ITAPAPTHMA 1

HEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lyrica 25 mg oxAnpa koydxio
Lyrica 50 mg oxAnpa koydxio
Lyrica 75 mg oxAnpa koydxio
Lyrica 100 mg oxAnpd Koyakio
Lyrica 150 mg oxAnpd Koyakio
Lyrica 200 mg oxAnpd Koyakio
Lyrica 225 mg oxAnpd Koyakio
Lyrica 300 mg oxAnpd Koyakio

2. IIOIOTIKH KAI IIOXOTIKH XYNGEXH

Lyrica 25 mg 6kAnpd KoydKio
Kdé0be orchnpo koydkio meptéyel 25 mg mpeyKoUmoAivn.

Lyrica 50 mg 6kAnpd KoydKio
Kdé0be orchnpo koydkio mepiéyetl S0 mg mpeyKapmoiivn.

Lyrica 75 mg oxAnpd Koydkio
Kdé0be orchnpod koydkio meptéyel 75 mg mpeyKoUmoAivn.

Lyrica 100 mg okAnpd xoydiio
Ké0e orchnpo koyakio mepiéyet 100 mg mpeykopumaAivn.

Lyrica 150 mg okAnpd xoydiio
Ké0e orchnpo koydakio mepiéyet 150 mg mpeykoumaiivn.

Lyrica 200 mg okAnpd xoydiio
Ké0e orchnpo koydakio mepiéyet 200 mg mpeykoumaAivn.

Lyrica 225 mg okAnpd koydiio
Ké0e orchnpo koydkio meptéyel 225 mg mpeyKOUTaAiv.

Lyrica 300 mg okAnpd xoydiio
Ké0be orchnpo koyakio nepiéyet 300 mg mpeykoumaAivn.

"Exdoyo pue yvootéc OpAoelg

Lyrica 25 mg 6kAnpd KoydKio
Ké0e orchnpo koydkio mepiéyet eniong 35 mg povobdpiki Aaktoln.

Lyrica 50 mg 6kAnpd KoydKio
Ké0e orchnpo koydkio nepiéyet eniong 70 mg povobdpiki Aaktoln.

Lyrica 75 mg okAnpd KoydKio
Ké0e orchnpod koydkio mepiéyet eniong 8,25 mg povovdpikn Aaxtdln.

Lyrica 100 mg okAnpd xoydiio
Ké0e orchnpo koydkio mepiéyet eniong 11 mg povoddpiki Aaktoln.

Lyrica 150 mg okAnpé xoydiio
Ké0e orchnpo xkoydkio nepiéyet eniong 16,50 mg povodopiki Aaktoln.




Lyrica 200 mg okAnpd xoydicio
Kdé0e orchnpo koydkio mepiéyet eniong 22 mg povobdpiki Aaktoln.

Lyrica 225 mg okAnpd xoydiio
Ké0e orchnpod koydkio nepiéyet eniong 24,75 mg povodopiki Aaktoln.

Lyrica 300 mg okAnpd xoydiio
Ké0e orchnpo koydkio mepiéyet eniong 33 mg povobdpiki Aaktoln.

T tov TARpN Katdrloyo Tov ekdoywv, PA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
Koydkio, oxinpod

Lyrica 25 mg okAnpd xonyducio
Agvko, mov pépel v emonuavon “Pfizer” oto komdxt kot “PGN 25” 610 copa pe padpo pehdvi.

Lyrica 50 mg 6kAnpd KoydKio
Agvko, mov pépel v emonpavon “Pfizer” oto komdxt kot “PGN 50” 610 odpa pe pavpo perdvi. To
OMU PEPEL EMIONG EMOTUOVOT HE LLodpT| TALViOL.

Lyrica 75 mg okAnpd KoydKio
Aguko Ko moptokali, Tov eépet Ty emonpavon “Pfizer” oto koamdkt kot “PGN 75” 610 copa pe
Havpo pedvi.

Lyrica 100 mg oxAnpd Koyakio
IToptokaAi, mov eépel v emonuavon “Pfizer” oto komdxt kot “PGN 100 6to oo pe povpo
HEAGVL.

Lyrica 150 mg cxinpd kawdkio
Agvko, mov eépel v emonuavon “Pfizer” oto komdxt kot “PGN 150 6o cdpo pe podpo peAdvi.

Lyrica 200 mg okAnpd xonydiio
Avoiktd moptoKaAi, Tov eépel TNV emonpavon “Pfizer” oto xomdxt kot “PGN 200” 6to copa pe
Havpo peAdvi.

Lyrica 225 mg okAnpd koydiio
A€gVKO Kt 0VOIKTO TOPTOKOA, OV QEPEL TNV emonuavon “Pfizer” oto kamdkt ko “PGN 225” 610
CMUM LLE LOVPO HEAAVL.

Lyrica 300 mg okAnpd xoydicio
Agvkod Ko moptokaAi, Tov eépet Ty emonpavon “Pfizer” oto kamdkt kot “PGN 300” 610 ocdpo pe
Havpo pehdvi.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég evoeilelg
Nevporabnrudg Tévog

To Lyrica gvdeikvutar yia tn Ogpomeio Tov TEPLPEPIKOV KOl KEVTIPIKOV VEVPOTAONTIKOD TOVOV CE
EVIIMKEC.




Eniinvyia
To Lyrica evoeikvutal ¢ GOUTANPOUOTIKY Bepameion og EVAMKEG e E0TIOKEG EMANTTIKEG KPIGELC LE

N yopig devTEPOYEVT YEVIKELOT).

Awtopayn yevikevpévov dyyouvg
To Lyrica gvoeikvutat yia tn Oepamneia g Atotapoyne ['evikevpévou Ayyovg (AI'A) otovg eviAiKed.

4.2  Aocoloyio Kol TPOTOS LOPNYNONS

Aocoloyia
H 660n xopaivetar and 150 £wg 600 mg nuepnoimg, yopnyodueva €T 6€ dVO 1) GE TPELS OUNPNUEVES
dooelC.

Nevpomodntikog movog

H Bepancia pe mpeykapmalivn propel va apyiocel pe pio 66on tov 150 mg nuepnoing, yopryovueva
glte o€ dVO N o€ TPELg dpNUEVES 0doeElS. Me Bdor TV amdKPIon Kot TNV aVEKTIKOTNTA, TOL KAOE
ao0evovg, 1 06on pmopel, pHetd amd Eva ypovikod dtdotnua 3 Em¢ 7 nuepdv, va avénbei o 300 mg
nuepnoing, Kat, dv eival aropaitnto, ot HEYeT 060 tv 600 mg nuepnoing Letd amd &va
pdc0eTo Ypovikd ddotnua 7 nUEPDV.

Emilnyio

H Oepaneia pe mpeykapmaiivn propet va apyicet pe pio d6om tov 150 mg nuepnocing, xopnyobueva
glte og 800 N o€ TpELg dpnuéveg 60cels. Me Baon TNV amdKPLoN Kot TV OVEKTIKOTNTO TOL KaOe
acBevovg, 1 60om pmopel va awéndel petd ond pia efdopdda, o 300 mg nuepnoiong. H péyiot d6on
tov 600 mg nuepnoimg, umopel va enttevyBel petd amod pia emmAéov efdopdda.

Arozopoyn yevIKEDUEVOD CyYODS
H d60m xvpaiveror and 150 g 600 mg nuepnoing, yopnyovueva oe 600 N TPELS dNPNUEVES SOCELS.
H avaykn yio Oepomeio Tpénel va eTaveKTILATOL TOKTUKA.

H Oepaneia pe mpeykapmaiivn propet va Eexvioet pe pia d6on tov 150 mg nuepnoiong. H doon, pe
Bdon v atopkn andkpion Kot TNV avekTikoOTnTo ToV acfevovs, umopel va avéndel ota 300 mg
nuepnoing, énerta and 1 efdoudda. ‘Eneita and pio emnpodchern efoopndda, n d6or pnopet va
avéndel ota 450 mg nuepnoing. H péyiot 66on tov 600 mg nuepnoing propet va emtevydel Enetta
amo pio emmpochetn efdopdda.

Aroxori) ™S TpeYKOUTOAIVIG

2Opeova pe TNV 1000VG0 KALVIKT TPAKTIKY, 0V 1 YP1ON TNG TPEYKAUTAAIVNG TPETEL VOL SLOKOTEL,
GLVICTATOL 1) OlaKoTN TG va Tpaypatomon et fabuiaia, o dStdotnuo TovAdytotov ping efdopddac,
ave&aptnto and v £voelln (PA. mapaypdpovg 4.4 kot 4.8).

Neopkn| duchettovpyia

H npeyxopmaiivn amroBdAletal amd T CLGTNUOTIKY KUKAOQOPID KUPIMG LE AMEKKPLOT OO TOVG
VEQPPOVE MG apeTtdfAnto eapuako. Kabmg n kdbapon g mpeykoumaiiving eivor evBEmc avaioyn g
kdBapong g kpeatvivng (BA. mapdypapo 5.2), n peiwon g 060G o€ acbeveig Le exnpeacuévn
veQPPIKN Aettovpyia TPEMEL Vo eEQTOMKEVETAL COUP®VA [E TNV KdBapomn ¢ kpeotvivig (CL,), OTmg
eaivetarl otov Ilivaka 1, vmoroyildpevn cOpPwva pe Tov akdAovBo TOTO:

CLe(ml/min) = | 23 X140 nhia (Ez77)] x Bépoc (ke)

(x 0,85 no yovaikeg acbeveic)
Kkpeativn opov (pmol/l)

H mpeyxopmarivn amopokpOveTol amoTeAEGUATIKA amd TO TAACLO LE aptodtdAlor (50% tov
Qapudkov og 4 dpeg). ' Tovg aobeveic Tov Kavouy arptodtoiion, n nuepnola S66M TG
mpeyKauTaAivne mpénel va mpocapuoletat fdoel TS veppikng Asttovpyioc. Extog amd v nuepnoa



300, TPETEL VoL YOPNYEITOL KO L0l GUUTANPOUOTIKT 000T OUESME LETA 0md KAOe 4-wpr cuvedpia
™¢ apodwiong (BA. IMivaka 1).

ivaxoeg 1. IIpocappoyn T Adong g llpeykapmarivng Bacel tng Ne@pikig Agttovpyiog

Kabapon YovoMKi nuepfiola 6061
Kkpeatwvivng (CL.,) Lo A0G0LOYIKO oYfua
(ml/min) TPEYKAPTOLIVIG

Apyikn 66on Méyiotn 660om

(mg/muépa) (mg/muépa)
> 60 150 600 BID 7 TID
>30-<60 75 300 BID ¢ TID
>15-<30 25-50 150 Ama nuepnoing M

BID
<15 25 75 Amag nuepnoing
ZOUTANPOUATIKY 0061 LETE TNV a1plodtdALoT (mE)
| 25 | 100 | Amo& 86om"

TID = Tpeig dmpnuéves d6ce1g

BID = Abo dmpnpéveg d6c¢e1g

*H cvvohkn nuepfiowa 6601 (mg/muépa) mpénet va dranpeitan dnwg evoeikvutol amd o S0G0A0YIKO GYNLL DOTE
va TpoKHITTOVY ME/dO0N

"H copminpopatikn §6on sivon pio dmaé smmpdcdetn d60m

Hratum dvoiettovpyia
Agv amouteiton Tposappoyn TG 000mg o€ acbevels pe nratiki dvoiettovpyia (BA. Tapdypago 5.2).

Howdworpikde mAnBuoudc

H acedieio ko amotedeopatikdtnto Tov Lyrica o€ moudid nAkiog Katw tov 12 €1dv Kot o€ eprifovg
(Mlwiag 12-17 etdv) dev éxet amoderyBel. Ta drabéoia dedopéva Tov VILEAPYOLY TPOG TO TAPHV
TEPLYPAPOVTAL GTIC TOPAYPAeovg 4.8, 5.1 ko 5.2, aAld dev pmopohv va Yivouv GUGTACELS Y10. TN
docoloyia.

Hluuiwopévor
Xe nAKiopévoug acbevelg umopel va ypelaotel peiwon g 000mMG TG TPEYKAUTAAIVIC, AdY®
UELOUEVNC VEQPIKNG Asttovpyiag (PA. Tapdypago 5.2).

Tpoémog yoprynong
To Lyrica umopet va Aapfavetor pe 1| xopic tpoen.
To Lyrica etvar yio ypiion amd tov 6Ttoépatog Lovo.

4.3 Avtevositelg

Yrepevaionoio 6t OpacTiKy] 0vcia 1 6€ KATO10 omd T £KO0Y0 TOL AVAPEPOVTOL CTNV TOPAYPUPO
6.1.

4.4 E101kéc mpog1domomcEls Ko TPoPuAaEELS KATA T Y p1)o1)

Awfnrikoi acBeveic

ZOUQOVA e TNV 16Y0V0LGO KAMVIKT TPOUKTIKY, oplopévol dafntikoi acbeveic, mov maipvouv fapog
Kot TN Oepomeia pe TPEYKAUTAAIVY, UTOPEL VO YPEICTOVY PUOLLON TOV VTOYAVKULUIK®DY TOVG
QOPUOKEVTIK®DY TPOIOVTWV.

Avtidpdceic vepevarsnociog
Ao v aroktnBeica eumepio LeTd TNV KUKAOQOPIQ TOL PAPUAKOV GTNV 0yopd £X0VV VTAPEEL
OVOQOPES AVTIOPAGE®Y VITEPELOLGONGIOG, CVUTEPILAUPAVOUEVOV TEPITTMOGEMVY ayyeloowdnuotoc. H




mpeyKouToAivny Ba TpEmel va SaKOTTETOL APEGOC, OV ELPOVIGOOVYV GUUTTMOLOTA 0LYYELOOLONLATOG,
OTMC 010N U TPOGHOTOV, TEPICTOUATIKNG TEPLOYNE T AVOTEPOV AVATVEVLGTIKOV.

Z6&An., vmvnMa, am®AElo GUVEIONGNC, CUYYVOT Kol EXNPEAGUEVT) O1OVONTIKY] KOTAGTOON

H Oepancioa pe mpeykapmarivn £xel cvoyetiotel pe (AAN Kot vTvnAia, TOv UTOPEl Vo aVERCOLY TNV
TOVOTNTO TPAVLATICUOD OTd aTOYN A (TTAOGCT) 6TOVG NAKIOUEVOLS. 'Eyouy vrdpéet emiong
OVOQOPES ATMAELNG GVVEIONONC, GVYYLONG KOl EXNPEACUEVNG SLOVONTIKNG KATAGTAGTG LETH TNV
KLKAOQOpPio TOV TPOIOVTOG GTNV Oyopd. L2 €K TOVTOV, 0TOVG aoBeveic mpémel va divetal cupfovin va
glvol Tpooektikoi péypt va eEokelmBov e Tig mBavES avTOPAGELS TOL UTOPEL VA £YOVV GTO
QOPUOKEVTIKO TPOTIOV.

Avtidpacelc oyetikég e v dpaon

e eheyyduevec doKIUEG, pia peyolbtepn avaroyio acBevov mov eAdupovoy Bepameio pe
mpeykaumaAivny avépepav Bdpoc 6paong, amd 0Tt acbeveig mov eAdpfavay Bepomeia pe eucovikd
QAPLLOKO, TO OTO10 OTESPULLE GTNV MAELOYN QL0 TWV TEPLOTATIKMV, LLE TN GLVEYLCT TNG XOPNYNONGS.
XTI KAWVIKEG LeAETEC OTIC omoieg o1e&nyonie 0@BUALLOAOYIKOG EAEYYOG, 1| GLYVOTNTO ELPAVIONC
pelwong g omTikNAg 0EVTNTAG Kot LETABOADY TOV ONTIKOD TTEdiov NTUV PEYOADTEPT GE aeBeveig TOV
ehapupavay Bepaneio pe TpeykapumaAivy, amd 6t oe acbeveig mov eAdpfavay Bepomeia pe uKovikd
oapuoko. H ocvyvétta epgpdviong fubookomikdv petaformdv ftav peyaidtepn o€ acHeveic mov
ehappavay Bepamneio pe eikovikod eappaxo (BA. wapdypapo 5.1).

v anmoktnbeioa sumepio LETA TV KUKAOQPOPIN TOV QOPUAKOL GTNV ayopd, Exovv avagepOel emiong
omTkéG avemBounteg evépyeles, cuumeptAapfovopuévng g ondietag dpacngs, Tov Bdupovg dpaong 1
AoV petafoldv TG OTTIKNG 0EVTNTAG, Ol TEPIGGATEPES £K TV OmoimV ftav mapodikéc. H diaxom
g mpeyKaumaAivng umopel va £yl ©G amoTéAesa TV omodpoun 1 T PEATi®on oVTAOV TOV OTTIKOV
CUUTTOUATOV.

Neoppun avendpkelo
"Exovv avapepbel mepmtdoelc VEQPPIKNG OVETAPKELNS, KOl OE KATOLEC TEPUTTOGELS LLE TN SLOKOTH TNG
TPEYKOUTOAIVIG £YEL TAPOVGLUGTEL AVAGTPOPT] OVTNG TNG AVETIOVUNTNG EVEPYELQG.

AwKom GuYY0pNYOOUEVAOV AVTI-ETANTTIKOV QUPUOKEVTIKOV TPOIOVIMV

Agv VTAPYOVV ETOPKT GTOLXELN Y10 TV O1OKOTH GLUYXOPNYOOLEV®V OVTI-EMIANTTIKOV QOPUAKEVTIKOV
TPOIOVIMOV, MOTE, OTAV £YEL EMTELYDEL 0 EAEYYOG TOV CTAGUAOV UE TNV TPEYKOUTOAVT] G
CLUTANPOUATIKY Bepameia, va divetal ) TpeyKoumaAivy g povobepamneio.

2TEPNTIKO GUUTTAOUOTO

Metd and draxomn Bpayvypdviag Kot pakpoypdviag Bepomneiog e mpeykaumaiivn, Exovv mopatnpndel
OTEPNTIKA COUTTOHOTA GE PEPKOVS acBeveic. Exovv avapepBel Ta Ttapoakdto: avmvia, kepoladyia,
vaoTia, Ayyoc, dlappola, YPRMOES GOVOPOLO, VELPIKOTNTA, KATAOALYT, AAYOS, GTOGLOC,
vrepdpmoia kot {aAn, Ta omoia vTodNA®VoLY cwpatikny eEdptnomn. O acBevig Ba mpénet va
EVIUEPMVETAL Y10 ALTE KOTA TV Evapén g Bepoameiag.

Xracpol, copmeptlapuavoprévou tov status epilepticus Kot TV GTACUOV YEVIKEDUEVNC ETANYIOGC,
propel va epeovicBodv katd tn didpKela ypnong g tpeykapmaiivng | chviopa pHetd ™ StoKom g
TPEYKAUTAATVIG.

Avogopikd pe ) dtakomn pakpoypoviag Bepaneiog pe mpeykapumaiv, ta 6edoUéEV LTOSEKVHOLV OTL
1 oLYVOTNTA ELPAVIOTG KOl 1 BapOTNTO TOV GTEPNTIKOV CUUTTOUATOV UTopel va glval
3060EEAPTAOLEVEC.

ZVUOOPNTIKN KOPOLOKT) OVETAPKELDL

Metd v KukAo@opia Tov PapUEKOL GTNV ayopd, EX0VV LTAPEEL AVUPOPES CLLLPOPNTIKNG KUPIIKNG
OVETAPKELNG, € KATOL0VE 0ebevelg mov eAdpPavay TpeykapumaAiv. AVTEG oL avapopég
TOPOTNPOVVTOL KUPIMG 08 NAKIOUEVOLS acOeVeElS Le Kopdtayyelokd TPpoPANHaTa, Kot T S1ipKELN
Oepameiog pe TpeyKapmoiivn yio pio amd T1g vevpomabntikég g evoeiEeic. H mpeykapumoiivn Oa
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TPEMEL VA, YPNCYLOTOLEITOL [LE TPOCOYN G€ ALTOVE TOLG 0eBevels. Me T K0T TG TPEYKOAUTOAIVNG
UTOpEl Vo amodpALLEL QLTH 1] AVTIOpAoT).

