapfdvete to Lyrica pio 1o mpwi kKot pia to Bpddv,
nepimov v dua dpa kdbe nuépa. Ia v Tepintwon AYng TPES PopEg TNV NUEPA, VO
Aappdvete to Lyrica pia to mpoi, pio 1o amdysvpa Kot pio o fpadv, mepimov v ida dpa
KkéOe nuépa.

Edv égete v evtinwon 611 1 dpdon Tov Lyrica givan eite vrepfolikd ioyvpn eite vrepfolikd
acevng, EVIUEPDGTE TOV Y1ATPO 1] TOV PUPLOKOTOLO GO,

Av glote nAKiopévog actevig (MAkiag dvo Tov 65 eTdv), Tpénel va Aapufavete Kavovikd to Lyrica,
EKTOC KL oV £XETE TPOPANLLOTOL LLE TOVG VEPPOVG GO,

O ywatpog o0g UTopEL Vo GG GLVTAYOYPAPNGEL EVO SLUPOPETIKO S0GOAOYIKO TPOYPOULA KA/ SO0,
av £eTe TPOPAN LA LLE TOVG VEQPOVS GOG.

Na cvveyilete va maipvete 1o Lyrica, péxpt o yatpdg 6og vo oG TEL VO TO GTAUOTNOETE.
Xopnynon:

Odnyieg ypnong

To Lyrica givat povo yio ¥p1ion amd Tov GTOUATOG,.

L. Avoi&te ™ prodn: Iiéote TPog Ta KATMO TO IO KOl YUPIOTE aVTIOTPOPO OO T POPH TV
deKTAV T0L poroylov (Ewdva 1).

2. INo v Tpoty ypion povo: ‘Evag [pocappoyéog cupryyag mov tonobeteiton 6t LaAN,
dwotifetan poli pe T ovpyya yio xpion ard Tov 6TOUATOS. AVTO givol To €APTNLLA, TOV
€IGAYETOL OTO GTOLO TNG PLAANG KOl KAVEL EDKOAOTEPT) TNV AVOPPOPTOT] TOV SLOADUOTOG LE TN
ovpryya yuo xpnomn and tov otopotos. Eav o [lpocappoyéag ovpiryyog dev eivar non otn 0éon
Tov, BydAte Tov [Ipocapuoyéa cvpryyag Kot T cVPLyyd Yo Xpror omd TOV GTOHOTOS 0o TO
TAooTikd Teptodrypa. ‘Exyovtag ) @uoAn tdveo g eninedn eMPAVELD, EIGAYETE TOV
[Ipocapuoyéa cvPyyag 6TO GTOHULO TNG PLIANG, SOTNPAOVTOS TNV EMITEST EMPAVELD TOV
[Ipocappoyéa cvpryyag mpog ta endve kot miEfovtdag Tov (Ewdva 2)

3. [Miéote To £uPoro TG cVPLYYAG LEYPL TO TEPUA TOV KVAIVIPOV (TPOG TO KATM UEPOG TNG
ovpLyyag/poyyog), dote vo. Byt o aépag. Tomobetote T cvpryya otov [lpocappoyéa cvpryyag
pe P ehappog meptotpodikn kivnon (Ewoéva 3).

4. Avamodoyvpiote T QAN (He TN cOPLYya TOTOOETNUEVT)) KOt YEPIOTE TN GUpLyyo Pe StOAv L,
TPpofdvTog To EUPOAO TNG TPOG Ta KAT, akpimg petd to onpeio dafdduiong e cvpryyag,
OV AVTIOTOLEL GTNV TOGOTNTA GE YIAMOGTA TOL Altpov (ml), Tnv omoia cag £XEL GLOTHCEL O
ywtpog cag (Ewova 4). Aparpéote Tic uoaiideg amd T cvptyya, mELovTag To EUPolo mpog Ta
Tavo, akplPdc 6To KatdAinio onueio dwaPdduiong g cvpryyag.

5. INvpiote ) @éAn og 6pOa BEom, pe T ovpryya va Ppicketal akopa pésa otov [lpocappoyéa
ovpryyag/elain (Eucova 5).
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6. Amopakpovete T ovpryyo arnd ™ erain/IIpocapuoyéa cupryyag (Ewova 6).

7. Adeldote 10 MEPLEYOUEVO TNG GVUPLYYOS amevbeing oto otopa, mELovTog To EUPoro HEXPL TO
TEPUA TOV KVATVOpOL TG cvptyyag (Ewkova 7).