Beponeio TOL KEVTPLKOL vevpoTadnTikoD tovov Adym BAESNG Tov vetiaiov puerol

21 Bepameio Tov KeVTPLKOD vELPOTOONTIKOD TGHVOL AOY® PAGPNG TOL VOTIaiov puehov gixe avéndel
YEVIKMG 1] GLYVOTNTO ELPAVIONG TOV OVETIBVUNT®OV EVEPYELDV, Ol AVETIOVUNTEG EVEPYELEG TOV
KEVIPIKOD VELPIKOD CLUGTHHOTOC KoL E101KOTEPO 1) LIV, AVTO pmopet vo amodobei og pia
00po1oTIKN dpdor eE0LTiOG TMV GLYYXOPTYOVUEVOV PAPLOKEVTIKOV TPOTOVI®V (7). QAPLLOKS KOTE
TNG OTMACTIKOTNTOG) OV YpeLdovTot Yo vtV TNV Katdotaot. To yeyovoc avtd Ba mpémet va
AopBavetor VIOYY OTOV GLVTAYOYPAPEITAL 1| TPEYKAUTOAIVT) GE LTAV TNV KOTAGTOOT).

AvtokTovikdg 1000 O KOl OVTOKTOVIKT) GUUTEPLPOPE

AVTOKTOVIKOG 10€0GUOG KOl VTOKTOVIKT GUUTEPLPOPE £xovv avapepbel oe acBeveic vItd aywyn pe
OVTIETANTTIKA QApLOKa Yio S1dpopeg evOeiEeic. Mol LETO-0VAAVGT] TV TLYOLOTOMUEV®Y
EAEYYOUEVAOV LLE EIKOVIKO PAPLOKO LEAETAV OVTIETIANTTIKOV QOPUAK®OV Exel emiong dei&el pikpn
avénon Tov Kvduvov eKONAMGNG AVTOKTOVIKOD 100GV KOl 0VTOKTOVIKAG GUUTEPLPOPES. O
UNYOVIoUOG avATTUENG aVTOD TOL KIVOUVOL Ogv gival YvmoToc Kal To dStofEata dedopéva ogv
amoxkieiovy TV TOAVOTNTA ELEAVIOTG ALENUEVOL KIVODVOL LLE TNV TPEYKAUTOAIVT.

Koatd cvvénela, ot acBeveic Tpénetl va mopakoAovfodvTal Y10 GUUTTMOUATO GVTOKTOVIKOD 100D
K0l QUTOKTOVIKAOV GUUTEPLPOP®V Kot VAL EPappoleTar 1 katdAAnAn Bepaneio. XvvioTdtol 6Tovg
aoBevelg (kat € avTovg TOL TOLG PPOVTILoVY) Va avalnTobV WTPIKN CLUPOVAN, GE TepinTOON
EUPAVIONG CLUTTOUATMOV AVTOKTOVIKOD 10€AGHOV 1) CVTOKTOVIKTG GUUTEPLPOPHS.

Mewwpévn Aettovpyio T0V KOTAOTEPOL YOOGTPEVIEPKOD COMIVA

Ymhpyovv avapopEg TEPIGTUTIKMY, LETE TNV KUKAOQOPiK TOL TPOTOVTOC GTNVY ayopd, oYeTI ONEVA LE
UELOUEVT AELTOVPYIO TOV KATMOTEPOV YOOTPEVTIEPIKOD COANVA (T.Y. EVIEPIKT OMOPPAEN, TOPUAVTIKOC
€ILE0C, SLOKOIALOTNTA), LETA ATTO GLYYOPTYNOT| TG TPEYKAUTOAVIG LE PAPLLOKO TTOV EVOEYETAL VO
TPOKAALEGOVYV OLOKOIMOTNTA, OTTMOC TA, OTLOEWN| avaAyNTIKd. Otav 1 TPEYKOUTAAIVY Kot OTTLOEION
yopnynBovv pali, o mpénel va Aapfdvovtal pétpa katd TG dvokotmdtnTog (1dtaitepa o€ YuVaikeg
aoBeveic Kol NAMKIOUEVOVG).

AxatédAinin yprion, mbavotnta Katdypnong 1 eEdptnon

"Exovv avapepbet meprotatikd axatdAAnAng xpnons, Kotdypnong kot eEaptnongs. Oa mpénel va diveton
TPOGOYN o€ 0oOEVELS e 16TOPIKO KOTAYPTONG OLGLAOV Kot 0 acBevic Ba mpémetl va mapakolovbeitat
Y10 GUUTTOUATO AKATAAANANG YpNONG, Katdypnong N eEdptnong amd v mpeykaumaiivn (€xovv
ovoeepBel TEPIMTMOOEL AVATTLENG AVOYNG, AVENOTG TNG 0OGNG, CLUTEPLPOPES EMBTIWENG EVPETNC
QOPUAKOV).

EykepoiondBern
"Exovv avapepbei meprotatikd eyke@aiomdbelog, Kupimg oe acevels e VITOKEILEVES KATAGTAGELS TOV
UTOpEl Vo TPOKAAEGOVV EYKEPALOTAOELNL.

Avcaveéio ot Aaktdln

To Lyrica mepiéyet povotidpikn Aaktoln. Acbeveic pe omdvia kKAnpovopukd tpofAnuata dvcovesiog
otV YoAaktoln, v EAietyn Aaktdong Lapp 1 v dvsamoppdenomn YAvko{ns-yaraktolng, dev Oa
TPEMEL va, AAUPEVoVY avTd TO PAPLOKEVLTIKO TPOTOV.

4.5 AlAiemopacels pe GAho QUPROKEVTIKA TPOIOVTA Kol GAAES HOPPES aAANAETiOpaONG

H npeykaumaiivn, dev eivor mBavo va TpokaAEGEL 1] VO, VTOGTEL POPUAKOKIVITIKEG AAANAETIOPAGELS,
KaBmG amekkpiveTal Kupimg AUETAPANTN GTO 0Vpa, VPIGTOTOL ACTILOVTO LETAPBOMGO GTOV AvOp®TO
(< 2% g 060N avaxthnke ota oVpa ®G LETAPOAITES), deV AVACTELAEL TO LETOPOAMGUO TOV
QOPUAK®V in Vitro Kol dgv GUVOEETAL LE TIG TPOTEIVES TOL TAACULATOG.



In vivo peléteg kon gappokokvntikny avdivon og deiypa mAnbvcpon

Koatd cvvéneia, oe peléteg in vivo, dev mapatnpnOnKay KMviKa oElooUElDTESG QOPUAUKOKIVITIKEG
OAANAETIOPACELS LETOED TG TTPEYKAUTOAIVIG KOt TNG GovLTOivNg, TG KapPapalenivng, Tov
BaAmpoikov 0&€og, TG AAUOTPLYIVIG, TNG YKOUTATEVTIVIG, TNG Aopalemaunc, TG 0EVKMOOVIE 1| TNG
aBavoAng.

DopUAKOKIVNTIKN avaAvoT og deiypo TANBvopoD £0€1Ee OTL TO OO TOV GTOUATOC UVTIOLPTIKE, TOL
S1oVPNTIKA, 1) IVCOLAIVY, N PovoPBapPLTdAn, 1 TIOYKOUTIV) Kot 1 TOTPALATH OV €10V KAMVIKA
onuovtikn dpdomn oty KdBapor TG TPEYKAUTOAVIG.

AT ToV 6TOUATOG OVTIGLAANTTIKG, VOpaBioTEPOVN Ko/ 01BVVLAOIGTPASIOAN

H ovyyoprynon g mpeykapmoriving Le ta omd ToV GTOUATOS AVTIGCVAANTTIKA voputdietepdvn Kaum
oBVVLAOIGTPUSLOAT Oev emnpedlel TN POPLOKOKIVNTIKY G€ OTAOEPOTOMUEVT] KATAGTUON, KOLLAS 0o
Tic 600 ovoiec.

Dopuokevtikd Tpoidvta mov ennpedlovy T0 KEVIPIKO VELPIKO GUGTN A

H npeyxopmaiivny mbavov va evieydoel ) dpdomn e atbavoing Kot g Aopalendung. Xe
EAEYYOUEVEG KAWVIKEG LEAETEC, TOAAATAES OO TOL GTOLTOG OOGELS TNG TPEYKOUTAAIVIG
ovyyopnyovevng pe oEukwddvn, Aopalemdun 1| aBavoin dev elyav KAVIKE OMLOVTIKEG EMOPACELC
GTNV aVamVoT). TNV anoktnoeica sumepio HETE TV KUKAOPOPIN TOV GOPUAKOL 6TV ayopd,
VILAPYOVV AVOPOPES OVOTVEVGTIKNG AVETAPKELONS KOl KMUATOS 6€ aoBeveic ot omoiot Aapfdavovv
TPEYKOUTOATVY Kot GAAO pOPUAKEVTIKG TPOIOVTO KOTAGTOANG TOL KEVIPIKOV VELPIKOV GLUGTHUATOC
(KNX). H peykapmaiivny gaivetor 0Tt dpa abpototikd emi Tng dpaong tne 0EukmOOvNG 0TV EKTTOON
NG VONTIKNG KOl TS GUVOMKTG KIVNTIKNG Agttovpyiog.

AMNAEMOPACELS KO NAIKIOUEVOL
Agv €yovv de&oybel e101kéEG PEAETES PAPLLOKOOVVALIKNG OAANAETIOpOOTC € NAKIOUEVOLG 0ELOVTES.
Mehéteg alAnienidopaong Exovv deEayBel udvo o eviAIKeg,

4.6 TovipétnTo, KONON KOl YoAOVY i

Tuvaikeg o€ avamapoyoyic) nlkio / AVTIGOAAMYT 6€ GVTPEG Ko YUVOIKEG
Kabdg 0 evdeyduevog kivovvog yio Tov dvBpmmo eivar ayvmotoc, 0a mpénetl va Aapfdvovrtal
OTTOTEAECUOTIKA LETPO AVTIGVAANYTG ATO YUVOIKEC GE AVATOPOYWYIKT NALKIA.

Eyxvpocivn
Agv vapyovv eTapK OeS0UEVA Y10 TNV YPNOT| TG TPEYKAUTOAIVIG O EYKVES YUVOUKEC.

Meléteg o€ melpapatolma 0150V TOEIKOTNTA GTNV AVATOPAY®YIKN tKavotnto (PA. mapdypoeo 5.3).
O evdeyduevog kivovvog yio Tov dvBpwmo ival AyvmoToc.

To Lyrica dev mpémet va ¥p1GLILOTOLEiTal KATE TN SIUPKELN TNG EYKVLOGVUVIG EKTOG €AV €lval Gopdg
omapoitnTo (Edv T0 6PELOC Y10 TN UNTEPO DTEPKAADTTEL CAPDG TOVG TBAVOHS KvOHVOUG Yo TO

Euppo).

OnAacpog

H npeyxapmaiivn anekkpiveton 6to puntpikod yaia (BA. mapdypapo 5.3). H enidpaon g
TpeyKaUTaAivinc ota veoyva/Bpéen etvar dyvootn. [Ipénel va anopaciotel edv Ba diakonel o
OnAaopog M Ba dakomel ) Bepameio pe mpeykoumaiivny, Aappdvovtog vadyn 1o 6QEAOC TOV BNAAGLOD
Yo To Oldi Ko To 0QeAog NG Bepameiag yia Tn yvvaika.

Tovwotnta
Agv VTapYovV KAVIKA SEG0UEVH GYETIKA LE TIG EMOPACELS TNG TPEYKAUTAAIVIG GTN YuvauKeio
YOVILLOTNTO.

e pio kAvikn dokin yio v a&loddynon g enidpacng TG TPEYKAUTAAIVIG GTNV KIVITIKOTNTO TOV
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OTEPUATOC, VYL AppeEVA AToUa EKTEOMKOV 0TV TTpEYKOUTOLivY, og pio 06on Tov 600 mg/muépa.
Metd and 3 unveg Bepamneiog, dev vINPYAV EXOPACELS TNV KIVITIKOTNTO TOL GIEPLLOTOG.

Mia perétn yovipndtnrag o€ OnAvkoic apovpaiovg £xel deiet avemBounteg emidpdoelg oty
ovoTapoy®yr). MeAETEG YOVILOTNTOG GE 0pGEVIKOVS apovpaiovg Exouv deitet avemBounteg
EMOPAGELS OTNV OvVOTTOPOy®Y Kol TNV avdmtuén. H kKhviki onpacio avtdv tov eopnudtov eival
dyvoot (BA. mapdypoeo 5.3).

4.7 Emodpdoseic oty IKavoTnTo 001]Y1161G KL XELPLGROD PN avAV

To Lyrica pmopel va €xet pukpn 1 HETPLa EXLOPOOT) TNV IKAVOTNTA 031 YNONG KL YEPIGLOD UNYOVAV.
To Lyrica pmopel va mpokaréset LOAN Kot vavniio Kot ETOUEVOS, LTOPEL vaL EXNPECGEL TNV KAVOTNTA
001 YNONGS Kot YEPIGHOD UNyavmv. XTovg aobevelg Tpémel va diveTar GLUPOVAN va unv odnyodv, va
un yewpilovral ToADTAOKO LU OVILOTO KOL VO LNV TOipVOLV HEPOS GE EVOEYOUEVMG ETTIKIVOVVESG
dpaoTNPLOTNTES, LEYXPL VA YIVEL YVOGTO €AV ALTO TO PAPULOKEVTIKO TPOidV emnpedlel TNV KovoOTTA
TOVG VO, EKTELOVV OVTEG TIC SPACTNPLOTNTEG.

4.8 AvemOopnteg evépyeieg

210 KMVIKO TPOYPOLLLLA TNG TpeYKaumaiivng coppeteiyay mive amd 8.900 acbeveig mov e€etébnoav
GTNV TPEYKOUTOAVT, €K TV onoiwv Tdve and 5.600 cvppeteiyav oe NMAG-TVQAES PLEAETEC,
eleyydpeveg pe eucoviko edppako. Ot o cuyva avaeepOueveg avemBounteg evépyeleg Ntav COAN Kot
vvnAle. Ot avemBounteg evépyeleg Mtav cLvBmG NG Emg péTplog Paputntoc. Xe OAES TIG
eLeYYOUEVEG HEAETEG, TO TOGOGTA OLOKOTNG AOY® avemBuunTmv gvepyet@v Ntav 12% yio acBevelg
ov AdpPavay Tpeykapmaiivn Kot 5% yio acBeveic mov Adppavay gikovikd edprako. Ot o cuyveg
avemBounTeg evépyeleg TOV 0dNYoVoaV G dlakomn TG Bepaneiog e mpeykapmaiivny frav 1 {aAN Ko
N vavnio.

Oleg o1 avemBiunTeg EVEPYELES TOL TAPOVGLAGONKAV GE TOGOGTO UEYOAVTEPO OO AVTO TOV
EIKOVIKOD pOapUAKOV KOl G TEPICCOTEPOVS TOV £VOG acbeveic, mepthapfdvovial oTov mivaka 2 Tov
akolovBel katd katnyopia kot cuyvotnta (ToAd cuyvés (= 1/10), cvyvég (= 1/100 émg < 1/10), oyt
ovyvég (> 1/1.000 émg < 1/100), omdvieg (= 1/10.000 éwc < 1/1.000), moAd omdvieg (< 1/10.000), pun
YVOoTéG (dev pmopovv va extiunBovv pe Bacn ta dabfécipa dedopéva)). Evtog kdbe katnyoplog
GLYVOTNTOG ERPAVIONS, O avemBounteg evépyeteg Tapatifeviat Katd pbivovoa cepd cofapdtrag.

O avemBounteg evépyeleg mov eptypapovtal, umopel eniong va oyetilovtot pe tnv vToKeipevn voco
KUY T0 GUYYXOPNYOVLEVE QAPUAKEVTIKA TPOIOVTAL.

X1 Bepoameio Tov KeVTpkov vevporadntikol tovou egoutiag PAAPNG Tov vorTiaiov poehov gixe
av&nBel yevikdg 1 cuyvoTNTA ELPAVIONG TV OVETIBOUNTOV EVEPYELDV, Ol AVETIOVUNTES EVEPYELEG TOV
KNX kot edwcotepa n vevniia (BA. mapdypopo 4.4).

EmnpdcBetec avidpdoeig mov avapépOnkav and tnv amoktndeico spmeipio HETA TNV KuKAOQOpia
TOV PAPUAKOL GTNV 0yopd, GUUTEPIAAUPAVOVTOL ILE TAGYLOL YPALLLOTO, GTOV TOPOKAT® TIVOK.



Mivakag 2. AvemOounteg Evépyereg g Hpeykopmarivng

Koamyopia/Opyoviké AvemOopunteg Evépyereg @appakov

2OGTNUO

AOUDOEEIS KON TAPUGITAOCELS

Xuyvég Pwooeapuyyitida

AWTopayES TOV GLHOTOTIKOD KOL TOV AEHPIKOV GVGTI|NOTOS

Oy ovyvég Ovdetepomevia

AW TopayES TOV GVOGOTOLTIKOD GUGTILATOS

Oy ovyvég YrepevaroOyoia

Ymivieg Ayyerooidnuo, alrepyixn aviidpaon

Awtapayés Tov petafoiopod kot g Opdyng

Zoyveg Opeén ovdnpévn

Oy ovyvég Avopetia, vroylvkaipio

Yoyotpikéc Awatapayés

2oyvég Eveopun cuvaicOnuotikn didbeon, cvuyyvon, evepediotodmra,
OTOTPOGUVAUTOAICUOG, aDTVIO, LELOUEVT] YEVETNOLN OPUN|

Oy ovyvég YevdaicOnon, kpion movikov, avnovyia, di€yepon, KaTdbOAy,

KaTaOMmTIKn dtdbeon, eEnpuévn cuvarcOnuatiky dtabeon,
emBeTikOTHTO, SLOKVLLAVGELS TNG GLVOLSONLLATIKNG d1dBeonc,
OTOTPOCMTOTOINGN, SuoKOAlL avakAnong AéEewv, dtotapoyuéval
ovelpa, avénuévn yevetnolo opuy, avopyacuio, amddeio

Xrhvieg Apon avaoToAng

AwTopay£S TOL VEVPIKOU GUGTILOTOS

[ToA0 cvyvég ZAAn, vvnAia, keQolaAyio

2oyvég Atagia, un eLGLOAOYIKOG CLVTOVIGHOG, TPOWOG, dvucapbpia,

opvnoio, EMNPEACUEVN VAT, OlTOPYY] OTNY TPOGOYN,
nmopoctnoia, vraicdncio, KaTacToA, dSaTapoyn TNG LIGOPPOTIAG,
AnBoapyog

Oy ovyvég 2vykomn|, MBapyoc, LOOKA®VOG, arwlsia ovVeidnong,
YUYOKIVNTIKY VIEPKIVNTIKOTNTO, dvoKivnoia, (aAn 0éong, Tpdpog
KOTA TIG EKOVOLEG KIVAGELS, VOOTOYUOG, VONTIKN dtatapayn,
ETNPECTUEVH OLOVONTIKY KOATATTOOH, dOTAPOYT AOYOV, EAITTMOGN
OVTOVOKAOGTIKOV, VITEpAloOncia, aicOnon kadsov, aysvcia,
oloOnuo kaxovyiag

Xrhvieg 2To0ouoL, TOPOGUIa, VTTOKIVNGla, SLsYpapic

O¢p0aripkég draTapayés

2oyvég Opaon Bapmn, sumhonio

Oy ovyvég AnOAELD TEPIPEPIKNG OPOACTG, OTTIKT SLUTOPAYT], OIONLLOL TOV

0pBaAL00, EAAELO 6T OTTTIKA TTEdia, OTTTIKT 0EVLTNTA LELWUEVY,
TOVOG TOL 0POBUALOD, acBevoria, eoToyia, Enpoebaipia,
dakpOppota avEnuévn, epeBopdc Tov 0EBaipLOD

Xrhvieg Anwleia opaong, kepatition, OPOCT KATE TNV 0T0id TO AVTIKEILEVA,
@aivovtol TOAAVTEVOUEVO, CALOLMUEVT] OTTTIKT OVTIATYT] TOV
BéBovc, podpiaon, otpafiopdc, Adumov PAEuL

Awtapayés Tov MTOS Ko Tov Aafvpivlov

2oyvég Tayyog

Oy ovyvég Yrepoaxoio

Kaopowkég owatapayés

Oy ovyvég Toyvrapdio, KOATOKOIMOAKOS ATOKAEIGHOG TPMTOL BobLov,
oAePoxopufikn Bpadvkapdia, coupopntiKy KapoloKy OVETGPKELO,

Xrhvieg Hapdraon drootiuorog OQT, hefoxopupikn tayvkapdia,
oAePoxopfikn appouOuio

Ayyerokég dratapayés

Oy ovyvég Ymotoon, vaéptact, eEAYELS, £y, TEPLPEPIKT YLYPOTNTA
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Koamyopia/Opyoviké AvemOopunrteg Evépyereg @appakov

2O6TNUO

AWTopayES TOV GVUTVEVGTIKOD GUGTILATOS, TOV OpuKa Kol ToV pecodmpakiov

Oy ovyvég Avonvola, emiotoén, Pryoc, pvikn cLpedpnon, pwitida,
POYYOANTO, ENPpdTNTA PLVIKOV PAEVVOYSHVOL

Xrhvieg Ilvevuoviko oidnua, cuoELYKTIKO aicOn o Aotpon

AWTOpayES TOV YUGTPEVTEPIKOV GUGTI|LOTOS

2oyvég "Epetoc, vavtia, S0GKOIAMOTNTA, d16pp01a, LETEMPIOUOG, O TOON
G Koiag, Enpootopio

Oy ovyvég T'aoTpoolco@ayiKi TOAVOPOUNCT|, VITEPEKKPLOT| GLEAOV,
vraloOncio otdpoTOg

Xrhvieg Aocxitg, Taykpeatitda, oidnua yAwooag, dSucpayio

Awtopay£s TOL NTATOS KOl TV YoM QOp@V

Oy ovyvég Avénpéva nrotcd Eviopo*

Xrhvieg ‘Tktepog

[ToAb ordvieg Hrotwn avendpkela, nrotitido

Awtopayfs TOV OEPUOTOS KOl TOV VTOS0PLOV 16TOV

Oy ovyvég E&avOnpa BAaTIO®OES, KVIOWON VIEPOPWGIN, KVHOUOS

Xrhvieg 2dvopouo Stevens Johnson, KpH0og 10pdTAG

AWTOpayES TOV HVOGKEAETIKOD GUGTILOTOS KOL TOV GUVOETLKOV 16TOV

2oyvég Mvikn kpdpumo, apBpolyia, oceuoiyia, TOVOC € AKPO, AUYEVIKOG
omacUog

Oy ovyvég Adykoon dpBpwonc, poadyio, LUikEG dECUIOMOELS, ALYEVOLYIM,
poikn dSvokapyio

Xrhvieg Pafdopvdivon

AWTOPaYES TOV VEPPAV KOL TV 0VPOPOPOVY 00OV

Oy ovyvég Axpdreln ovpwv, ducovpia

Xrhvieg Neppikn avendpkela, oAryovpio, Katoxkpdtyon ovpwv

AWTopayES TOV OVATAPAYOYIKOD GUGTI|LOTOS KOl TOV LO.GTOV

2oyvég ZtouTikn dvcAettovpyio

Oy ovyvég XeEovalkn dvoettovpyia, kKaBLoTEPT O EKOTEPUATIONG,
dvounvoppola, LocToduvia

Xrhvieg Apmvoppota, EKKplon LooTov, avENCT ToL HeYEB0VG TOL LaoTOoD,
YOVOULKOUOOTIO!

I'evikég orwoTapayis Kol KATUGTAGELS TNG 0000 YOpNYNoNS

2oyvég Otdnua meprpepikod, oidonua, BAdSiGHa PN eUOIOAOYIKS, TTMOGT),
aioOnon pébng, aicbnomn un eLGLOAOYIKT, KOTMON

Oy ovyvég T'evikevuévo oldnua, oidyua mpoowmov, aicOnua cOSPELYENS TOV
0opaxoa, dAyog, mopeia, diya, piyn, eEacBévion

Hopoxivikég eEeTdoelg

2oyvég opoatikd Bépoc ovéEnpévo

Oy ovyvég Kpeatwvopwospoxivaon aipatoc ovEnpévn, yAvokoln aipnatog
ov&nuévn, aptopog aoTETOMMV LEIOUEVOC, KPEOTIVIVI OILLOTOG
ov&NuévN, KA aipatog Pelopévo, CmUATIKO BApog LetmUEVo

Xravieg Ap1OIdC AeVKOKVTTAPMOV UEIOUEVOG

* Apvotpavogepdon g ahavivig avénpévn (ALT) kot aomoptikn apvotpaveeepdon avEnuévn (AST).

Metd and draxomn Bpayvypdviag Kot pakpoypdviag Bepomeiag e mpeykaumaiivn, Exovv mopatnpndel
OTEPNTIKA COUTTOHOTA € PEPKOVS acBeveic. Exovv avapepBel Ta Tapokdto: avmvia, kepolaAyia,
vauTia, ayyoc, dldppola, YPRMOES GOVOPOLO, CTAGHOL, VELPIKOTNTA, KATAOAYT, AAYOG,
vrepdpmoia kot {aAN, Ta omoia vTodNA®VoLY cwpatikn eEdptnomn. O acbevig Ba tpénet va
EVIUEPMVETAL Y10 ALTE KOTA TV Evapén g Bepoameiag.

Avagopikd pe ™ dtakomn pakpoypoviag Bepaneiog pe mpeykapumaiv, ta 6£30UEVA VTOSEIKVOOLV OTL
1N GLYVOTNTO EUPAVIOTG KOl 1) COBAPOTNTO TOV GTEPNTIKMY CLUUITOUATOV UTOpEl va givat

3060eEAPTAOLEVEC.
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Howdworpikde mAnBuopudc

To mpoik acPEAELOC TNG TPEYKAUTAAVIG TTOL TOPATNPNONKE O TPELG TOUIIUTPIKES LEAETEG OE
0ao0eveic e e0TIOKEG EMANTTIKEG KPIGELS [LE 1) Y0 PiG dEVTEPOYEVY YEVIKEVOT (LEAETN
OTTOTEAECUATIKOTNTOG KOl ao@AAELng dtapKelog 12 efdouddwv oe aobeveic e EMANTTIKEG KPIoELC
€0TIOKNG EvopEng, =295, LEAETT QAPLLOKOKIVITIKNG KO LEAETT OVEKTIKOTNTOG, n=65 kot 1 £Tovg,
OVOLKTNG EMICTLOVOTG, LETE TN UEAETN 0o@AAELNG, N=54) TOV TOPOLOLO LE OVTO TOV TOPTH PO KE
oTIC HEAETEG evNATKOV acBevav te emdnyia. Ot o ouyvEG avemBOUNTEG EVEPYEIEC TOV
mapatnpnonkoy ot pekétn 12 gfdopddmv pe ) Bepaneia e mpeykapmoiivn Nray vavniia, Topeia,
AOIHMEN TOL AVATEPOV AVATVEVGTIKOD GUGTNLATOG, OpeEN avENUéVT, coUATIKO BApog avEnpévo Kat
pwoeapvyyitoa (BA. mapaypdeovg 4.2, 5.1 ko 5.2).

Avoopd mbavoroyoluevev avemBOunTOV EVEPYELDOV

H avapopd mBavoroyodpevov avemBOunToV EVEPYELDOV LETA OO TN YOPYNON AdELS KLKAOPOPTIaG
TOL QOPUAKEVTIKOD TPOTOVTOC givor onuavtikni. Emttpénet ) cvveyn mapoakoiovOnon g oyéong
0PEAOVG-KIVOUVOD TOV PAPLOKEVTIKOV TPOIOVTOG. ZNTEITOL At TOVG EMOYYEALATIEG TOV TOUEN TNG
VYELOVOLUKNG TEPIBAAYNC VO OVOPEPOVY OTTOIECONTOTE TLOAVOAOYOVLEVES AVETIOOUNTEG EVEPYELEG
Léow:

E\\ada Kvbmpog

EBvikdc Opyoviopog @oppdxkmv DoppokevTikég Ynpeoieg
Meooyeiwv 284 Ymovpyeio Yyeiog

GR-15562 Xolapyog, ABnva CY-1475 Asvkooia

TnA: +30 21 32040380/337 ®ag: + 357 22608649

Doag: +30 21 06549585 Iotétomog: www.moh.gov.cy/phs.

Iototomog: http://www.eof.gr

4.9 Ynegpoocoroyia

v amoktnbeioa sumelpio LETA TV KUKAOPOPIN TOV GOPIAKOL 6TV ayopd, Ol To GUYVA
OVOQEPOLEVES OVETIBVUNTEG EVEPYELES, O1 OTOlEG elyav mapatnpnOel pe v vrepdocoroyia TG
TPEYKAUTOATIVIC, SVUTEPLEAAUPAVAY DTVIIALD, GUYYLTIKY KOTAGTACT), O1EYEPCT KOl OV |GUYid.
AvapépOniav emiong emANTTIKES KPIoELS.

X€ OMAVIEG MEPUTTDGELS, £XOVV OVOQEPDEL TEPIOTATIKG KMLOTOG.

H Bgpancio tng vepdocoroyiog (e TPEYKAUTOAIVT TPEMEL VA, TEPIAAUPAVEL TO YEVIKA VTTOCTNPIKTIKGL
pETpa Kol iomg arplodtdAlon, v eivar arapaitntn (BA. tapdypago 4.2 Ilivaxoag 1).

5. DOAPMAKOAOTI'IKEXZ IAIOTHTEX

5.1 ®@oppoxodvvopKég 1010TNTES

Doppokobepamevtikn katnyopio: Avii-emANTTiKd, dGALo avti-emAnmTTiKd, kodwog ATC: NO3AX16

H dpaoctikn ovoia mpeykaumaiivn eivor avaioyo tov y-aptvofovtupikod o&€og [(S)-3-(apvopédoi)-
5-peBvie&ovoixd 0&Y].

Mnyavioudc dpdong
H npeykopmaiivi cuvoéetal o€ Lo ETIKOVPIKT DTOOUASA (0h-0 TPMTEIVN) TV EVEPYOTOLOVUEVOV
omd Sopopd SUVALIKOD SAOAWY 0GPECTION GTO KEVTPIKO VEVPIKO GUCTNLLOL.
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KAwikn amoteAeopnatikdTnTo Kot 0o@AAELD,

Nevpomodntiog movog

Amotedeopatikdtnto £xet octyBel e dokipég yia dafnTiky vevpordbeia, pebepmntiky vevpaiyia Kot
BAGPN Tov votiaiov poelov. H anotedeopatikdtnta ogv £xetl diepevvnBei og dALeG LOPQEC
VELPOTAONTIKOV TOVOV.

H npeyxaumaiivn éxel pedetn0el oe 10 eheyydpevec kKAvikéc dokipés, dibpketag £og 13 efdopddwv
pe docoroyia dvo eopéc v Nuépa (BID) kar didpkeiag £o¢ 8 efdopddmv pe docoloyia TPEC PopEg
v nuépa (TID). 'evikd, ta mpo@il acPAAELNG KOl OTOTEAEGLATIKOTNTOG Y10 TO SOGOAOYIKE GYN LT
BID o TID, Tav mapdpota.

Xe Khvikég dokipég orapketag £og 12 gfdopddmv yia Tov TepLPePIKd Kot TOV KEVIPIKO vELPOTaONTIKO
novo, peimon tov Tovou mapatnpidnke amd v 1" EBSoudda ko dtotnpnnke katd v didpkeia TG
Oepameiog.

e eheyyOuEVES KAVIKEG OOKIUEG OTOV TEPLPEPLKO VEVpOTaONTIKO TOVO, 35% TV 0I60EVOV TOV TOVG
yopnynOnke mpeyxapmarivny kot 18% tov acbevov mov ehdpupavav gikovikd eappoko, eiyov 50%
BeAtioon oty Paduroroyio mdvov. I'a tovg asbeveig mov dev mapovciocay vIvniia, CVTA M
Bektioon mapatnpnOnke 610 33% TV acbevav mov tovg yopnynnke mpeykaumaiivn kot 18% twv
aofevdv mov eAdpPoavay eikovikd eappako. I'ia Toug acbeveic mov mapovsiacay vevnAia, To
TO0GO0TA avtamdKplong Nrav 48% yia v mpeykopumarivn kot 16% yuo o gikovikd pappako.

e eheyyOueVn KMVIKT SOKIUT GTOV KEVIPIKO veLpomadnTikd movo, 10 22% tev acbevdv 6Toug
omoiovg yopnyndnke wpeykapumaiivn kot to 7% t@v acbevdv Tov AduPavay eIKoViKO QapLaKo,
glyav 50% Beitioon oty Pabuoroyia téovov.

Enmilnyio

YoumAnpopatikn Oeponeio

H mpeyxopmarivn éxetr peremBel oe 3 eheyydueveg KAviké dokipég dibpketag 12 efdopddmv, pe
docoioyio BID 1) TID. I'evikd, ta Tpo@ik ac@AAELNS KOt OTOTEAEGUOTIKOTITOG Y10 TA O0GOAOYIKE
oynuata BID kot TID, fitav mapopota.

Amo v 1" EBdoudda mapoatnpnnke pio peimon otn cuyvotnta 1oV eMANTTIKOV KPIGEMV.

Howdworpikde mAnBuoudc

H ac@dAieto Kot 1 amoTeAEGUATIKOTNTO TNG TPEYKAUTAAIVIG OC GUUTANPOUOTIKNG Bepomeiag yio TV
enuyio og moudlatpikovg acheveic nlkiog kdtm tov 12 etdv kot epnPovg, dev Exovv TeKUnPLOOEL.
Ot avemBounteg EVEPYELIEC TOV TOPUTNPNONKAY GE L LEAETT] QAPLLOKOKIVITIKNG KOl OVEKTIKOTNTOG,
otV omoia cvppeTeiyov aobeveic nAikiog 3 unvov éog 16 e1dv (n=65) pe emAnnTikég Kpioelg
€0TLOKNG £VOPENG, NTOV TOPOUOLES [LE OVTEG TOV TOPATNPNONKAV 6TOLG eViALKeS. Ta amoteAéopata
L0 ELEYYOLEVG LE EIKOVIKO QApLaKO HeAETNG didpkelag 12 eBdopadmv o 295 modiotpikoe
aoBeveic nAikiag 4 €wg 16 etwv, | omola TpayuaToToOnKe yio v aloAdynon g
OTOTEAEGUATIKOTNTAG KOl TG ACPAAELNG TNG TPEYKAUTAAIVIG G cuUTANpOUATIKNG Bepaneing yia
TNV QVTIUETOTLON TOV ETANTTIKOV KPIGE®V E0TIOKTG EVOPENG Ko (oG LEAETNG ACPAAELNG CLVOLKTNG
emonpavong 1 étovg, onv omoia cvuppeteiyav 54 madiatpkol acbeveic niikiog 3 pnvov €mg 16 etdv
pe emAnyia, vrodetkvhovv 0TL 1 Tupedia Kot 0t AOUMEEIS TOV AVAOTEPOL AVATVEVLGTIKOD GUGTHILOTOG
mapaTnPRONKaY ©¢ avemBounteg evEPYELES TTLO GLYVE GE GUYKPLON LE TIG LEAETES EVAMK®V 00BEVDV
pe emAnyia (PA. mapaypdaeovg 4.2, 4.8 xat 5.2).

21 dbipkerog 12 eBdopddmv ereyyOLeVNg Le ELKOVIKO QApUaKO HEAETT, o1 Taudlatpikol acBevelg
KatavepunOnkav ot Ayn peykauroiivng 2,5 mg/kg/muépa (péyioto, 150 mg/muépa),
apeykapmaAivng 10 mg/kgmuépa (uéyioto, 600 mg/muépa) 1 eikovikov eapudikov. To Tocootd TV
acBevov pe tovAdytotov 50% peimon otig emAnmTikés kpioelg eoTlokNG Evapéng Omwg cuykpidnke pe
mv évapén Nrav 40,6% tov acbevov mov Edafav Bepaneio pe tpeykopurorivn 10 mg/kgmuépa
(p=0,0068 £évovti TOV €1KOVIKOV PapudKov), 29,1% tov acbevov mov éhafav Bepaneio pe

13



peykapmarivn 2,5 mg/kgmuépa (p=0,2600 EvavTi TOL EIKOVIKOD GOPUAKOD) Kot 22,6% avTdv Tov
Ehafav eKovikd pappaKo.

MovoBepamneia (veodayvmcBévteg acBeveic)

H npeyxapmaiivn éxel pehetn0ei o 1 eleyyopevn khvikn perétn didpketag 56 efOopadmv pe
docoloyia BID. H mpeykaumaiivn dev en€del&e Un-KatmTepITNTO EVAVTL TG AOUOTPLYIVIIG GOUQOVOL
HE To TeEMKO onpeio TG amovsiog omacu®my 6Tovg 6 unvec. H mpeykapumoaiivn kot n Aapotpryivn
TOPOVCIOCAY TOUPOLOLOL ACPAAELD KOl KOAT 0VOYT.

Awroapayn I'evikevpuévov Ayyovg

H npeyxaumaiivn éxel pedetn0el oe 6 eleyydueveg dokipuég drapketag 4-6 efoopddwv, o pia pHelét
nAKlopévav dtdpketag 8 BoopddmV Kal oe pia LoKpoypOvio LEAETT TPOANYNG TOV VTOTPOTMV, LLE
Lo SITAG-TUPAT @ACT TPOANYNG TOV VTOTPOTMV SIAPKELNG 6 UNVOV.