Inpeioon: To Prpota 4-7 prnopet va ypelaotel vo emavaineBodv péypt Kot Tpelg popeg, MoTE
va AaPete t cvvoiikn doon ([livaxog 1).

[[a mapdadetypa, pia d6or tov 150 mg (7,5 ml) araitel Vo avappoeNcelg amd Tn ELdAn,
TPOKEEVOD VoL AMAPETE TN GLVOAIKT dOCT]. XPNOUYOTOIDVTAG TI GUPLYYO Yo ¥P1IOT GO TOV
otopaTog, TpaPnéte mpadTa S ml and T ELIAN Kot 0OEIBOTE TO TEPLEYOLEVO TNG CUPLYYOG
amevfeiog HECH OTO GTOUA KOl LETA EavayepioTe TN cOPLYYQ Y10 XPIOoT omd TOL GTOUOTOG LE
2,5 ml Kot 0d€18.6TE TO VITOALOUTO TEPIEXOUEVO TNG GUPLYYOG LEGH GTO GTOUA. |

8. HemAbvete ) oOpyya, Tpafmvtag vepd péoa ot ovptyya Kot melovtag to Euolo g
oUPLYYOG LEXPL TO KAT® PEPOG TOL KLAIVOPOL TNG GUPLYYOS, TOLAAYIoTOV TPELS opés (Euova
8).

9. Eravatonobetote 10 mopa ot euadn (apnvovtag tov [Ipocappoyéa cuptyyag otn 8€om tov
670 0TOU0 TNG PLAANG) (Ewkdva 9).

%1 |

Ewova 1 Ewova 2 Ewova 3
.
; |0
Ewoéva 4 Ewova 5 Ewova 6
2
3 / o
Ewova 7 Ewova 8 Ewova 9

Hivaxag 1. AprOp6S avappoPoee®v pe T ZOpLyya yio. (P61 o6 ToV 6TORATOS, Y10 TN
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Xopiynon g Xvvrayoypo@ovuevig Adong tov Lyrica

Adom ZPVOX1K6Q Hp({)‘m Asf)‘r’spn Tpi’m
Lyrica (mg) Ovyxog avappoenon avappoéenon avappoéenon
Awddparog (ml) |  ovpryyeg (ml) oVpryyag (ml) oVpryyag (ml)
25 1,25 1,25 Agv amorteiton Agv omouteiton
50 2,5 2,5 Agv amonteiton Agv omonteiton
75 3,75 3,75 Agv amonteiton Agv omouteiton
100 5 5 Agv amonteiton Agv amouteitol
150 7,5 5 2,5 Agv amouteiton
200 10 5 5 Agv amouteiton
225 11,25 5 5 1,25
300 15 5 5 5

Edv napete peyardtepn 06on Lyrica amd Ty kavoviki

Emwowvovnaote pe Tov yiatpo cog 1 anyoivete apécms 6TO TANGLEGTEPO VOGOKOEID, OTN LOVAd Yo
ta engiyovra meptotatikd. Na €xete poli 6og 1o Kouti 1 TV 1dAn Tov ToGov dtoivpatog Lyrica.
Ye Tepintwon mov Tapete peyaAvtepn 06on Lyrica and v Kavovikn, eivar mbavov va arcBavOeite
vvnAla, cvyyvon, diéyepon, avnovyia. Exovv avapepbei eniong eminntikég kpiceic.

Eav Egyaoete va mapete To Lyrica

Eivai onpovtikd vo AapPavete 1o mocipo ddAvpa Lyrica taxtucd, tnv ido dpa kébe nuépa. Edv
Eexadoete va mapete pio doom, Tapte ™ PoMg to Buunbeite ektog edv TANGIALEL N Dpa Yo TV
EMOUEVT OON. L& AVTNV TNV TEPINTOOT), GUVEYIOTE KAVOVIKA UE TNV EXOUEVT] 000T. MnVv Ttdpete
OumAn 060N Y10 VO AVOTANPOCETE T 00T OV EEYACATE.

Edv otapoatioete va maipvere 1o Lyrica

Mnyv ctapatioegte T AMjyn Tov Lyrica, ektog €dv 6dg T0 TEL 0 Y10TpOg 0ag. Av 1 Ogpomeio cag
OTOUOTNOEL, 1) dlakonn Ba Tpémet va yivel Babuiaia, og ¥povikd dSLUGTNIO TOVAGYIGTOV

pog efoopddoc.