H avakoveion and ta copntopata g ALA, 6nmg avtavakidtor oty KAipoka Extipnong tov
Hamilton (HAM-A), topotnpionke péxpt mv 1" EBdouddoa.

e eheyyoueveg KAvikég dokpés (d1dpketog 4-8 efdopddmv), To 52% tav acBevav mov erapfavay
apeyKapumaAivn kot to 38% tov aclevdv mov eAdpfovay giovikd edapuako tapovciocay Pertioon
Katd TtovAdytetov 50% ot cvvolkn Paduoroyia tng HAM-A 1tov teAikol onpeiov, o oyéon ue

OVTNV NG évapénc.

e eheyyduevec dokué, pia peyolbtepn avaroyio acBevav mov eAdupovoy Bepameio pe
apeyKapumaAivn avépepav Bapufoc opaong, and 6t acbeveic mov eAdpuPavay Bepameia pe gucovikd
(APLOKO, TO OTTOI0 ATESPALE GTIV TAELOYN QLN TOV TEPIGTATIKMV, LLE TN GLVEYLOT] TNG XOPNYNONGS.
OpBaiporoykds Eleyyog (cupmeptiappavopévon eAéyyov omtikig o&vtnrag, pnebodikol erEyyov
omtuko¥ mediov ko PuBockomikol eAéyyov e pudpiaon) de&nybnke o dvo twv 3600 acbevav, ota
TAOic10 EAEYYOUEVOV KAMVIKAV SOKIUMV. X€ aLTOVG TOVG 0oBevelg 1 otk o&vTnTa petddnke oto
6,5% tov acBevav mov ehdpuPavav Bepaneio pe mpeykaumaivn kot oto 4,8% 1oV acBevodv mov
ehapPavav Bepaneio pe eikovikd eappoko. MetafoAég oto ontikd medio eviomiotnkay oto 12,4%
tov acBevav mov elapPavay Bepancia pe tpeykopmtaiivn kot 6to 11,7% tov acbevov mov
ehapPavav Bepaneia pe eikovikd pappoko. BvBookomikéc petaforéc mapatnpndnkay oto 1,7% tov
acBevav mov elapPavay Bepaneio pe mpeykopumarivn Kot 610 2,1% tov acbevav mov eAdpupavay
Bepamneia pe ekovikd EApHOKO.

5.2 ®oppokoKiviTIKEG 1OLOTNTES

H pappaxoxivntikt g mpeykapumaiivng o otabepomompuévn katdotoom ivol Ttapdpola oe vyteig
eBelovtéc, og emAnmTikovs acBevels, mov Aapfavouy avTiEMANTTIKG PdpLoKo Kol oe 0cOevelg e
yxpdV10 TOVO.

Amoppoonon

H npeyxapmaiivn, xyopnyoOouevn eni Kevov GTOUAY OV, AIOPPOPATOL TAXEWC, UE TIG LEYIOTEG
GVYKEVIPAOGELS 6TO TAAGLLO VO ETLTVYYAVOVTOL EVTOS 1 dpag LeTd amd T yopnynon epimas 1
moALaTmADV d0cewv. H Plod1aBecitdtnTo TOV TG TOV GTOUATOC YOPNYOVLEVNG TPEYKOUTAAIVIG
vrohoyiletar 6Tt etvar > 90% kou glvar aveEdptnn g 0done. Metd and emavelAnppévn xoprynon, n
otafepomompévn Katdotaon emtuyydvetol evioc 24 €mg 48 wpdv. O pvBudg amoppdPNoNS TG
TPEYKAUTAAIVIG PLEUDVETAL OTOV XOPTYEITOL LE TPOPT], TPOKAADVTOG UEI®ON TNG Chax KaTd 25-30%
TEPITOL Kol EMPPAGLVON TOV tay O€ TEPiMOL 2,5 dpec. EviovTolg, n yopnynomn e TpeyKapmaiivig
LE TPOPT] OeV Y€l KAVIKG OMULOVTIKTY €TidpacT 610 Babud amoppdenong e TpeyKOUTaAIvIC.
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Koatavoun

X mPOKMVIKEG LEAETEC, €0€lYON OTL 1] TPEYKAUTAAIVY S1OTEPVE TOV AULATOEYKEPUAMKO PPaYILd GE
puoeg, emipveg ko monKovs. Edelydn emiong, 0T1 n mpeykapmorivn damepvd Tov mAaKOOVTO TOV
eMPHOV Ko aveLpiokeTol 610 YaAa OnAaloviov empdmy. ZTovg avOp®TOVS, 0 POIVOLEVOS OYKOC
KOTOVOUNG TNG TPEYKAUTAAIVIG LETA TN Yoprynon amd Tov otopatog eival mepimov 0,56 I/kg. H
TPEYKOUTOALIVY OEV CUVOEETOL LE TIC TPMOTEIVES TOL TAAGLOTOG,

Biopetooynmuatiopdc

H npeykaumaiivn veiotatol acnpovto petafoioud otov avlpomo. Metd and yopriynon
POUSIOEMIONLLOGUEVIG TTPEYKATOAIVIC, TTEpimov T0 98% TG padievépyetag mov avaxTOnke ota ovpa
Nrav apetdPfant npeykapmorivn. To N-pebviiopévo mapdywyo e TpeyKAUTaAivig, TOV KOPLOV
petafolitn g mpeykapumaiivng mov evionicOnke ota ovpa, aviiotoryovse 6to 0,9% tng ddone. e
TPOKMVIKEC LEAETEG, OEV LINPYOV EVOEIEEIC PUKELOTOINGNG TOV S-EVAVTIOUEPOVS TNG TPEYKOUTAAIVIG
oe R-evavtiopepéc.

AmofoAn

H npeyxopmaiivn amroBdAletal amd T CLGTNUOTIKY KUKAOQOPIK KUPIMG LE AMEKKPLOT OO TOVG
VEQPPOVC, MG AUETABANTO QAPLLAKO.

O péoog ypovog nuilonc g amoBoAng g mpeykaumaiivng eivan 6,3 mpec. H kdBapon ond to
TAGGLLOL KAl 1) VEQPIKT KABapon TG mpeyKapumaiivng eivan evBéwg avaioyeg e kdBoapong g
kpeatviving (BA. Tapdypago 5.2 Neppikn ovciettovpyia).

Eivow amapaitntn n mpocappoyn g d0omG o€ acHeVEIC e LELOUEVT) VEPPIKN AgtTovpyia 1 6€
aoBeveic mov kdvovv apodtiton (PA. Tapdypapo 4.2 Iivaka 1).

Cpapukdnto /pun-ypaukodtno:

H @appokoxivntikng g TpeyKapmaiivng eivor ypappitk yio 1o €0pog TNG CUVIGTMIEVNG NLEPTIOLOG
docoloyiac. H peta&d atopmv oopUaKoKIVNTIK LETAPANTOTNTO Y10 TNV TPEYKAUTOALVY eivat younin
(< 20%). H poppakokivntikn T@v moAlanA®v docemv pumopel va tpofiepdel and ta ototyeio Tmv
anag 66cewv. Emopévme, dev elval amopaitntn 1 LETPNOT TOV GLYKEVIPDOGEMY TNG TPEYKOUTAAIVIG
0TO0 TAAGLO, €M TOKTIKNG PACEWG,.

Dvro
Ot KAViIKEG SOKIIEG DTTOOEIKVOOLV OTL TO PUAO OeV £YEL KAVIKG OMLLOVTIKY EXOPACT) OTIC
GUYKEVIPAOGELS TNG TPEYKOAUTUAVNG OTO TAUC L.

Neppkn| duchettovpyia

H «éBapon ¢ mpeykapmaiivng eival evBémg avaroyn g kdbapong kpeatvivng. EmmAéov, 1
TPEYKOUTOALIVY ATOUOKPVUVETOL OTOTEAECUATIKG 0O TO TAAGHLA, LE aplootOALo (LeTd amd cuvedpia
OLLOOOAONG 4 WPDV, Ol CLYKEVIPMOELS TNG TPEYKOUTAAIVIG GTO TAAGHO LLELOVOVTOL KOTO TEPITOV
50%). Kabdg n veppikn amékkpion elvar 1 KOpla 000G améKKPLong, N Leimon g 06ong oe acbeveig
LE VEQPIKT] SUCAELTOVPYIO KOl COUTANPOUATIKY 00GT LETE amd aptodtvodion, eivar amapaitnn (PA.
mapdypoeo 4.2 Iivoka 1).

Hratum dvoiettovpyia

Agv €yovv deEoybel e101kEG PapUAKOKIVITIKEG LEAETEG OE aoBevel e NIaTikn dvGAELlTOLPYiaL.
Kabdg 1 mpeykapmaiivn oev petafoiileton onpovtikd kot anekkpiveTon Kupimg wg apetdfAnto
QAPLLOKO GTA OVPA, )| NAATIKY SVCAELTOVPYia, OV OVOUEVETOL VO LETOPAAEL CNUAVTIKA TO ETLTEDN TNG
TPEYKOUTOAIVIG 6TO TAGGLLOL.

Howdworpikde mAnBuoudc

H pappoxoxivntikn g tpeykapmaiivng agloloynonke oe modiotpiko acbeveig e eminyia
(MAwrakég opddec: 1 g 23 unvav, 2 £mg 6 eTdv, 7 £og 11 etdv kot 12 éoc 16 etdv) og enineda
docoloyiag 2,5, 5, 10 kan 15 mg/kg/muépa, o pio LEAETN QOPLOKOKIVITIKNG KO OVEKTIKOTNTOG.
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Metd Vv amd ToL GTOUATOG YOPT YO TNG TPEYKOUTAAIVIG G€ TOOATPLIKOVG 00HEVEIC G KATAGTAO)
ynoteiog, 0 ¥pOVOG TOL YPECTNKE Y10 TV EMITEVEN UEYIOTNG GLYKEVIP®ONG GTO TAAC LA T,
YEVIKA, TOPOLOLOG GE OAOKAN PN TNV NAIKIOKT Opdda Kot emitedyOnke 0,5 mpeg mg 2 dPeC LeTd T
xopnynon mg doong.

O apapeTpot Cphay kKot AUC ¢ TpeykapmaAiiving oavnonkay ypappikd oe oyéon He v avénon mg
doong og kaBe niwioxn opdoa. H AUC jrav yapniotepn katd 30% ce modiatpikods acOevei e
Bapog xétw amd 30 kg, Loy avénpévns kdBapong Tpocaprocévg 6to cmpatiko Papog katd 43%
Yl 0V TOVG TOVG 0lobeveic, oe cuyKplon Ue Tovg acBeveic pe Bapoc >30 kg.

O 1eAMKOC YpOVOS NUL®NG TNG TPEYKOUTAAIVIG Tay KT PLEGO dpo mepimov 3 ¢ 4 dhpeg o€
modtotpikovg acbeveic nhikiog £wg 6 eTmV, Kol 4 €mg 6 Mpeg 6ToLG acbeveic nAikiog 7 eTdV Kol dvo.

H avéivon eappakokivntikig tov mAnfoucpot £€6ei&e 6t KaBapon g KpeaTviving NTav GNUAVTIKY|
cLpUETAPANT TG KEOBaPoNG TNG OO TOL GTOUATOG TPEYKAUTAAIVIG, OTL TO COUATIKO Pépog NTav
GNUOVTIKT] GUUUETAPANTI TOL PAVOLEVOL OYKOL KOTOVOUNG TNG OTO TOV GTOWOTOS TPEYKAUTAATVIG
Kot OTL QVTEG Ol GYEGELS NNTAV TAPILOLES GTOVG TAUALATPIKOVG KOl TOVG EVIALIKES aioBeveic.

H pappoaxoxivntikt g mpeykapumaiivng o acheveis nikiog kéto tov 3 unvav dev £yel peietndet
(BA. mapaypapovg 4.2, 4.8 ka1 5.1).

Hluuiwopévor

H «éBapon ¢ mpeykapmaiivn teivel va petdveton kabog avsavetor n nakio. H peioon avt oty
K@Bapomn ToL 0d TOV GTOUATOC YOPTYOVLEVTG TPEYKAUTAAIVY EIvol GOUG®YT LE TN pelmon g
KkéBapong ¢ kpeatviving mov oyetiletan pe v avénomn g nhkiog. [TiBavov va ypelacdel peioon
™G 60c0A0YiaG TNG TPEYKAUTAAivIG o€ asBeveig Tov TaPoVSIAlovy HelmoN TNG VEPPIKNG AglTovpYiog
oL oyetiletan pe v nhikia (BA. mapdypago 4.2 IMivaxa 1).

Onialovoeg pntépeg

H pappoxoxivntiky 150 mg mpeykapumaiivng yopnyoouevng kabe 12 dpeg (muepnoia 66on 300 mg)
a&roroyndnke oe 10 OnAdlovoeg yovaikeg petd amd 12 efoopddeg Aoyeiag TovAdyiotov. H yarovyia
emmpéaoce ehdylota £ KABOAOL TN QOPLAKOKIVITIKN TG Tpeykaumaiivnc. H mpeykapmoiivn
onekpifnke 6To PUNTPIKO YAAQ e LECEC GVYKEVIPDGELS GTADEPOTONUEVNG KOTAGTOGNC TOV
avTieToyovv Tepinov 6to 76% exelvav Tov pnTpikoy TAdoupartog. H extipdpevn d6om 6to Ppépog
omd 1o UNTPIKO Yaha (EKTILMVTOG TNV HEOT KaTavaiwon Yaiaktog 150 ml/kg/muépa) yio TG yovaikeg
ov Adpfavav 300 mg/muépa | ™ péyiot d6on tv 600 mg/muépa Ba Ty 0,31 7

0,62 mg/kg/mpuépa, aviioToiyms. AVTEC Ol EKTILANEVES 0OGELS elvar mepinov to 7% TG GLVOMKNG
NUepNoag UNTPikng 06ons o faon mg/kg.

5.3 Ipoxivikd dedopéva yio TNV acQdrera

e ovvndelg paproKoroyikéc peréteg acpareiog o {da, 1| TPEYKOAUTOAIVY NTOV KOADG AVEKTY OE
avéAoyeg 00GELS, e AVTES TOV XPNOLLOTOOVVTOL GTIV KAWVIKY] TPAEN. Xe HEAETEC TOEIKOTNTOG
enovolapfavopevng docoroyiag, oe enipveg Kot mOKovs Tapatnpndnkav avidpdoelg tov KN,
GUUTEPTAAUPAVOLEVNG TG VITOKIVITIKOTNTOG, VIEPKIVITIKOTNTOS Kot aTa&iag. AvEnpévn cuyvotnta
aTpoPiag Tov AUPIPANCTPOEL0VE, TOL GLYVE TapaTNPEiTOL GE NAIKIOUEVOLS EMipvES pe alPiviouod,
mapoTnphOnKe HETA amd pokpoypovia £kBeon oe mpeyKapumaiivn > 5 eopég and 1 péon £kBeon Tov
avOpAOTOL GT HEYIOTN GLVIGTAOUEVT] KAVIKT| dOOT).

H mpeyxopmarivn dev givan tepatoyodvog oe pbeg, emipveg 1) kovikhovs. H npeykapmaiivn tpokdiece
eUPpLoTOEIKOTNTA OE EMIPVES KO KOVIKAOVG LOVOV PeTd amd EkOECT] ETAPKMG PLEYOADTEPT OO TNV
£€kBeon Tov avBpOTOL. Xe HEAETEG TPOYEVVITIKIG/ LETAYEVVITIKNG TOEIKOTNTAGC, 1) TPEYKOUTAALIVY
TPOKAAEGE TOEIKOTNTO GTNV AVATTLEY TOV ATOYOVOV € emipveg petd and £xBeon > 2 popéc amd )
Léylotrn cuvicT®dpevn ékBeom Tov avOpmmov.
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AvemBOunTeg eMOPACELS OTN YOVILOTNTA, GE OPGEVIKOVS Kt OnAvkovs apovpaiovs, mapoatnpnonikoy
Huovo og ekbéaelg apketd vYNAOTEPES TG BepamevTikig £kBeong. AvemBounTeg EMOPAGELS GTOL
OPCEVIKA OPYOVO OVOTOPOY®YNG KOL OTIG TOPAUETPOVE TOV CTEPUATOC NTAV OVOGTPEWILLES KO
gpeavicOnkav povo oe ekBEcelg apreTd VYNAOTEPEG TNG BepamevTIKNG EkBeonc N GYETIoTNKAY LE
oBOPUNTES OLOIKAGTIEG EKPOAIONC OTA OAPGEVIKE OPYOVA OVOTOPOY®YNG TOV OPOVPAIOV. ZVVETMDC, Ol
emopacelg Bewpeitor 6TL Exovv Pikpn 1 KaBOAOL KAVIKY onpacio.

H npeyxapmaiivn dev £xet yovidloto&ikn opdon, PAcel TV amoTELEGUATOV UG GEPEG SOKIUDY in
Vitro Kal in vivo.

Ateteic peréTeg KapKIVOYEVEDTG LE TPEYKAUTOALVT, SteENyOncav ce emipveg Kot poec. Agv
mapoTnphOnKay 0YKol 6E EMIHVES, GTOVG 0mOiovg YopNnyNONKav d0celg Emg 24 popég peyoldtepes omd
v péon €kBeon Tov avBpdOTOL 6T HEYIOTN CLUVIGTANEVT] KAVIKY] 600om TV 600 mg/Mmuépa. XTovg
poeg, dev mapatnpnOnKe avENUév cuyvOTNTO ELPAVIONG OYK®V, GE 0OGELS TAPOUOLES LUE TNV LLEGT
¢xBeon Tov avBpadmov, aALG TapatnpOnke avENpévn GLUXVOTNTA ELPAVIONG ALUAYYELOGOPKOUATMOV
o€ VYNAOTEPES 800ELS. O UN-yoVIdI0TOEIKOS UNYAVIGUOS GYNULOTIGLOD OYK®V, OQEILOLEVOV GTNV
TPEYKAUTAAIVT), GTOVG POEG, TepAapPivel HETAPOAES OTA UOTETAALN KOl GLGYETILOUEVO
TOALOTAQGLOG O TV EVOOOMALIK®Y KLTTAP®V. AVTEC Ol LETAPOAES OTA AULOTETAAN dEV
apoTnPONKaY 6TOVS EMIHVES 1 GTOVG AVOPOTOVE, OIS PaiveTar amd Ppayvrpoddecua Ko
TePLOPIoUEVA paKpompdBeoia kKAvikd dedopéva. Agv VTTAPYOLY GTOLYELN TOV VO VTTOJELKVOOVY
oYeTKd Kivduvo 6toug avBpdmovg.

Xe avAKOVG EMIHVES 01 LOPPES TOEIKOTNTAG dEV SLOPEPOVY TTOLOTIKA A0 AVTEG TTOL TTOPATH PN ONKOLY
oe evijAkovg emtipeg. 261dc0, 01 aviAkot enipveg eivat mo gvaicOntot. Xe Bepanevtikég exbéoelg,
eppaviomkav KAvikd onpeia amd to KN, 0mmg vrepKivnTikotnTo Kot TpyRoc 000VTOV Kot KATOLES
oAhayéc 6TV avAmTLEN (TALPOOIKT KATAGTOAN TG avEnong tov copatikov Bépovc). Iapatnpnbnkav
emdpaoelg otov KOKAO oioTpov, oe Bepanevtikég ekBéoelg meviamAdoleg and Tig cLVIBELS TOV
avBporov. Melopévn avtidpaor o€ arpvidia akovotikd epedicpata Tapatnpnonke ce aviikoug
emipveg 1-2 gfdopddeg petd amod £kbeon > 2 popég and ™ Bepanevtikn £kbeon tov avBpdmov. Evvéa
ePoopddeg petd amd éxbeom avtn 1 avtidpaor oev Tapatnpeito TAEoV.

6. ®APMAKEYTIKEX IAHPO®OPIEXZ
6.1 Katarloyog ekdéymv

Lyrica 25 mg, 50 mg, 150 mg okAnpd xoydiio
[epieyduevo kayaxiov:

Movoidpiki Aaktoln

Apwlo apafocitov

Tékng

Kéheog kayoakiov:

Zehativn

Awo&gidro Tov titaviov (E171)
AaovpvroBeukd vatplo

A10&gid1o Tov TuptTion, KOAAOELDEG
KexaBappévo vowp

Melavt ekTOTOONG:

Koéppea Adkkog

Méhav o&gidio Tov adnpov (E172)
IIpomvAevoylvkoin

Ydpo&eidto Tov kariov

Lyrica 75 mg, 100 mg, 200 mg, 225 mg, 300 mg cKANpa KowaKio
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Iepleyduevo Konyokiov:
Movoidpikn Aaktoln
Apwlo apafocitov
TéAkng

Kéheog kayokiov:

Zelhativn

Awo&gidro Tov titaviov (E171)
AaovpvroBeukd vatplo

A10&gidto Tov mopttiov, KOAAOELDEG
KexaBappévo vowp

EpvOpd o&eidio tov owdnpov (E172)

Melavt ekTOTOONG:

Koéppea Adkkog

Méhav o&gidio Tov aonpov (E172)
IIpomvAevoylvkoAn

Ydpo&eidto Tov kariov

6.2 Aocvupoarétnreg

Agv gpappoleror.

6.3 Awdpxera Conjg

3 xpovia.

6.4 Iowitepeg mpo@urdiers katd T @OAAEN TOV TPOidVTOG

Agv vdpyovv g101kég 0dnyieg daTnpNong Yo To TPoiov ovTo.

6.5 @®von Kol GVETUTIKE TOV TEPLEKTN

Lyrica 25 mg 6kAnpd KoydKio

Kvowyéheg (blisters) amo PVC/alovpivio, mov mepiéyovv 14, 21, 56, 84, 1001 112 (2 x 56) oxAnpd
KO OKLOL

100 x 1 okAnpd kaydxio og dtdtpnteg kuoyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.

DO1aAn morvaiBvieviov vyning mokvottoag (HDPE) mov mepiéyet 200 oxinpd konydkiao.
Mmopei var pn KOKA0POpovV OAEG Ol GUCKEVAGIEC.

Lyrica 50 mg 6kAnpd KoydKio

Kvuwyéheg (blisters) amo PVC/alovpivio, mov mepiéyovy 14, 21, 56, 84 1 100 oxAnpd Konydkio.
100 x 1 okAnpd kaydxio og dtdtpnteg koyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
Mmopei vor [ KuKA0POopovV OAEG Ol GUCKEVAGIEC.

Lyrica 75 mg 6kAnpd KoydKio

Kvowyéheg (blisters) amd PVC/alovpuivio, mov mepiéyovy 14, 56, 70, 100 M 112 (2 x 56) cxinpd
KO OKLOL,

100 x 1 okAnpd kaydxio og dtdtpnteg koyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
DO1aAn morvaiBvieviov vyning mokvéttag (HDPE) mov mepiéyet 200 oxinpd konydkiao.
Mmopei v pn KuKA0POopovV OAEG Ol GUCKEVAGIEC.

Lyrica 100 mg oxinpd kowdkio
Kvowyéheg (blisters) amd PVC/alovuivio, mov mepiéyovy 21, 84 1 100 oxAnpd Koy dkio.
100 x 1 okAnpd kaydxio og dtdtpnteg koyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
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Mmopei v pn KuKA0POopovV OAEG Ol GUCKEVAGIEC.

Lyrica 150 mg okAnpd xoydiio

Kvowyéheg (blisters) amo PVC/alovuivio, mov mepiéyovy 14, 56, 100 1 112 (2 x 56) oxAnpd koydxio.
100 x 1 okAnpd kaydxio og dtdtpnteg kuoyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
DO1aAn morvaiBvieviov vyning mokvottoag (HDPE) mov mepiéyet 200 oxdnpd konydrio.

Mmopei var pn KuKA0POpovV OAEG Ol GUCKEVAGIEC.

Lyrica 200 mg cxinpd kowdkio

Kvowyéheg (blisters) amd PVC/alovpuivio, mov mepiéyovy 21, 84 1 100 oxAnpd konydkio.

100 x 1 okAnpd kaydxio og dtdtpnteg kuoyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
Mmopei var [ KOKA0POpovV OAEG Ol GUCKEVAGIEC.

Lyrica 225 mg okAnpd xoydiio

Kvowyéheg (blisters) amd PVC/alovuivio, mov mepiéyovy 14, 56 1 100 okAnpd Koy dkio.

100 x 1 okAnpd kaydxio og dtdtpnteg koyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
Mmopei vor [ KOKA0POpovV OAEG Ol GUCKEVAGIEC.

Lyrica 300 mg okAnpd xoydiio

Kvowyéheg (blisters) amo PVC/alovuivio, mov mepiéyovy 14, 56, 100 1 112 (2 x 56) oxAnpd koydxio.
100 x 1 okAnpd kaydxio og dtdtpnteg koyéreg (blisters), povadwv 06ong amd PV C/aiovpivio.
DO1aAn morvaiBvieviov vyning mokvéttoag (HDPE) mov mepiéyet 200 oxinpd konydkia.

Mmopei v [ KuKA0POopovV OAEG Ol GUCKEVAGIEC.

6.6 Idwitepeg TPoPLAGEELS amOppLYNG

Kopia 181k vwoyp€émaon yio Ty amdppiy).

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Ramsgate Road
Sandwich

Kent

CT13 9NJ
Hvopévo Baciielo

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

Lyrica 25 mg oxAnpd koydKio,
EU/1/04/279/001-005
EU/1/04/2779/026
EU/1/04/2779/036
EU/1/04/2779/046

Lyrica 50 mg okAnpa Kowaxio
EU/1/04/279/006-010
EU/1/04/279/037

Lyrica 75 mg oxAnpd koydKio,
EU/1/04/279/011-013
EU/1/04/2779/027
EU/1/04/2779/030
EU/1/04/279/038
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EU/1/04/279/045

Lyrica 100 mg okAnpa Kowaxio
EU/1/04/279/014-016
EU/1/04/279/39

Lyrica 150 mg okAnpd KoK,
EU/1/04/279/017-019
EU/1/04/279/028
EU/1/04/279/031
EU/1/04/2779/040

Lyrica 200 mg ckAnpa Kowaxio
EU/1/04/279/020 — 022
EU/1/04/279/041

Lyrica 225 mg okAnpa KowaKio,
EU/1/04/279/033 — 035
EU/1/04/279/042

Lyrica 300 mg 6kANpO Koy aKia,
EU/1/04/279/023 — 025
EU/1/04/2779/029
EU/1/04/279/032
EU/1/04/279/043

9. HMEPOMHNIA NPQTHX EI'KPIZTHX/ANANEQXHY. THX AAEIAX
Hpepounvia npdtng éyxpiong: 06 loviiov 2004

Hpepounvia tekevtaiog avavémong: 06 loviiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11/2017

Agntopepr| TANPOPOPLOKAE GTOLYELR Y10 TO PAPLAKEVTIKO TPOTOV gival S100EG1UA GTNV 1IGTOGEAIDA TOV
Evponaikod Opyaviopotd @appdxkey http://www.ema.europa.eu
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Lyrica 20 mg mwoo1o d1dAvpo

2. MHNOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e ml mepiéyel 20 mg mpeykopumaiivn.
"Exdoya e yvootéc dpdoelg

Ké0e ml mepiéyet 1,3 mg mopaidpoluPevioivd pebvieotépa (E218), 0,163 mg mapaidpolvPevioikon
o&éog mpomvieotépa (E216).

T tov TA7pN Katdrloyo Tov ekdoywv, PA. Tapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H
ITéco dirdivpa.

Alowyég, dypmuo vypo.

4. KAINIKEX MAHPO®OPIEX
4.1 OgpamevTiKég evoeilelg
Nevporabnrikdg mévog

To Lyrica gvdeikvutar yia tn Oepomeio Tov TEPLPEPIKOV KOl KEVIPIKOV VEVPOTAONTIKOD TOVOV CE
EVIMKEC.

Eniinvyia
To Lyrica evdeikvutal ¢ GOUTANPOUOTIKY Bepameion og EVAMKEG e E0TIOKEG EMANTTIKEG KPIGELC LLE

N xopig 0eVTEPOYEVT] YEVIKELOT).

Awropayn I'evikevpuévov Ayyovg
To Lyrica gvoeikvutat yia tn Oepamneia g Atotapoyng ['evikevpévou Ayyovg (AI'A) otovg eviAikeg.

4.2 Aocoloyio Kol TPOTOS YOPNYNONS

Aocoloyia
H d6om xvpaivetot and 150 £mg 600 mg (7,5 émg 30 ml) nuepncing, yopnyodueva gite oe dvo N o
TPELS OPNUEVEC OOGELC.

Nevpomodntixkog movog

H Oepancia pe mpeykapumarivn propel va apyioet pe pia 66on tov 150 mg (7,5 ml) nuepnoiong,
yopnyovueva gite oe 800 N o€ TPELS dpnuéveg 0001 Me fdon TV amdKpIoT KoL TNV OVEKTIKOTNTO
ToL KaOe asBevoic, | do6om wropet, Petd amd Eva ypovikd daotnua 3 £mg 7 nuepmv, va ovénbel o
300 mg (15 ml) nuepnoing, kat, edv givarl amapaimro, otn péyiot do6om tov 600 mg (30 ml)
nuepnoing petd amd £va TpOGHETO YPOVIKO SIUCTNLO 7 NUEPDV.

Emilnyio

H Oepaneio pe mpeykapmaiivn propet va apyicet pe pia d6om tov 150 mg (7,5 ml) nuepnoing,
yopnyovueva gite oe dVO 1 6€ TPELS PN UEVES 000els. Me Bdaon v amdKpion Kot TNV aveKTIKOTNTO
Tov k@Be asBevoic, | 06on puropel va avénbet petd and pia efdopdada, o 300 mg (15 ml) nuepnoing.
H péyiot 66on tov 600 mg (30 ml) nuepnoimg, propet va emrevybel petd amod pio emmiéov
eBoopdoa.
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Arazopoyn Ievikeouévoo Ayyovg
H 660n xopaivetar and 150 £wg 600 mg (7,5 ¢ 30 ml) nuepnoing, yopnyoodueva ce 600 1 TPELg
dmpnuéveg 66ce1g. H avdyxn yia Bepaneio mpémet va, emoveEKTIUATOL TOKTIKA.

H Bgpancia pe mpeykapmarivn propel va Eexvinoet pe pia 66on tov 150 mg (7,5 ml) nuepnoiong. H
500, pe PAon TNV UTOUIKT amOKPICT KoL TV OVEKTIKOTNTA TOL 060evog, umopel va awénbel ota
300 mg (15 ml) nuepnoing, énerta and 1 efdopdda. Eneita and pia emmpodchetn efdopdada, n doon
propetl va avénbet ota 450 mg (22,5 ml) nuepnoiong. H péyiotm 86on tov 600 mg (30 ml) nuepnoimg
umopet va emitevyBel émeita omd pio emmpdsbetn efdopddoa.

Araxomn TS TPEYKOUTOAIVIG

2Oppova pe TNV 1000V 0 KALVIKY TPUKTIKTY, 0V 1 ¥P1ON NG TPEYKOUTAAVNG TPETEL VoL SLOKOTEL,
cuVIGTATOL 1) Olakomn TG va TpaypatomomBet fabrnaia, og dStdotnuo TovAdytotov picg efdopddac,
aveapmnta amo v évoelEn (BA. Tapaypdpovg 4.4 kot 4.8).

Neopkn| duciettovpyia

H npeyxapmaiivn aroBdAletal amd T CLGTNUOTIKY KUKAOQOPIo KUPIMG LE AMEKKPLOT OO TOVG
VEQPPOVE MG apeTdfAnto eapuako. Kabmg n kabapon g mpeykoumaiiving eivor evBEmc avaioyn g
kdBapong g kpeatvivng (BA. mapdypapo 5.2), n peiwon g 060G o€ acbevelg Le ennpeacuévn
vePPIKN Aettovpyia mTPEMEL Vo eEQTOMIKEVETAL COUP®VA [E TNV KdBapomn ¢ kpeoTvivig (CL,), OTmg
oaivetatl otov [ivaka 1, vmodoyilduevn cOpPwva [e TovV akOAovBo TOTO:

1,23 x[140 - nAwcio (€ ) k
CLer(ml/min) = | = al nhaxia (E777)] x Papos (ke) (x 0,85 na yvvaikeg acbeveic)

Kkpeativn 0pov (umol/l)

H mpeyxopmarivn amopokpOveTol amoTeAEGUATIKA amd TO TAACLO LE aptodtdAlon (50% tov
Qapudakov og 4 dpeg). ' Tovg aobeveic Tov Kavouy arpodtdiion, n nuepNola S66M TG
mpeyKaumaAivnc mpénel va mpocapuoletar fdoet Tng veppikng Asttovpyioc. Extog amd v nuepnioia
300, TPETEL VoL YOPNYEITOL KO L0l GUUTANPOUOTIKT d00T OUESME LETA 0md KEOE 4-wpr cuvedpia
g apodAtong (BA. [ivaxa 1).

Iivaxag 1. IIpocappoyn) g 600ng TS TPpEYKUPTALIvS BACEL TG VEPPIKNG AgrTOoVPYiaG

Kabapon YovoMKin nuepfiola 6661
kpeatwvivng (CL.,) ToEvKamTal v A0G0LOYIKO oyNpa
(ml/min) peyIKap NS

Apyikn 66on Méyiotn 660om

(mg/muépa) (mg/muépa)
> 60 150 (7,5 ml) 600 (30 ml) BID ¢ TID
>30-<60 75 (3,75 ml) 300 (15 ml) BID ¢ TID
>15-<30 25-50 (1,25 - 150 (7,5 ml) Amag nuepnoing M

2,5 ml) BID
<15 25 (1,25 ml) 75 (3,75 ml) Amag nuepnoing
ZOUTANPOUATIKY 0061 LETE TNV a1plodtdALoT (mE)

| 25 (1,25 ml) | 100 (5 ml) | Amo& 86om"

TID = Tpeig dmpnuéves d6ce1G

BID = Abo dmpnpéveg d6ce1g

*H cvvohkn nuepfiowa 6601 (mg/muépa) mpénet va dranpeitar dnwg evoeikvutol amd o S060A0YIKO GYNLL DOTE
va TpokHITTOVY ME/dO0N

"H copminpopatikn §6on sivon pio dmaé smmpdcdetn d60m
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Hratum dvoiettovpyia
Agv amouteiton Tposappoyn TG 000mg o€ acbevels pe nratiki dvoiettovpyia (BA. Tapdypago 5.2).

Howdwrpikde mAnBucudc

H acedieio ko amotedeopatikdtnto Tov Lyrica g moudid nAkiog K4t tov 12 e1dv Kot o€ eprifovg
(Mlwiag 12-17 etmv) dev €xel amoderydel. Ta drabécyo dedopéva Tov VILAPYOLY TPOS TO TAPOV
TEPLYPAPOVTAL OTIC TOPAYPAeovg 4.8, 5.1 kot 5.2, aAld dev pmopohv va Yivouv GUGTACELS Y10 TN
docoloyia.

Hluuopévor
Xe nAKiopévoug acbevelg umopel va ypelaotel peiwon g 000mMG TG TPEYKOUTAAIVIG, AdY®
HELOUEVIC VEQPIKNG Asttovpyiag (PA. Tapdypago 5.2).

Tpoémog yoprynong

To Lyrica umopei va Aapfavetor pe | xopic tpoen.

To Lyrica gtvat yia ypiion amd tov 6Ttoépatog Lovo.

Mo Srofobucpévn oopryya yio ypnorn and Tov otdpatog kot Evag [posapuoyéag cOptyyag
dtatiBevtar e 1o TPoiov.

BA. mapdypago 6.6 yio TANPOQOPIEC GYETIKES LLE TN YOPNYNON.

4.3 Avrevoeiteag

Yrepevaionoio 6t OpacTiKy] 0vcia 1 6€ KATO10 omd T £KO0Y0 TOL AVAPEPOVTOL CTNV TOPAYPUPO
6.1.

4.4 E101kéc mpog1domocEls Kan TPoPuAaEELS KaTd T Yp1on

Awfnrikoi acBeveic

ZOUQOVA e TNV 16Y0VOLGO KAMVIKT TPOUKTIKT, oplopévol dafntikoi acbeveic, mov maipvovv fapog
Kot TN Ogpomeia pe TPEYKAUTAAIVY, UTOPEL VO YPEIACTOVY PUOLLON TOV VTOYAVKULUIK®DY TOVG
QOPUOKEVTIK®DV TPOIOVTMDV.

Avtidpdoceic vepevarcnociog

Ao v aroktnBeica eumepio LeTd TNV KUKAOQOPIQ TOL PAPUAKOV GTNV 0yopd £x0VV VTTAPEEL
OVOQOPES AVTIOPACE®Y VITEPELOLGONGIOG, CVUTEPILAUPAVOUEVOV TEPITTMOCEWMV ayyeloodnpotoc. H
mpeyKouTaAivny Ba TpEmEL va SaKOTTETOL APEGOC, OV ELPOVIGOOVYV GUUTTMOLOTA 0LYYELOOLONLATOG,
OTMC 010N TPOGHOTOV, TEPICTOUATIKNG TEPLOYNE T AVOTEPOV AVATVEVLGTIKOV.

Z6&An, vmvnMa, am®AEln GUVEIONGNC, CUYYVOT Kol EXNPEAGUEVT) O1OVONTIKY] KOTAGTOOoN

H Oepancia pe mpeykapumarivn £xel cvoyetiotel pe (AAN Kot vITVNAid, TOL UTOPEL VoL AVENCOLY TNV
TOVOTNTO TPAVLATICUOD OTd aTOYN A (TTAOGCT) 6TOVG NAKIOUEVOLS. 'Exouy vrdpet emiong
OVOQOPES ATMAELNG GVVEIONONC, GVYYLOTG KL EXNPEACUEVNG SLOVONTIKNG KATAGTAGTG LETH TNV
KVKAOQOpPio TOV TPOIOVTOG GTNV yopd. £2¢ €K TOVTOV, 0TOVG aoBeveic mpémel va diveTal cupfovin va
glvol Tpooektikoi péypt va eEokelmBov e Tig mBavES avTOPAGELS TOL UTTOPEL VA £YOVV GTO
QOPUOKEVTIKO TPOTIOV.

Avtidpdcelc oyetikég e v dpaon

e eheyyduevec doKuEG, pia peyolbtepn avoroyio acBevov mov eAdupovoy Bepameio pe
mpeykaumaAivny avépepay Bdppoc 6paong, amd 0Tt acbeveig mov eAdpfavay Bepomeia pe euKovikd
QAPLLOKO, TO OTO10 UTESPULLE GTNV MAELOYN QL0 TWV TEPIGTATIKMV, LLE TN GLVEYLCT TNG XOPNYNONGS.
2T KAMVIKEG LeAETEG OTIC 0Toieg O1e&nyOnKe 0PBUALLOAOYIKOG EAEYYOC, I CLYVITITO ELPAVIONG
pelwong ¢ onTikNg 0E0TNTAG Kot LETABOADY TOV ONTTIKOV TTEdiOV NTAV PEYOADTEPT OE aeBeveig TOV
ehapupavay Bepaneio e mpeykapumaAivy, amd 6t oe acbeveig mov eAdpfavay Bepomeia pe sucovikd
oappoko. H cuyvétta epepdviong fubookomikdv PLeTaformv ftav LEYOADTEPT] € AoOEVEIC TOV
ehapupavay Bepaneia pe eikovikd eappaxo (BA. wapdypago 5.1).
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v amoktnbeioa sumepio HETE TV KUKAOQPOPIN TOV QOPUAKOL GTNV ayopd, Exovv avagepOel emiong
OTTIKESG AVEMBOUNTEG EVEPYELES, CLUUTEPIAAUPOAVOLEVIC TNG ATMAELNG OpacNS, TOL BApPovg dpacns
GA®V LETABOADY TNG OTTTIKNG 0EVLTNTOC, Ol TEPLOCCOTEPES EK TMOV OMOIwV NTav mopodikéc. H dtokom
G TPEYKAUTOAVIG UTTOpEl va €€l G AMOTEAEG LA TV OTOOPOUN 1 TN PEATIOOT AVTOV TOV OTTIKOV
CUUTTOUATOV.