Metd ) daxomn pokpoypoviag 1 Bpayvypoviag Oepaneiag pe Lyrica, mpénet va yvopilete 0TL pnopet
Vo ELOOVICETE OPIGUEVEG avemBuunTeg evépyeleg. AvTég mepthappdvouy Suokoiio oTov HITvo,
TOVOKEPAAO, vauTia, aicOnua dyyovg, 14ppola, GUUTTOUATE TOV OUOLALOVV LE AVTA TNG YPITANG,
OTOGHOVE, VELPIKOTNTA, KOTAOAWYT), TOVO, £pidpwon Kot {AAN. AVT TO GUUTTOUATO UTOPEL VO
cuupolv mo cuyva 1 pe peyaivtepn cofapotnta dv Aappdvate Lyrica yio peyaidtepn ypovikn
nepiodo.

Edv éxete meplocOTEPES EPOTNOELG GYETIKA LLE TN XPNON ALTOV TOV POPUEAKOV, POTNOTE TOV YLOTPO 1|
TOV POPUOKOTTOLO GOG.

4. MBavéc avemOOunTeg evépyereg

Onwg 6Aa T0 pApLOKa, £TGL KOL AVTO TO PAPHOKO UTOPEL VO TPOKOAEGEL AVETIOOUNTES EVEPYELES OV
Kot 6gv Tapovoidlovtal oe GAOVG TOVG avOpdTOVG.

IMoAv ovyvéc: pmopel va exnpedoovy TeEPLocdTePoVg amd 1 otovg 10 avOpmmovg
Z6éAn, vvnAia, TOVOKEPAAOG,.
Yuyvéc: pumopel va emnpeaocovy £mg kot 1 atovg 10 avOpdmovg

e Avdnuévn opedn.
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. AioBnon eveopiag, GOYYLOT], ATOTPOGAVOTOMGHOG, pLelmon TG ce&ovalikng embupiog,
gvepebiotomro.

. AwTopayn oty Tpocoyn, adeSIOTNTA, EXNPEACUEVT VALY, OTTOAELD LVALNG, TPOLOG,

dvokoio otnv opthia, aichnon popunkioong, LOVSIAGHA, KOTAGTOAN, ANBapyog, abmvia,

KOM®GT), U1 PVCIOAOYIKY| aicOno).

Oaumn 6pacn, SmAOTIA.

TAvyyog, mpoPAnpata e TNV 1GOPPOTiD, TTOCT).

Enpootopica, SuoKOIAMOTNTA, EUETOG, LETEMPICUOG, O1GppOold, VOLTi, TPNEWO TNV KOLMA.

Avckolieg oty oTvoT.

I[Ipr&o Tov cOUATOG, CLUTEPILAUPAVOUEVOVY TV AKP®V.

AioOnon pébng, un pucloroyikod Padiopa.

AvEnon copatikov fapoug.

Mvikég kpaumeg, TOvog oTic apfpmacelc, TOvog ot péon (oopuaAyia), TOVog o€ dicpo.

IMovorapoc.

Oy ovyvéc: pmopel va exnpedoovy £0g kot 1 otovg 100 avOpaomovg

. Andrewn 6peéng, anmAela Papovg, xopnAd enimeda GOKYAPOL AIOTOS, VYNAA eTinedQ
GOKyGpOL aipLOTOG.
. Amonpoc®nomoincm, avinovyia, KoTaOAy, d1€yepor|, SIOKLUAVOELS TG CLVOICONUATIKNG

dudbeomng, duokoAia avakAnong Aégewv, yevdaiotnoelg, mapa&eva Ovelpa, KPIGELS TAVIKOD,
andbeio, embetikoTa, £Eapor cuvarsOnuatikig d1abeomng, EXNPEAGUEVT] SOLVOTTIKT
KOTAOTOOT, OVCKOALN GTNV oKEWYT, avénon ¢ ceEovaiikng embupiog, TpofAnuaTo pe ™
ceEoVaAIKN AgrTovpYic, CUUTEPIAAUPOVOUEVNG TG OVIKAVOTITOG VO EMTOYETE GEEOVOAKO
opyaoud, KaBuoTePNUEVT] EKCTEPUATION.