Neoppun avendpkeilo
"Exovv avapepbel mepmtdoelc VEQPPIKNG OVETAPKELNS, KOl OE KATOLEC TEPUTTOCELS LLE TN SLOKOTH TNG
TPEYKOUTOAIVIG £YEL TAPOVGLUGTEL AVAGTPOPT] OVTHG TNG AVETIOVUNTNG EVEPYELQG.

AwKom GuYY0pNYOOUEVAOV AVTI-ETANTTIKOV QUPUOKEVTIKAOV TPOIOVIMV

Agv VTAPYOVV ETOPKT GTOLXELN Y10 TV O1OKOTH GLUYXOPNYOOLEV®V OVTL-EMIANTTIKOV QP UAKEVTIKOV
TPOIOVIOV, MOTE, OTAV £YEL EMTELYDEL 0 EAEYYOG TOV CTAGUAOV UE TNV TPEYKOUTOAVT] OC
CUUTANPOUATIKY Bepameia, va divetal ) TpeyKoumaAivy wg povobepamneio.

2TEPNTIKG GUUTTAOUOTO

Metd and draxomn Bpayvypdviag Kot pakpoypdviag Bepomneiog e mpeykaumaiivn, Exovv mopatnpndel
OTEPNTIKA COUTTOMOTA GE PEPKOVS acBeveic. Exovv avapepBel Ta Ttapoakdto: avmvia, kepoladyia,
vaoTia, Ayyoc, dldppola, YPRMOES GOVOPOLO, VELPIKOTNTA, KATAOALYT, AAYOS, GTOGLOC,
vrepdpmoia kot {aAn, Ta omoia vTodnA®vVoLY cwpatikny eEdptnomn. O acBevng Ba Tpénet va
EVIUEPMVETAL Y10 ALTE KOTA TNV Evapén g Bepoameiag.

Xracpol, copmeptlapuavopévou tov status epilepticus Kot TV GTACUOV YEVIKEDUEVNC ETANYIOGC,
umopel va gpeavicBodv katd T didpKela ypRonG TG TPEYKAUTAAIVIG 1] GOVTOUO LETA TN OL0KOTN TNG
TPEYKAUTAATVIG.

Avoopikd pe ) dtakomn pakpoypoviag Bepaneiog e mpeyKapumaiv, ta 6£doUEVA LTOSEIKVHOLV OTL
1 oLYVOTNTA ELPAVIOTG KOl 1 BapOTNTO TOV GTEPNTIKOV CUUTTOUATOV UIopel va glvan
J060EEAPTAOLEVEC.

ZVUOOPNTIKN KOPOLOKT) OVETAPKELDL

Metd v KukAo@opia Tov apUAKOL GTNV ayopd, EXoVV LITAPEEL AVUPOPES CLLLPOPNTIKNG KUPIUKNG
OVETAPKELNG, € KATOL0VE acbevelg mov eAdpPavay TpeykapumaAivy. AvTéG ot avapopég
TOPOTNPOVVTOL KUPIMG o€ NAKIOUEVOLS acBeVelg Le Kopdtayyelokd TpoPARpaTa, Kot T StipKELo
Oepameiog pe TpeyKapmoiivn yio pio amd T1g vevpomabntikég g evoeiEeic. H mpeykapumoiivn Oa
TPEMEL VA, YPNCYLOTOLEITOL [LE TPOCOYT| G€ 0LTOVE TOLG aeBevels. Me T K0T TG TPEYKOALTOAVIG
UTOpPEL Vo amodpALLEL ALTH 1] AVTIOPACT).

Beponeio TOL KEVTPLKOL veLpoTadnTiKoD Tovov Adym BAESNG Tov vetiaiov puerol

21 Bepameio Tov KeVTPLKOD vELPOTOONTIKOD THVOL AOY®D PAGPNG TOL VOTIaiov puehov gixe avéndel
YEVIK®MG 1] GLYVOTNTO ELPAVIONG TOV OVETIOVUNTOV EVEPYELDV, O1 AVETIBVUNTEG EVEPYELEG TOV
KEVIPIKOD VELPIKOD CLGTHUOTOC KoL 101KOTEPO 1) LIIVNALN. AVTO pmopet vo amodobel og pia
00po1oTIKN dpdor eE0LTIOG TMV GLYYXOPTYOVUEVOV PAPLOKEVTIKOV TPOTOVTI®V (7). QAPLLOKE KOTE
TNG OTMACTIKOTNTOG) OV YpeLdovTot Yo TV TNV Katdotaot. To yeyovoc avtd Ba mpémet va
AapBavetal vTOYLY GTAV GCLVTAYOYPOUPELTAL 1] TPEYKOUTOAALIVY OE QVTIHV TV KATACTUON.

AvtokTovikdg 1000 UOG KOl OVTOKTOVIKT) GUUTEPLPOPE

AVTOKTOVIKOG 10€0G O KOl VTOKTOVIKT GUUTEPLPOPE £xovv avapepbel oe acBeveic vtd aywyn pe
OVTIETANTTIKA QApLOKa Y10 S1dpopeg eVOEiEec. Mol LETO-OVAAVGT] TV TLYOLOTOMUEV®Y
EAEYYOUEVAOV LLE EIKOVIKO PAPLOKO LEAETAV OVTIETIANTTIKOV QOPUAK®OV Exel emiong dei&el pikpn
avénon Tov Kivduvov eKONAMGTG ALTOKTOVIKOD 00OV KOl AUTOKTOVIKNG SVUTEPLPOopdS. O
UNYOVIoUOG avATTUENG AVTOV TOL KIVOUVOUL OgV gival YvmoTOg Kat To dtabEaio dedopéva dev
omoxkieiovy TNV TOAVOTNTA ELEAVIOTG ALENUEVOL KIVODVOL LLE TNV TPEYKAUTOAIVT.

Koatd cvvéneia, ot acBeveic mpénel va mopakoAovfodvTal Y10 GUUTTMOUATO CVTOKTOVIKOD 10E0GLOV
KOl UTOKTOVIKMV GUUTEPLPOPDY KOl VO EQaproleTor 1 KatdAANAN Bepameia. ZuvioTATAL GTOVG
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aoBeveic (ko oe aVTOVG TOL TOVG PpovTilovV) va avalnTovV 1WTPIKT GVUPOVAY|, G€ TEPITTOON
EUPAVIOTNG COLTTOUATOV CUTOKTOVIKOV WOEAGLOD 1 VTOKTOVIKNG CUUTEPLPOPAC.

Mewwpévn Aettovpyio T0V KATAOTEPOL YOOGTPEVIEPKOD COMIVA

Ymhpyovv avaeopEs TEPIGTUTIKMY, LETA TNV KUKAOQOPIN TOL TPOIOVTOC 6TV ayopd, oyeT OIEVO LE
UELOUEVT] AELTOVPYIO TOV KATMOTEPOV YOGTPEVTIEPIKOD COANVA (T.Y. EVIEPIKT OMOPPAEN, TOPUAVTIKOS
€ILE0C, SLOKOIALOTNTA), LETA ATTO GLYYOPTYNOT| TG TPEYKAUTOAVIG LE PAPLLOKO TTOV EVOEYETAL VO
TPOKAALEGOVYV OLGKOIMOTNTA, OTTMOC TA, OTLOEWN| avaAynTiKd. Otav 1 TPEYKOUTAAIVY Kot OTTLOEION
yopnynBovv pali, o mpémel va Aapfdvovtal pétpa katd TG dvokotMdtnTog (1dtaitepa o€ YoVaikeg
aoBeveic Kol NAMKIOUEVOVG).

AxatédAinAn yprion. mbavotnta Katdypnong 1 eEdptnon

"Exovv avapepbei meprotatikd axatdAANANG ¥pnons, Kotdypnong kot eEaptnongs. ®a mpénel va diveton
TPOGOYN o€ 0oOEVELS e 16TOPIKO KOTAYPTONG OLGLAOV Kot 0 acBevic Ba mpémetl va mapakolovbeitat
Y10 GUUTTMOUATO AKATAAANANG YpPNOTG, Katdypnong N eEdptnong amd v mpeykaumarivn (€xovv
avoeepBel TEPIMTMOGEL AVATTLENG AVOYNG, AVENCTG TNG 0OONG, GLUTEPLPOPES EMBTIWENG EVPETNC
QOPUAKOV).

EykepoiondBein
"Exovv avapepbet mepiotatikd eykeparomdbeloc, Kupimg oe achevels e VITOKEIUEVES KATACTAGELS
OV UTTOPEL VL TPOKAAEGOVY EYKEPOUAOTAOEL.

"Exdoya mov pumopei va mpokarésovv arlhepyikéc avidpdoelg
To moco didivua LYRICA mepiéyet mapaidpoluPevioixd pebviestépa kat mapatidpobuPevioikon
0EE0¢ TPOTLAESTEPX, TTOL UTMOPETL VAL TPOKAAEGOVY AAAEPYIKES aVTIOPACELS (TIBavVDS KabBvoTepnuéva).

4.5 AlAiemopacels pe Lo QUPROKEVTIKA TPOIOVTA Kol GAAES pOPPES adlinlemiopaong

H npeyxapmaiivn, dev eivor mBavo vo TpokaAEGEL 1} VO, VTOGTEL PUPUAKOKIVITIKEG AAANAETIOPAGELS,
KaBm¢ amekkpiveTal Kupimg aUeETAPAN TN GTO 0VPa, VPIGTOTOL ACTILOVTO LETAPBOMGLO GTOV AvOp®TO
(< 2% g 060N avaxtnke ota oVpa G LeTAPOAITES), deV AVACTEAAEL TO LETOPSOMGUO TOV
QOPUAK®V in Vitro Kol gV GUVOEETAL LE TIG TPOTEIVES TOV TAAGLATOG.

In vivo peléteg kon goppokokvntikn avdivon og deiypa mAnbvcpon

Koatd cvvéneia, oe peléteg in vivo, dev mapatnpnOnKay KAMviKE aEloonUeElDTEG QOPUAKOKIVITIKEG
OAANAETIOpAoELG LETOED TG TPEYKAUTOAIVIG KOt THG GovLTOivng, TG KapPapalenivng, Tov
BaAmpoikov 0&€og, TG AAUOTPLYIVIG, TNG YKOUTATEVTIVIG, TNG Aopalemaunc, TG 0EVK®OOVIE 1| TNG
aBavoAng.

DopUaKOKIVNTIKN avaAvoT o delypo TANBvopoD £0€1Ee OTL TO OO TOV GTOUATOC UVTIOLPTIKE, TOL
S10VPNTIKA, 1) IVCOLAIVY, N PovoPBapPLTdAn, 1 TIOYKOUTiV) Kot 1 TOTPALATH OV €10V KAMVIKA
onuovtikn dpdomn oty KdBapor TG TPEYKAUTOAVIG.

AT ToV GTOUATOG OVTIGLAANTTIKG, VOpaBioTEPOVN Ko/ 01BVVLAOIGTPASIOAN

H ovyyoprynon g mpeykapmoiiving Le ta omd ToV GTOUATOS AVTIGCVAANTTIKA voputdietepdvn Kaum
aBVVLLOIGTPUSIOAT Oev emnpedlel T POPLOKOKIVNTIKY G€ OTAOEPOTOMUEVT] KATAGTUON, KOLLAS 0O
Tic 600 ovoiec.

Dopuokevtikd poidvta mov exnpedlovy T0 KEVIPIKO VELPIKO GUOTNUA

H npeyxapmaiivny mBavov va evieydoel T dpdomn e atbavoing Kot g Aopalendung. Xe
EAEYYOUEVEG KAWVIKEG LEAETEC, TOAAATAES OO TOL GTOLUTOG OOGELS TNG TPEYKOUTAAIVIG
ovYYopNYoLLEVNC e 0ELK®OOVN, Aopalemdun 1| aBovoin dev elyav KAVIKE ONUOVTIKES EMOPACELS
GTNV aVamVoT). TNV anoktnoeica sumepio HETE TV KUKAOQPOPIN TOV GOPUAKOL 6TV ayopd,
VIAPYOVV AVAPOPES OVOTVEVGTIKNG AVETAPKELNG KOl KOUATOS 6€ aoBeveic ot omoiot Aapfdavovv
TPEYKOUTOATVY Kot GAAO pOPUAKEVTIKG TPOIOVTO KOTAGTOANG TOL KEVIPIKOV VELPLIKOV GLUGTHUATOC
(KNX). H peykapmaiivny gaivetor 6Tt dpa abpototikd emi g Opaong tne 0EuKmOOVNG 0TV EKTTOON
NG VONTIKNG KOl TS GUVOMKNG KIVNTIKNG Agttovpyiog.
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AMNAeMOPACELS KO NAIKIOUEVOL
Agv €yovv de&oydel e101kéEG PEAETES PAPLLOKOOVVALIKNG OAANAETIOpOOTC € NAMKIOUEVOLG E0ENOVTES.
Meléteg alAnienidopaong Exovv deEayBel udvo o eviAIKeg,

4.6 TovipétnTo, KONON KOl YoAOV)io

Tvaikeg o€ avoaropoy@yky nhkio / AviicOANYN 6€ GVTPEG KO YOVOIKES
Kabdg 0 evdeyduevog kivovvog yio Tov dvBpmmo sivar ayvmotoc, 0a mpémetl va Aapfdvovrtal
OTTOTEAECUOTIKA LETPO AVTIGUAANYNG OTO YUVOIKEC GE AVATOPOYWYIKT NALKIA.

Eyxvpocivn
Agv vapyovv eTapK OedOUEVA Y10 TNV YPNOT| TG TPEYKAUTOAVIG O EYKVES YUVOUKEC.

Meléteg o€ melpapatolma 6150V TOEIKOTNTA GTNV AVATAPAY®YIKT tKavatnta (BA. mapdypoeo 5.3).
O evdeyduevog kivovvog yio Tov dvBpmmo ival AyvmoTod.

To Lyrica dev mpémet va ¥p1GLLOTOLELTOL KATE TN SIUPKELN TNG EYKVLOGVUVIG EKTOG €AV €ival Gopdg
omapoitnTo (Edv T0 6PELOC Y10 TN UNTEPO DTEPKAADTTEL CAPDG TOVG TBUVOHS KvOHVOUG Yo TO

Euppoo).

OnAacpog

H npeyxapmaiivn anekkpiveton 6to puntpikod yaia (BA. mapdypapo 5.3). H enidpaon tng
mpeyKauTaAivne ota veoyva/Ppéen etvar dyvootn. [Ipénel va anopaciotel edv Ba diakonel o
OnAaopog M Ba dakomel ) Bepameio pe mpeykoumaiivny, Aappdvovtog vadyn 1o 6QEAOC TOV BNAAGLOD
Yo To Oldi Ko o 0peAog TG Bepameiag yia T yovaika.

Tovwotnta
Agv VTapYovV KAVIKA SEG0UEVH GYETIKA LE TIG EMOPACELS TNG TPEYKAUTAAIVIG GTN YUuvaiKEin

YOVILLOTNTO.

e pio kAvikn dokin yuo v a&loAdynon g enidpacng TG TPEYKOUTUAIVIG GTNV KIVTIKOTI T TOV
OTEPLLOTOC, VY dppeva ATOpO EKTEBNKAY OTNV TPEYKAUTAAIV, o€ pia doon Tov 600 mg/muépa.
Metd and 3 unveg Bepameiog, dev LINPYAV EXOPACELS OTIV KIVITIKOTNTO TOL GTEPLLOTOG,.

Mia pehétn yovipdtnrag e Onivkovg apovpaiovg £xet oei&el avemBOunTeS EMOPACELS GTNV
avamopaymyn. Mehéteg yovipdtntag o€ 0poeVIKoDs apovpaiovg Exovv deiEet avemBipnTeg
EMOPACELS GTNV avoTapay®YT| Kot TV avartuén. H kivikr| onpacio avtdv tov evpnudtov givat
ayvoot (PA. Ttapdypago 5.3).

4.7 Emopédoseic oty IKavoTnTo 001]Y1161S KL XELPLGROD PN UvAY

To Lyrica pmopel va €xet pukpn 1 PHETPLO EXLOPAOT] GTNV IKAVOTNTA 03YNONG KL YEPIGLOD UNYOVAV.
To Lyrica pmopel va tpokaiéset LoAn Kot vavniio Kot ETOUEVOS, LTOPEL va ETNPECGEL TNV KAVOTNTA
001 YNONGS Kot YEPIGHOD Unyavmv. Xtovg aobevelg mpémel va divetar cuUPovAn va punv odnyodv, va
1 xepilovtal ToADTAOKA LYoV LOTO KOL VO LNV ToipvouV HEPOS G EVOEYOUEVMG ETTIKIVOVVESG
dpacTNPLOTNTES, LEYXPL VA YIVEL YVOOTO €AV ALTO TO PAPLOKEVTIKO TPOidv emnpedlel TNV KovoOTTA
TOVG VO EKTELOVV QVTEG TIC SPACTNPLOTNTEG.

4.8 AvemOopnteg evépyereg

270 KMVIKO TPOYPOLLLLA TNG TPEYKAUTaAivG cuppeteiyay mhve amd 8.900 acbeveig mov eetébnoav
GTNV TPEYKOUTOAIVY, €K TV omtoiwv Tave and 5.600 cuppeteiyav oe OMAG-TVEAES pLeEAéTEC,
eleyyodpeveg pe ewcoviko edpuaxo. Ot o cuyva avapepoueves avemBounteg evépyeleg frav (oAn Kot
vovnAie. Ot avemBounteg evépyeleg tav cuviBmg Nmiag Emg pétprog Papvtntog. e OAeS TG
EAEYYOUEVEG HEAETEG, TA TOCOGTA OLOKOTTNG AOY® avemBountav gvepyeumv Ntav 12% yio acbeveig
ov AapPavay tpeykapmaiivn Kot 5% yio acBeveig mov Adppavay eikovikod edppoko. Ot o cuyveg
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ovemBOUNTEG EVEPYELEC TOV 00N YOVOOV OE OLKOTY| TG Bepameiog pe mpeyKapmarivn rav 1 {dAn Ko
1N vTvnAio.

Oleg o1 avemBOUNTEG EVEPYELEG TOV TOPOVGLAGOHN KOV GE TOGOGTO UEYOADTEPO OO ALTO TOL
EIKOVIKOD QOPLAKOV KO GE TEPIOGOTEPOVS TOV €VOG aoBeveElC, Tepthapfdvoviot 6Tov mivaka 2 Tov
akolovBel Katd katnyopia kot cuyvdtTa (ToAD cuyvéc (= 1/10), cuyvég (= 1/100 éwg < 1/10), oyt
ovyvég (= 1/1.000 émg < 1/100), omavieg (= 1/10.000 éwc < 1/1.000), moAd omdvieg (< 1/10.000), pun
YVOOTEG (0€V UTOPOVV va, ekTiun 0oV pe Baon ta dabéotua dedopéva)). Evtog kdbe katnyopiog
oLYVOTNTAG EPPAVIONC, O avemBounteg evépyeteg TapatifBeviat Katd pbivovoa celpd cofapdtrag.

O avemBounteg evépyeleg mov meptypapovtal, umopel eniong va oyetiloviot pe tnv vrokeipevn voco
KOUT T0 GUYXOPTYOOLEVO QOPUAKEVTIKG TPOIOVTA.

21 Bepoameio Tov KevTpikov vevporadntikol tovou e&autiog PAAPNG Tov vorTiaiov pouehov giye
av&nBel yevikdg 1 cuyvoTNTA ELPAVIOTG TV AVETIBOUNTOV EVEPYELDV, Ol AVETIHOUNTES EVEPYELEG TOV

KNX kot edwcotepa n vevniia (BA. mapdypago 4.4).