. MetaBoiég otnyv 0paot, AoV OELg KIVI|OELS TOV HOTI®OV, LETAPOAEC 6TV OpaoT),
ouumepAapPavopévng TG OPACTG KOTA TNV OO0 TO OVTIKEIUEVA QAivovTol GOV LEGO. Ao
COANVA, AMAUYELG POTOC, UTOTOUEG KIVIOELG (TIVAYLOTA), EAATTMON OVIOVOKANLGTIKOV,
VIEPKIVNTIKOTNTA, (OAN o€ 0pbia Béom, evancbncia oto dépua, amdAieia yevong, aicOnon
KOHGOV, TPOLOG KOTA TNV KivNon, LEW®UEVT] GLVEION O], AT®AELN GLUVEIdNONG, Mobuptia,
avénuévn evactnecio oto B6pvPo, aicOnpa adiebeciog.

. EnpoeBaipio, Tpn&ipo pation, mévog 6to pdti, eEacbevnuévn dpacn, dakpvppold, EpEBIGHOG
HaTIon.

. Awtopayéc Kapdlokov puBpov, advénon kapdiakov puOuoy, YOUNAT apTNPLOK TEST, VYNAN

apTnPLOKN TieoT, LETAPOAES 0TOV KapdlaKO puiud, Kapdlakt avendpKeLd.

"E&ayn, eEayelc.

Avckolio oty avamvon, Enpodtnta ot LT, PVIKT GUUEOPNOT).

AvEnuévn mopaymyn oléAov, Kaovpo, LoLILOGHO YOP® A0 TO GTOL.

Eopidpwon, e&avOnua, piyrn, Topetdc.

Enavoiappavopeveg poikég cuondoelg (tik), pnéuo apbpwong, poikn dvokopyic, Tovog,

GLUTEPTAAUPAVOUEVOD TOV HLIKOV TOVOL, TOVOG GTOV QUYEVAL.

II6vog tov pactov.

Avokolio 6TV 00pNoN N ETMOVVY 0VPNGT), AKPATELD OVPDV.

Advvapia, diya, aicOnuo cdoeryéne tov Odpaka.

Metofoléc oTa OMOTEAEGUATO ALULOTOAOYIK®OV KOl NATIKAOV e&eTdoemV (avénpévn

KPEATIVOPMGPOKIVACT] OLATOG, AVENUEVT] AUIVOTPAVGPEPAOT] TNG OQANVIVIG, ovENUEVN

OOTOPTIKT OULVOTPOVOPEPACT], LEWOUEVOG OPOLOG AUOTETAAIDY, OVOETEPOTEVIM, OVENCT OTNV

KpeaTivn aipatog, Pelmwon 6To KAAL0 aipaTog).

. YrepevaioOnoio, Tpnopévo Tpdcmmo, payovpa, eEAvONUA, KoTappon, apoppayio LoTng,
Prixag, poyxainto.

. Enddvveg éuunveg pvoeig.

. Poypotnta TV XEPLOV KOl TOIMV.
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Yravieg: propei va exnpedoovy £0g kot 1 otovg 1.000 avlpomovg

. Mn gucioloyikn aichnon 66epnong, 6pact Katd TV omoio To AVTIKEILEVA (aivovTal
TOAQVTEVOUEVA, OALOIOUEVT] OVTIANYN TOL BAOOVE, OTTTIKY POTEWVOTNTA, ATMOAELL OPACT|S.
AteoTolpéveg KOpeS, aAAnOdpioua.

Kpbog 18patoc, cuspryktikd aicnuo Aatlov, Tpnopévn YAOCod.

dLreypovn oto TAyKpEQG.

Avokolio otnV KoTdmoon.

Apyn 1 petopévn kivnon tov coONOTOG.

Avokolio otnv opdn ypaen.

AvEnpévo vypo oty Kotd.

Yyp6 6TOoVvg TVEDLLOVEG,.

Xracpot.

Mertaforéc oto niextpokapdioypdonua (HKI), mov avtiotoyovv pe datapoyég Tov
KapdloKoy puopov.

Mvikn kdKoon.

"Exxpion paoton, un guotoAoyikn avénon Laotol, avartuén LaoTdV 6Tovg AvOpEs.
Al0KOTTOUEVES EPUNVES PUCELS.

Neppuwm avendpkela, Letopévog 6YKog o0pmV, KATOKPATNOT OVPM®V.

Meiwon otov ap1fud AgVKOKVTTAP®V.

Avéppootn copuneppopd.

AMkepykég avTidpaoelg (mov pmopei va mepthapfdvouy SUGKOAID GTNV OVATVOT|, PAEYLLOVI| GTA.
patie (kepatitida) Kot o coPapr deppatikn avtidpacn mov yopaktnpiletor amd e&dvonua,
(POVOKAAEG, EEPAOVIICLA TOV SEPUATOG KOL TTOVO).

. "Tktepog (KiITpiviopa TOL SEPLOTOG KOL TV LATIDV).

MoAd omavieg: propei va exnpedoovy émg ko 1 otovg 10.000 avOpdmovg

. Hrotum avendpkera.
. Hrartitda (pAeypovn Tov TOTOC).

Av gnoavicOei Tpnépo oto TPpoc®TO 60g 1| 6T YADGGO 60S 1| EAV TO OEPNE GOS KOKKIVIGEL KOL
apyicel va Pyaler govokareg 1] va EePLovdilel, TPEmEL va avalnTNGETE ARECMS LOTPIKY
ovpfovin.

Opiopéveg avemBounteg evépyeleg, OTMG 1 VIVNAL, UTopel va eivol o cuyvég, yiotl ot acBeveic pe
BAGPN Tov voTiaiov poehod pmopel vo Aapfavouy Kot dAha eapuaka yio Ty Oepamneia,
TAPUSEYLLATOG Y APV, TOL TOVOUL 1) TNG CTUCTIKOTNTOC, TO OO0 £XOVV TAPOUOIEG AVETIOOUNTES
evépyeteg pe to Lyrica kot 1 6oPapdtnta avtdv TV avemBountov evepyelmv propet vo avéndel otav
Aappdvovtor padi.

Edv mopatnpnoete kdmolo avemBounTn evépyeLd, EVNUEPDCTE TOV YIOTPO 1| TOV PAPHOKOTOLO GUG.
Av10 10y0€1 Kot Yo Ka0e mBav avemBounTn evEpYELD TTOV JEV AVOQEPETAL GTO TAPOV GUAAO

odM YLV YpPNoNG.

Ava@opd avemOuunTOV EVEPYEL®V

Edv mapatnpnoete Kamolo avemBountn evépyeLd, EVIUEPDOTE TOV YIOTPO 1| TOV PAPHOKOTOLO GUG.
AvT0 1oy0et kat Yo KaOe mbavn avemBounTn evEPYELN TOV JEV AVOPEPETAL GTO TAPOV GUAAO
odnyldv ypnons. Mnopeite eniong va avagépete avemBounteg evépyeleg anevbeiag, LEGH TOV
€0vikov ouoTNUATOG avaPopdg Tov avaypdeeTol oto [apdpmua V. Méow g avapopdg
avemBounTOV evepyelmv pumopeite va PonbNncete ot GLAAOYN TEPIGCOTEPOV TAPOPOPIDV GYETIKA
LE TNV ACPAAELL TOV TOPOVTOG PUPULAKOV.
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5. o va puidooete To Lyrica
To @dapparo avtd TpEnel va PLAGCCETAL GE PLEPT] TOV OEV TO PAETOLV Kot dgV TO POAVOLY T TOdLAL.

Na pn yp1CLOTOIEITE AVTO TO PAPUOKO LETA TNV NUEPOUN VIR ANENG TOV AVOPEPETAL GTO KOVTI 1] 0TI
@1aAn. H nuepounvia Aéng eivar n televtaio nUéEPA TOV PIVO TOL OVOPEPETAL EKEL.

Agv vrdpyovv e181KéG 001 yieg doTPNONG Y10 TO PAPUAKO OVTO.

Mnyv meTdTE PAPLOKA GTO VEPO TNG AMOYETEVOTG 1] 6TA GKOLTId0. PoTNote TOV poppokonold cag yo
TO TMOG VO TETAEETE T PAPUAKO TOL gV Ypnoionoteite ma. Avtd ta pétpa Ba fondncovy otnv
npooctocio Tov TePPAALoVTOC.

6. Mepreybpeva TG GVOKELAGIOS KOl LOUTES TANPOPOPIES

Tvtepréyer To Lyrica

H dpaotikn ovoia givor n mpeykapumaiivn. Kabe ml mepiéyet 20 mg npeykopumaiivn.

Ta dAla cvotatikd etvat: TapabdposvPevioixdg pebvieotépag (E218), mapaidopo&uPevioikod o&éog
nporvreotépag (E216), vatplo powopopid 81665vo, avodpo, VATPLo pOopopikd Hovosivo, dvodpo
(E339), covkpoaroln (E955), texvntd PeATimTIKO YEVONG PPAOVAN (TEPLEYEL LUKPES TOGOTNTES
018avorng (aAkood)), kexkabapprévo KOmP.