Emunpdcbeteg avidpdoelg mov avapépbnkay and v amoxtndeica epmelpio petd v kukiogopio
TOV PAPUAKOL GTNV 0yopd, GUUTEPIAAUPAVOVTOL ILE TAGYLOL YPALLLLOTO, GTOV TOPOKAT® TIVOKa.

ivakag 2. AvemO@ounteg Evépyeieg tng lpeykapmarivig

Kamyopia/Opyoviko AvemOopunrteg Evépyereg @appakov

2O6TNUO

AONDOEES KO TAPUGITAOCELS

Xuyvég Pwooeapuyyitida

AWTopayES TOV GLHOTOTIKOD KO TOV AEHPIKOY GVGTI|NOTOS

Oy ovyvég Ovdetepomevia

AWTopayES TOV GVOGOTOLTIKOD GUGTILATOS

Oy ovyvég YrepevaroOyoia

Xmivieg Ayyerooidnuo, alrepyikn aviidpaon

Awtapayéc Tov petafoiopod kot g Opéyng

Zoyveg Opeén ovdnpévn

Oy ovyvég Avopetia, vroyAvkaipio

Yoyotpikéc Awatapayés

2oyvég Eveopun cuvaicOnuotikn didbeon, cvuyyvon, evepediotomra,
OTOTPOGUVAUTOAIOUOG, aDTTVID, LELOUEVT] YEVETNOLN OPUN|

Oy ovyvég YevdaicOnon, kpion movikov, avnovyia, di€yepon, KaTdbOAy,

KaTaOMmTIKn dtdbeon, eEnpuévn cuvarcOnuatiky dtabeon,
emBeTikOTHTO, SLOKVULAVGELS TNG GLVOLGOMLLATIKNG d1dBeonc,
OTOTPOSMTOTOINGN, SuoKOAld avakinong AéEewv, dtotapayuéval
ovelpa, avénuévn yevetnolo opuy, avopyacuio, amddeio

Xrhvieg Apon avaoToAng

AWTopay£S TOL VEVPIKOD GUGTI|LOTOS

[ToA0 cvyvég ZAAn, vvnAia, keQolaAyio

2oyvég Atagia, un eLGLOAOYIKOG CLVTOVIGHOG, TPOLOG, ducapbpia,

opvnoio, EMNPEACUEVN LVALT, OlATOPY| OTNY TPOCOYN,
nmopoctnoia, vraicdncio, KaTacToA, dSaTapoyn TG LIGOPPOTIAG,
AnBopyog

Oy ovyvég 2vykomn|, AMBapyoc, LOOKA®VOG, arwlsia ooVEIonoG,
YOYOKIVNTIKY VIEPKIVNTIKOTNTO, dvoKivnoia, (oA 0éong, Tpduog
KOTA TIG EKOVOLEG KIVAGELS, VOOTOYUOG, VONTIKY dtatapayn,
ETNPECTUEVH OLOVONTIKY KOATATTOOH, dOTAPOYT AOYOV, EAITTMOGN
OVTOVOKAOGTIKOV, VIEpalodnacia, aicOnon kadcsov, aysvacia,
oloBnuo Kaxovyiag

Xravieg 200 UO0L, TOPOGULN, VTOKIVN G, OLGYpPUPia
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Kamyopia/Opyoviké AvemOopunrteg Evépyereg @appakov

2O6TNUO

Op0aripkég dratTapayés

2oyvég Opaon Bapmn, sumhonio

Oy ovyvég AnoOAELD TEPIPEPIKNG OPOACTG, OTTIKT SLATOPAYT], OIONLLOL TOV

0pBaAL00, EAAEL 6T OTTTIKA TTEdia, OTTTIKT 0EVLTNTA LELWUEVY,
TOVOG TOL 0POBUALOD, acBevoria, eoToyia, Enpoebapia,
dakpOppota avENuEvn, epeBIoOC Tov 0PBAALOD

Xrhvieg Anwleia opaong, kepatition, OPOCT KATH TNV OT0id TO AVTIKEILEVA,
@oivovtol TOAOVTEVOUEVO, CALOLMUEVT] OTTTIKY OVTIATYT] TOV
BéBovc, podpiaon, otpafiopdc, Adumov PAEuL

Awtapayés Tov MTOS Ko Tov Aafvpiviov

2oyvég Tayyog

Oy ovyvég Yrepoaxoio

Kaopowkég owatapayés

Oy ovyvég Toyvrapdio, KOATOKOIMOKOS ATOKAEIGLOG TPMTOL BobLov,
oAePoxouPikn Bpoadvkapdia, coupopntiKy Kapoloky OVETRGPKELO,

Xrhvieg Hapdraon drootiuorog OQT, hefoxopPikn tayvkapdia,
oAePoxopfikn appouOuio

Ayyerokég dratapayés

Oy ovyvég Ymotoon, vaéptact, eEayels, £y, TEPLPEPIKT YLYPOTNTA

AWTopayES TOV GVUTVEVGTIKOD GUGTI|LATOS, TOV OpuKa Kol ToV pecodmpakiov

Oy ovyvég Avonvola, emioToén, Pyoc, pvikn cLpEdpnon, pwitida,
POYYOANTO, ENPOTNTA PLVIKOV PAEVVOYSHVOL

Xrhvieg Ilvevuoviko oidnua, cuoELYKTIKO aicOn o Aotpon

AWTOpayES TOV YUGTPEVTEPIKOV GCUGTI|LOTOS

2oyvég "Epetoc, vovtia, S0GKOIAMOTNTA, d160p01a, LETEMPIOUOG, OATOON
G Koiag, Enpootopio

Oy ovyvég T'aoTpoolco@ayiKi TOAVOPOUNCT|, VTEPEKKPLOT| GLEAOV,
vraloOncio otdpoTOg

Xrhvieg Aocxitg, Taykpeatitda, oidnua yAwooag, dSucpayio

AwTopay£s TOL NTATOS KOl TV YoM QOp@V

Oy ovyvég Avénpéva nrotcd Evlopo*

Xrhvieg ‘Tktepog

[ToAb omdvieg Hrotwn avendpkela, nrotitido

AwtopayEs TOV OEPUOTOS KOl TOV VTOS0PLOV 16TOV

Oy ovyvég E&avOnpa BAaTIO®OES, KVIO®ON VIEPOPWGIN, KVHOUOS

Xrhvieg 2dvopouo Stevens Johnson, KpHog 10pdTAG

AWTopayES TOV HVOGKELETIKOD GUGTILATOS KOL TOV GUVOETIKOV 16TOV

2oyvég Mvikn kpdpumo, apBpolyia, oceuoiyia, TOVOC € AKPO, AVYEVIKOC
omac oG

Oy ovyvég Adykoon dpBpwonc, poadyio, LUikEG dECUIOMOELS, ALYEVOLYIM,
poikn dSvokapyio

Xrhvieg Pafdopvdivon

AWTOPaYES TOV VEPPAV KUL TOV 0VPOPOPOVY 00OV

Oy ovyvég Axpdreln ovpwv, ducovpia

Xrhvieg Neppikn avendpkela, oAryovpio, Katoxkpdtyon ovpwv

AWTopayES TOV OVATUPAYOYIKOD GUGTILATOS KOl TOV HOGTOV

2oyvég ZtouTikn dvcAettovpyio

Oy ovyvég XeEovalkn dvoettovpyia, kKaBLoTEPT O EKOTEPUATIONG,
dvounvoppola, LoeTodLVia

Xrhvieg Apmvoppota, EKKpLon HOoToV, a0ENCT TOL HeYEB0VG TOL LaoTOoD,
YOVOULKOUOOTIO!
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Kamyopia/Opyoviké AvemOopunrteg Evépyereg @appakov

2O6TNUO

I'evikég oroTapayfs Kol KATOOTAGELS TNG 0000 YOpNYNoNS

2oyvég Otdnua Teprpepikod, oionua, BAdiopa N eUoIOA0YIKd, TTMOC),
aioOnon pédng, aicOnomn un eLGLOAOYIKT, KOTMON

Oy ovyvég T'evikevuévo oldnua, oidnua mpoowmov, aichnua cOSPELYENS TOV

0opaxa, dGAyog, mopeia, diya, piyn, eEacBévion

Hopoxivikég eEeTdoelg

2oyvég opoatikd Bépoc ovéEnpévo

Oy ovyvég Kpeatwvopwspokivaon aipatoc ovEnpévn, yAvkoln aipatog
ov&nuévn, aplopog aoTETOMOV LEIOUEVOC, KPEOTIVIVY OiLLOTOG
ov&NuéVN, KAAL0 aipatog Pelopévo, CmUATIKO BApog Letmpévo

Xravieg Ap1OIdC AeVKOKVTTAPMOV UEIOUEVOG

* Apvotpavogepdon tng akavivig avénpévn (ALT) kot aomoptikn apvotpaveeepdon avEnuévn (AST).

Metd and draxomn Bpayvypdviag Kot pakpoypdvioag Bepomneiog e mpeykaumaiivn, Exovv mopatnpndel
OTEPNTIKA COUTTOHOTA € PEPKOVS acBeveic. Exovv avapepBel Ta Tapoakdto: avmvia, kepoladyia,
vauTia, ayyoc, dldppola, YPRMOES GOVOPOLO, OTAGHOL, VELPIKOTNTA, KATAOALYT, AAYOG,
vrepdpmoia kot {aAn, Ta omoia vTodnAmdvovy copatikny eEdptnomn. O acBevig Ba Tpénet va
EVIUEPMVETAL Y10 ALTE KOTA TV Evapén g Bepoameiag.

Avagopikd pe tn dlaKon| pokpoypdviag Bepameiag e mpeyKaumaiivn, Ta ded0UEVE DTOOEIKVIOLV OTL
1 CLYVOTNTA ELPAVIOTG KOl 1] GOPAPHTNTA TOV GTEPNTIKMV GUUTTOUATOV UTOPEL VoL givat
J0C0EEAPTAOLEVEC.

Howdworpikde mAnBucudc

To mpopik acPEAELOC TNG TPEYKAUTUAVNG TTOL TOPATNPNONKE O TPELG TOUIIUTPIKES LEAETEG OE
0ao0eveic e e0TIOKEG EMANTTIKEG KPIGELS [LE 1) Y0 PiG dEVTEPOYEVT YEVIKEVOT (LEAETN
OTOTEAECUATIKOTNTOG KOl 0o@AAELng dtapkelog 12 efdouddwv oe aobeveic e EMANTTIKEG KPIOELC
€0TLOKNG EVOpENg, =295, LEAETN QAPLLOKOKIVITIKNG KOl LEAETT OVEKTIKOTNTOG, n=65 kot 1 £Tovg,
OVOLKTNG EMIONLLOVOTG, LETE TN LEAETN 0oQAAELNG, N=54) TOV TOPOLOLO LE OVTO TOV TOPATH PO KE
oTIG pEAETEG evNATKOV acBevdv te emiinyia. Ot o ovyvEG avemBOUNTEG EVEPYEIEC TOV
mapatnpnonkoy ot pekétn 12 gfdopddmv pe t Bepaneia e Tpeykapmoiivn Nray vavniia, Topeia,
Aolp®EN TOL AVATEPOV AVATVELGTIKOD GLGTILATOC, Opeln avénuévn, copatikd Bépog avénpévo kot
pwoeapvyyitoa (BA. mapaypdeovg 4.2, 5.1 ko 5.2).

Avoopd mBavoroyoluevev avemBOuNTOV EVEPYELDOV

H avapopd mBavoroyodpevov avemBOUNTOV EVEPYELDOV LETA OO TN YOPYNON AdEWC KLKAOPOPTIaG
TOL QPOPUAKEVTIKOD TPOTOVTOC givor onuavtikni. Emtpénet ) cvveyn mapoakoiovnon g oyéong
0PEAOVG-KIVOUVOD TOV PUPLOKEVTIKOV TPOIOVTOG. ZNTEITOL Atd TOVG EMOYYEALATIEG TOV TOREN TNG
VYEOVOLUKNG TEPIBAAYNC VO OVOQPEPOVYV OTTOLECONTTOTE TOOVOAOYOVEVES OVETBVUNTEG EVEPYELES
LEow:

EM\ado Kvbmpog

EBvikdc Opyoviopog @oppdxmv DoppokevTikég Ynpeoieg
Meooyeiwv 284 Ymovpyeio Yyeiog

GR-15562 Xolapyog, ABnva CY-1475 Asvkooia

TnA: +30 21 32040380/337 ®ag: + 357 22608649

Dog: +30 21 06549585 Iotétomog: www.moh.gov.cy/phs.

Iototomog: http://www.eof.gr

4.9 Ynegpdocoroyia

v amoktnbeioa gpmelpio LETA TV KUKAOPOPIN TOV QOPUAKOL 6TV ayopd, Ol To GUYVA
OVOQEPOLEVES OVETIBVUNTEC EVEPYELES, O1 OTOlEG elyav mapatnpnOel pe v vrepdocoroyioTng
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TPEYKAUTOATVIC, cuuTEPlEAAUPavaY DTVIALD, GUYYLTIKY] KOTAGTACT), O1EYEPCT KOL OVI|GUYid.
AvapépOniay emiong emMANTTIKES KPIoELS.

X€ OMAVIEG MEPUTTADGELS, £XOVV OVOPEPDEL TEPIOTATIKE KMLOTOG.

H Bgpaneio g vepdocoroyiog (e TPEYKAUTOAIVT TPEMEL VA, TEPIAAUPAVEL TO YEVIKA VTTOCTNPIKTIKG
pETpa Kol iomg arplodtdAlon, v eivar arapaitntn (PA. Tapdypago 4.2 Ilivaxoag 1).

5. DOAPMAKOAOTI'IKEXZ IAIOTHTEX

5.1 ®@oppokodvvopIKEg 1010TNTES

Doppokobepamevtikn katnyopio: Avii-emAnNTTiKd, dGAlo avti-emAnmTTikd, kodwog ATC: NO3AX16

H dpaoctikn ovoia mpeykapumaiivn eivor avdioyo tov y-aptvofovtupikot o&€og [(S)-3-(apvopédoi)-
5-peBvie&avoikd o&y].

Mnyavicudc dpdong
H npeykopmaiivi cuvoéetal og Lo ETIKOVPIKT DTOOUASA (0h-0 TPMTEIVI) TV EVEPYOTOLOVUEVDV
omd Sopopd SUVALIKOD SAOA®Y 0GPECTION GTO KEVTPIKO VEVPIKO GUCTNLLOL.

KAwikn amoteAeopnatikdnTo Kot 0o@AAELD,

Nevpomodntiog movog

Amotedeopatikdtnto £xet ostyBel e dokipég yia dafntiky vevpordbeia, Lebepmntiky vevpaiyio Kot
BAGPN Tov votwaiov puelov. H anotedeopatikdtnta ogv €xel diepevvnBei og dALEG LOPQEC
VELPOTAONTIKOV TOVOV.

H npeyxaumaiivn éxel pedetn0el oe 10 eheyydpevec kKAvikéc dokipés, ddpketag £og 13 efdouddmv
pe docoroyia dvo eopéc v Nuépa (BID) kot didpkeiag £o¢ 8 efoopddmv pe docoloyia TPEC PopEg
mv nuépa (TID). Tevikd, ta mpo@il acPAAELNG KOl ATOTEAEGLATIKOTITOG Y10 TO SOGOAOYIKE Gy LT
BID o TID, Tav mapdpota.

e Khvikég dokipég drapketag £og 12 gfdopddmv yia Tov TepLPePIKd Kot TOV KEVIPIKO vELPOTadnTIiKO
novo, peimon tov Tovou mapatnpidnke amd v 1" EBSoudda ko dtotnpnnke katd v didpkeia TG
Oepameiog.

e eheyyOuevES KAVIKEG OOKIUEG OTOV TEPLPEPLKO veVpOTaONTIKO TOVO, 35% TV 060EVOV TOV TOVG
yopnynOnke mpeykapmarivny kot 18% tov acbevodv mov ehdpupavav gikovikd eappoko, eiyov 50%
BeAtioon omv Paduroroyio mdvov. I'a tovg asbeveig mov dev mapovsiocay vIvniia, CVTA M
Bektioon mapatnpnOnke 010 33% TV acbevdv Tov tovg yopnynOnke mpeykaumaiivn kot 18% twv
aoBevdv mov eAdpPavay elkovikd eappako. I'ia Toug acbeveic Tov Tapovsiasay vvnAia, To
TO0GO0TA avtamdKplong Nrav 48% yia v mpeykopmorivn kot 16% yo o g1kovikd pappako.

e eheyyOuevn KMVIKT SOKIUT GTOV KEVIPIKO veLpomadnTikd movo, 10 22% TtV ac0evdv 6Tovg
omoiovg yopnynonke wpeykapmaiivn kot to 7% t@v acbevdv Tov eAdupavay eKoviKo GapoKo,
glyav 50% Beitioon oty Pabuoroyioa téovov.

Enmilnyio

YoumAnpopatikn Oeponeio

H mpeyxopmarivn éxetl peremBel oe 3 eheyydueveg KAvikég dokipég dibpketag 12 efdopddmv, pe
docoioyio BID 1| TID. I'evikd, ta mpo@ik ac@AAELNS KOl OTOTEAEGUOTIKOTITOG Y1 TA OOGOAOYIKE
oynuata BID kot TID, fjtav mapopoto.

Amo v 1" EBdoudda mapoatnpnnke pio peimon otn cuyvotnta tov eMANTTIKOV KPiGEMV.
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Howdworpikde mAnBuopudc

H ac@dieio Kot 1 amoTEAEGUATIKOTNTO TG TPEYKAUTAAIVIG OC CUUTANPOUOTIKNG Bepomeiag yia TNV
emuyio og moudlatpikog acheveic nlkiog kdtm tov 12 etdv kat epRPovug dev £xovv TekunpLodEt.
Ot avemBounTeg EVEPYELIEC TOV TOPUTNPNONKAY GE O LEAETT] QAPLLOKOKIVITIKNG KOl OVEKTIKOTNTOC,
otV omoia cvppeTeiyov acbeveic nAkiog 3 unvov éog 16 eTdv (n=65) pe emAnTTikég Kpioelg
€0TLOKNG EVOpENG, NTOV TOPOUOLES [LE OVTEG TTOV TOPATNPNONKAV 6TOLG eViALKeS. Ta amoteAéopata
L0 ELEYYOLEVG LE EIKOVIKO QApLaKO HeAETNG didpkelag 12 eBdopadmv o 295 modiotpikoe
aoBeveic nAkiag 4 €wg 16 etdv, | omola TpayuaTomoOnKe yio v aloAdynon g
OTOTEAECLATIKOTNTOG KOL TNG AOPAAELNG TG TPEYKAUTAAIVIG MG COUTANPOUATIKNG Bepameiog Yo
TNV QVTIUETOTION TOV ETANTTIKOV KPIGE®V E0TIOKNG EVOPENG Kot (oG LEAETNG OCPAAELNG CLVOLKTNG
emonpavong 1 étovg, onv omoia cvppeteiyav 54 tadiarpicol acheveig niikiog 3 unvov €ng 16 etdv
pe emAnyia, vrodetkvhouvv 0TL 1 Tupedia Kot 0t AOUMEEIS TOV AVAOTEPOL AVATVEVLGTIKOD GUGTHLLOTOG
mapaTnPRONKay ©¢ avemBounteg evEPYELES TTLO GLYVE GE GUYKPLON LE TG LEAETEG EVAMK®V 0oBEvVDV
pe emAnyia (BA. mapaypdaeovg 4.2, 4.8 kot 5.2).