Epg@évion tov Lyrica kon wepieydpeva TG 606KELOGIOG

To Lyrica 20 mg/ml mécipo diddvpa givor Eva dypopo SidAvpo, o AEKn OLaAn, 1 omoia TEPLEYEL
473 ml méoov SoAdpaToc, og yaptvo kouti. To Kovuti mepiéyet emiong, o€ dPavEg TEPITHALY LA
moAvoBuieviov, o StaPabcpévn oOpyya yio yp1omn ard TOL GTOUATOG, TV 5 ml, Kot Evay
TPOCAPUOYED CUPLYYOS TOV TOTOBETEITOL OTN PLOAN.

Karoyog Adcrog Kvkhogopiag kot [lapackevaostig

Kdroyog Aderog Kuihopopiag:
Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BéAyto.

[Mopackevaotg:
Pfizer Service Company, Hoge Wei 10, B1930 Zaventem, B€Xyto.

[No omoladMmote TANPOPOPIN GYETIKA LE TO TAPOV PAPUIKEVTIKO TPOTOV, Tapakareiche va
amevBuvleite GTOV TOTIKO AVTITPOCHOTO TOL KATOYXOL TNG AdENG KVKAOPOPIag:

Belgié/Belgique/Belgien Lietuva

Pfizer S.A./N.V. Pfizer Luxembourg SARL filialas Lietuvoje
Tél/Tel: +32 (0)2 554 62 11 Tel. +3705 2514000

Bbarapus Luxembourg/Luxemburg

[aitzep JlrokcemOypr CAPJI, Knon bearapus Pfizer S.A.

Ten.: +359 2 970 4333 Tél/Tel: +32 (0)2 554 62 11

Ceska republika Magyarorszag

Pfizer spol s r.0. Pfizer Kft.

Tel: +420-283-004-111 Tel. +36 1 488 37 00
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Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer OFG Germany GmbH
Tel: +49 (0)800 5500634

Eesti
Pfizer Luxembourg SARL Eesti filiaal
Tel: +372 666 7500

EArada
Pfizer EAAAX AE.
TnA.: +30 210 67 85 800

Espaiia
Pfizer GEP, S.L.
Tel: +34 91 490 99 00

France
Pfizer PFE France
Tél: +33 (0)1 58 07 34 40

Hrvatska
Pfizer Croatia d.o.o.
Tel: + 385 1 3908 777

Ireland

Pfizer Healthcare Ireland

Tel: +1800 633 363 (toll free)
Tel: +44 (0)1304 616161

island
Icepharma hf.
Simi: +354 540 8000

Italia

Pfizer Established Medicine Italy S.r.l.

Tel: +39 06 33 18 21

Kvnpog

Pfizer EAAAX A.E. (CYPRUS BRANCH)

TnA: +357 22 817690

Latvija

Pfizer Luxembourg SARL filiale Latvija

Tel: +371 670 35 775

Malta
Vivian Corporation Ltd.
Tel: +356 21344610

Nederland
Pfizer bv
Tel: +31 (0)10 406 4301

Norge
Pfizer AS
TIf: +47 67 52 61 00

Osterreich
Pfizer Corporation Austria Ges.m.b.H.
Tel: +43 (0)1 521 15-0

Polska
Pfizer Polska Sp. z o.0.
Tel.: +48 22 335 61 00

Portugal
Laboratorios Pfizer, Lda.
Tel: +351 21 423 5500

Romania
Pfizer Romania S.R.L.
Tel: +40 (0)21 207 28 00

Slovenija

Pfizer Luxembourg SARL,

Pfizer, podruZznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400

Slovenska republika
Pfizer Luxembourg SARL, organiza¢na zlozka
Tel: +421-2-3355 5500

Suomi/Finland
Pfizer Oy
Puh./Tel: +358 (0)9 43 00 40

Sverige
Pfizer AB
Tel: +46 (0)8 550 520 00

United Kingdom
Pfizer Limited
Tel: +44 (0)1304 616161

To mapdév @vAro 0dNYLOV YprioNs avabepOnke Yo TeEleVTOIN QOPA OTIG:

Aemtopepeic mAnpoopies Yo To papuaKo avtod gival dabéoiues 6to diktvakd Tono Tov Evponaikon
Opyaviopot @apudkmv: http://www.ema.europa.eu.
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