21 dbipketag 12 efdopddmv ereyyOpevNg Le ELKOVIKO QApUaKo HEAETT, o1 Taudlatpikol acBevelg
KatavepunOnkav otn Ayn tpeykaurorivng 2,5 mg/kg/muépa (péyioto, 150 mg/muépa),
apeykapumaAivng 10 mg/kgmuépa (uéyioto, 600 mg/muépa) 1 eikovikov eapudikov. To Tocootd TV
acBevav pe Tovddyiotov 50% peiwon otig emANTTIKES Kploels eoTakng Evaping Onmg cuykpidnke pe
mv évapén Nrav 40,6% tov acbevov mov Edafav Bepaneio pe tpeykopuraiivn 10 mg/kgmuépa
(p=0,0068 £évovti TOV €1KOVIKOV PapudKov), 29,1% tov acbevov mov éhafav Bepaneio pe
apeykapumaiivn 2,5 mg/kgmuépa (p=0.02600 Evavtt Tov giKoviKov @apudiov) kot 22,6% avtdv Tov
élofav EIKOVIKO QAPLAKO.

MovoBepaneia (veodayvmcBévteg acBeveic)

H npeyxapmaiivn éxel pehetn0el o 1 eleyyopevn khvikn perétn d1dpketag 56 efOopnadmv pe
docoloyia BID. H mpeykaumaiivn dev en€del&e Un-KatmTepdTNTO EVAVTL TG AOUOTPLYIVIIG GOUQOVOL
HE To TeEMKO onpeio TG amovsiog omacu®my 6Tovg 6 unvec. H mpeykapmoaiivn kot n Aapotpryivn
TOPOVCIOCAY TOUPOLOLOL ACPAAELD KOl KOAT 0VOYT.

Awroapayn I'evikevpuévov Ayyovg

H npeyxaumarivn éxel pedetn0el o 6 eleyydueveg dokiuég drapketag 4-6 eBoopddwv, o pia pHelét
NAKlopEveV d1dpketag 8 Boorddmy Kal oe pia LoKpoypdvio LEAETT TPOANYNG TOV VTOTPOTMV, LLE
Lo SITAG-TUPAT PACT) TPOANYNG TOV VITOTPOTMV SIAPKELNG 6 UNVOV.

H avakoveion and ta copntopata g AIA, 6noc avtavaxkAidror oty KAipoka Extipmong tov
Hamilton (HAM-A), topatnpronke péxpt mv 1" EBdouddoa.

e eheyyoueveg KAvikég dokpés (d1dpketog 4-8 efdopddmv), o 52% tav acBevav mov erapPavoy
apeyKapmaAivn kot to 38% tov acfevdv mov eAdpfovay gikovikd edapuako tapovciocay Pertioon
Katd tovAdytetov 50% ot cvvolkn Paduoroyio tng HAM-A 1tov teAikod onpeiov, o oyéon ue

OVTNV NG évapénc.

e eheyyduevec 0oKIUES, pia peyolbtepn avaroyio acBevav mov eAdupovoy Bepameio pe
apeyKapumaAivn avépepav Bapfoc opaong, and 6Tt acbeveic mov eAdupavav Bepaneio pe gikovikd
(APLOKO, TO OTTOT0 ATESPALE GTNV TAELOYN QIO TOV TEPIGTATIKMV, LLE TN GLVEYLOT] TG XOPNYNONGS.
OpBarporhoyikdc Eleyyog (cupmepthappavopévon eAéyyov ontikig o&vtntag, pebodikod eréyyov
omtko¥ mediov kKot PuBockomukol eAéyyov pe podpiaon) deénybnke o dve twv 3600 acbevdv, ota
mAoiolo EAeYYOUEVOV KAVIKOV SOKILMV. X& aVTOVG TOLS 0oBevelg 1 otk o&uTnTa Letddnke oto
6,5% 1oV acBevov mov eAdupavay Bepameia pe mpeykapmaiivny kot oto 4,8% tov acbevadv Tov
ehapPavav Bepaneio pe eikovikd eappoko. MetafoAég oto ontikd medio eviomiotnkay oto 12,4%
tov acBevav mov elapPavay Bepaneia pe npeykopurarivn kot 610 11,7% t0v acBevdv mov
ehapPavav Bepaneio pe eikovikd pappoko. BvBookomikéc petaforéc napatnpnbnkav oto 1,7% tov
acBevdv mov eAapfavav Bepareia pe TpeyKapmaiivn kot 6to 2,1% tov acbevodv mov eAdupavay
Oepameio e s1KoVIKO EAPLOKO.
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5.2 @oppoxokivnTIKES 1010TNTES

H pappokoxivntikng g tpeyKapumaiivng o otafepomompuévn Katdotaor ivol TapoLola 6€ VYLElg
€0elovTég, oe emAnmTiKoVg acbevels, Tov AAUBAVOVY AVTIETIANTTIKG QAPLOKO Kol GE 0oOEVEIC e
YPOVIO TOVO.

Amoppognon

H npeyxapmaiivn, xyopnyoOuevn eni Kevov GTOUAY OV, AIOPPOPATOL TAXEWC, LE TIG LEYLIOTEG
GUYKEVIPAOGELS 6TO TAAGLLO VO ETLTVYYAVOVTOL EVTOS 1 dpag LeTd amd T yopnynon epimas 1
moALaTADV d0cewv. H B1od1aBecitdtnTo TOV 0O TOV GTOUATOC YOPNYOVLEVNG TPEYKOUTAAIVIG
vrohoyiletar 6Tt etvar > 90% kou glvar aveEdptnn g 0done. Metd and emavelAnppévn xoprynon, n
otafepomompévn Katdotaon emtuyydvetol eviog 24 €mg 48 wpmv. O pvBudg amoppdPNoNS NG
TPEYKAUTAAIVIG PLEUDVETAL OTOV XOpTYELTOL LE TPOPT], TPOKAADVTOG UEI®ON TNG Crax KaTd 25-30%
TEPIMOL Kol EMPPAGLVON TOV tay O€ TEPiMOL 2,5 dpec. EviovTolg, n yopnynomn e TpeyKapmaiivig
LE TPOPT] OeV Y€l KAVIKG OMILOVTIKY €TidpacT 610 Babud amoppdenong e TpeyKOUTaAivIC.

Koatavoun

X MPOKMVIKEG LEAETEC, €0€lYON OTL 1) TPEYKAUTAAIVY S1OTEPVE TOV AULATOEYKEPUAMKO PPaYLd GE
puoeg, emipveg ko monKovs. Edelydn emiong, 0T1 n mpeykapmorivn damepvd Tov mAaKoHVTo TV
eMPHOV Ko aveLPIioKeTOL 6TO YOAX ONAalOVTOV eTpd®VY. ZTOVg 0vOPOTOVS, O POIVOLEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTAAIVIG LET TN Yoprynon amd Tov otopatog eival mepinov 0,56 I/kg. H
TPEYKOUTOALIVY OEV CUVOEETOL LE TIC TPMOTEIVES TOL TAAGLOTOG,

Biopetaoynmuatiopdc

H npeykaumaiivn veiotatol acnpovto petafoloud otov avlpomo. Metd and yoprynon
POSLOEMIONLLOGUEVIG TTpEYKATOAIVIC, TTEpimov T0 98% TG padievépyelag Tov avaxtOnke ota ovpa
Nrav apetdPfant npeykapmorivn. To N-pebviopévo mopdywyo e TpeyKApUTaAivig, TOV KOPLOV
petafolitn g mpeyKkapumaiivng mov evronicOnke ota 0vpa, aviietoryyovoe oto 0,9% tng ddong. Xe
TPOKMVIKEC LEAETEG, OEV LINPYOV EVOEIEEIC PUKELOTOINGNG TOV S-EVAVTIOUEPOVS TNG TPEYKOUTAAIVIG
o€ R-evavtiopepéc.

AmofoAn
H npeyxapmaiivn aroBdAletal amd T CLGTNUOTIKY KUKAOQOPID KUPIMG LE AMEKKPLOT OO TOVG
VEQPPOVC, MG AUETARANTO QAPLLOKO.

O péoog ypdvog nuilonc g amoBoAng g mpeykaumaiivng eivan 6,3 mpec. H kdBapon and to
TAGGLLOL KOl 1] VEQPIKT KABapon TG mpeyKoumaiiving sivar evBEwmg avaroyeg g kdBapong e
kpeatviving (BA. Tapdypago 5.2 Neppikn dvciettovpyia).

Etvon amapaitntn n Tpocappoyn g 00omg o€ acbevels e petmpévn veppiki Asttovpyia 1 o€
acBeveig mov Kavouv apodoion (PA. mapdypaeo 4.2 [Mivaka 1).

Cpappukdnto /pun-ypaukodtno:

H @appokoxivntikng g TpeyKapmaiivng eivat ypappiky] yio 1o €0pOG TNG CUVIGTMIEVNG NLEPTIOLOG
docoloyiac. H peta&d atopmv eapUaKoKIvNTIK LETAPANTOTNTO Y10 TNV TPEYKAUTOALVT eivat younin
(<20%). H poppakokivntikny T@v moAlanAdv docemv pumopel va tpofiepdel and ta ototyeio Tmv
anag 66cewv. Emopévme, dev elval amopaitntn  LETPNOT TOV GUYKEVIPDOGEMY TNG TPEYKUUTOATVIC
07O TAAGLLA, €M TOKTIKNG BACEWG,.

Dvro
Ot KAViIKEG SOKIIEG DTTOOEIKVOOVV OTL TO PVAO OeV £YEL KAVIKE GMLLOVTIKY EXIOPACT) OTIC
GUYKEVIPAOGELS TNG TPEYKOAUTUAMYNG OTO TAUC L.
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Neopkn| duchettovpyia

H «éBapon ¢ mpeykapmaiivng eival evBémg avaroyn g kdbapong kpeatvivng. Emmiéov, 1
TPEYKOUTOALIVY ATOUOKPVUVETOL OTOTEAECUATIKG 0O TO TAAGHLA, LE aplootOALoT (LeTd amd cuvedpia
OLLOSOALONG 4 WPDV, Ol CLYKEVIPMOELS TNG TPEYKOUTUAIVING GTO TAAGHO LLELOVOVTOL KOTH TEPITOV
50%). Kabdg n veppikn amékkpion elvar 1 KOpra 000G améKKpLlong, N Leimon g 06ong o acbeveig
LE VEQPIKT] SUCAELTOVPYIO KOl CUUTANPOUATIKY 00GT| LETE amd aptodtodion, eivar amoapaitntn (PA.
mapdypoeo 4.2 Iivoka 1).

Hratum dvoiettovpyia

Agv €yovv deEoybel e101kEG PapUAKOKIVITIKEG LEAETEG o€ aoBevelg e ATk dvGAELlTOLPYiaL.
Kabdg 1 mpeykapmaiivn oev petafoiiletor onpovtikd kot anekkpiveTon Kupimg wg apetdfAnto
QAPLOKO GTA OVPO, )| NAATIKY SVCAELTOVPYiA, OV OVOUEVETOL VO LETOPAAEL CNUAVTIKA TO ENLTEDN TNG
TPEYKOUTOAIVIG 6TO TAGGLLOL.

Howdworpikde mAnBuopudc

H pappoxoxivntikn g tpeykapumaiivng agloloynonke oe modrorpiko acbeveig e emnyia
(MAwrakég opddec: 1 g 23 unvav, 2 £mg 6 eTdv, 7 £og 11 etdv kot 12 g 16 etdv) og enineda
docoloyiag 2,5, 5, 10 kan 15 mg/kg/muépa, o pio LEAETN QOPLOKOKIVITIKNG KO OVEKTIKOTNTOG.

Metd Vv amd ToL GTOUATOG YOPT YO TNG TPEYKOUTAAIVIG G€ TOLIATPIKOVG 00HEVEIC GE KATAGTAO)
ynoteiog, 0 YpOVOG TOV YPECTNKE Y10 TNV EMITEVEN UEYIOTNG GLYKEVIP®ONG GTO TAAC LA TV,
YEVIKA, TOPOLOLOG GE OAOKAN PN TNV NAIKIOKT Opdda Kot emitevydnke 0,5 mpeg mg 2 dPeg LeTd ™)
xopnynon mg doong.

Ot apapetpot Cphay Kot AUC ¢ TpeykapmaAiivng avEnonkay ypappikd oe oyéon pe v avénon mg
d0oong og kaBe niwcioxn opdoa. H AUC fjrav yapniotepn katd 30% ce modiatpikods acheveis e
Bapog kétw and 30 kg, Loy avénpévns kdBapong Tpocaprocévig 6to cmpatikd Papog katd 43%
Y 0wTOVG TOVG acbeveic oe oOyKplomn pe Tovg acbeveic ue Papog >30 kg.

O 1eAKOC YpOVOS NUL®NG TNG TPEYKOUTAAIVIG Tay KT PLEGO dpo mepimov 3 ¢ 4 dpeg o€
modtotpkovg acbeveis nhikiog £wg 6 etV Kot 4 ¢ 6 dpeg 6ToVG aobeveic nAkiog 7 eTdV KoL AVE.

H avéivon pappakoxivntikig tov TAnfucpot £0ei&e 6t n KdBapomn g KpeaTvivig NTav GNUAVTIKY|
ooppeTaPAnt TG KédBapong e omd Tov GTOUATOG TPEYKAUTAAIVIG, OTL TO GOUATIKO Pdpog NTav
ONUOVTIKT] GUUUETAPANTI TOL POVOLLEVOL OYKOL KOTOVOUNG TNG OTO TOV GTOLOTOG TPEYKAUTAATVNG
KoL OTL OVTEG Ol GYEGELS NNTAV TAPILOLES GTOVS TAOLATPIKOVG KO TOVG EVIAIKES aaBeveic.

H pappaxoxivntikn| g mpeykaumaiivng oe acheveic nikiog kbto tov 3 unvav dev £yetl peetndet
(BA. mapaypapovg 4.2, 4.8 xa1 5.1).

Hluuiopévor

H xéBapon ¢ mpeykapmaiivn teivel va petdveton kabog avsavetor n nakio. H peioon avt oty
KdBapomn Tov 0d TOV GTOUATOC YOPYOVLEVTG TPEYKAUTAUAIVY EIVOl GOUG®YT LE TN pelmon g
KkdBapong g Kpeatvivng mov oyetiletan pe v avénomn e nhikiog. [TiBavov va ypelacdel peioon
™G docoA0YiaG TNG TPEYKAUTAAivig g asBeveig Tov mapovctdlovy Helmon TG VEPPIKNG AglTovpyiog
oL oyetiletan pe v nhikia (BA. mapdypago 4.2 IMivaxa 1).

Onialovoeg pntépeg

H pappokoxivntiky 150 mg mpeykapmaiivng yopnyoouevng kabe 12 odpeg (muepnoia 66on 300 mg)
a&roroyndnke oe 10 OnAdlovoeg yovaikeg petd amd 12 efoopddeg Aoyeiag TovAdyiotov. H yarovyia
emmpéaoce ehdylota £0¢ KABOAOL TN QOPLAKOKIVNTIKY TG TpeykaumaAivne. H mpeykapmaiivn
onekpifnke 6To PUNTPIKO YAAQ e LECEC GVYKEVIPDGELS 6TADEPOTONUEVNG KOTAGTOGNC TOV
avtietoyovv Tepinov 6to 76% exelvav Tov punTpikoy TAdouartog. H extipudpevn d6om 6to Ppépog
omd 1o UNTPIKO Yaha (EKTILMVTOG TNV HEOT KaTavaiwon Yaiaktog 150 ml/kg/Mmuépa) yio Tig yovaikeg
mov AdpPavov 300 mg/mpépa 1§ ™ péytotn 66om twv 600 mg/Mmuépa Ba rav 0,31 1
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0,62 mg/kg/muépa, avTioToiyms. AVTEG Ol EKTILOUEVEG 00GELG ivar Tepimov To 7% TG GUVOAKNG
NUEPNOLUG UNTPIKNG 000G o€ faon mg/kg.

5.3 IIpoxivikd dgdopéva Yo TNV ac@aAELd

Y& ovvNBelg upLAKOAOYIKEG LEAETEC ac@aleioc oe (MO, N TPEYKAUTAAIVI HTOV KOADS OVEKTH OF
OVOLOYEC OOGELC, LLE AVTEG TTOV YPNCLOTOLOVVTOL OTNV KAMVIKN TPAEN. Xe peAéteg ToEIKOTNTOC
emavarapPavopevnc dosoloyiog, o€ emipveg Kot TOnKovg mapatnprionioy avidpacelg tov KN,
GUUTEPTAQUPOVOLLEVTG TNG VTTOKIVI TIKOTNTAG, DAEPKIVNTIKOTNTAG Kot atasiag. AvEnuévn cvoyvotnta
aTpoPiog Tov ApPPANCTPOELOVE, TOL GLYVE TapaTNPEiTOL GE NAIKIOUEVOLS EMipvES pe alPivioud,
mopoTnphOnKe HETA amd pokpoypovia £kBeon oe mpeyKaumaiivn > 5 eopég and 1 péon £kBeon Tov
ovOp®OTOL 6T HEYIOTN CUVICTOUEVT KAVIKT] 000N.

H mpeyxopmarivn dev givan tepatoyodvog oe pbeg, emipveg 1) kovikhovs. H npeykapumaiivn tpokdiece
euPpvotolikdTnTa o€ EMPVES KO KOVIKAOVG LdVoV petd amd EkBeoT ETAPKMG PLEYOADTEPT OO THV
£€kBeon Tov avBpOTOL. Xe LEAETEG TPOYEVVITIKIG/ LETAYEVVITIKNG TOEIKOTNTAGC, 1) TPEYKOUTAAIVY
TPOKAAEGE TOEIKOTNTO OTNV AVATTLEY TOV ATOYOVOV € emipveg petd and £kBeon > 2 popéc amd )
LEYLoTn cuvicT®pevn ékBeom Tov avBpmmTov.

AvemBOunTeC EMOPACELS GT YOVILOTNTO, GE APCEVIKOVS Kol OnAvKkovs apovpaiovs, mopatnpnonkoy
pudvo oe exbécelg apketd vynAotepes G Bepamevtiknig éxbeong. AvemBounteg emdpacels oTa
OPGEVIKA OPYOVOL AVOTOPAY®YTG KOL OTIC TOPAUETPOVS TOV GIEPLOTOS NTOV AVASTPEWILLES KOl
eppavicOnkav poévo og exbBécelg apketd vyniotepes g Bepamevtikig éxBeong 1 oxetiotKay e
avB6punTeS d10d1KaciEG EKPVAIGTG OTA APGEVIKA OPYAVO OVATOPAYMYNG TOV APOVPAion. ZVVETMS, Ol
emdphoelg Bempeitar 6TL Eyovv pikpn 1 KaBOAOL KAVIKY onuacic.

H mpeyxopmarivn dev éxet yovidroto&Eikn dpdon, PACEL TV ATOTEAECUATOV LOG GELPAG SOKIUMV in
Vitro Kol in vivo.

Ateteic peréteg KapKvoyEveong Le TpeyKaumaiivn, dteEnydnocav oe emipveg Ko poeg. Aev
mapaTn P ONnKay OYKol GE EMIPVES, GTOVG 0mOioVG YopNYNONKav d0celg Emg 24 popég pueyaldtepes omd
v péon €kbeon Tov avOpdOTOL 6T HEYIOTN CLUVIGTANEVT] KAVIKY] 600m TV 600 mg/Mmuépa. XTovg
poeg, dev mapatnpnOnKe avENUEVI GLYVOTNTO ELPAVIONG OYK®V, GE OOGELS TAPOUOLES LUE TNV LECT
¢xBeon Tov avBpdmov, aALE TapatnpOnke avENpévn GuXVOTNTA ELEAVIONG ALUAYYELOGOPKOUATMOV
o€ VYNAOTEPES 800ELS. O UN-yovidl0TOEIKOG PUNYAVIGUOG GYNULOTIGLOD OYK®V, OQEILOLEVOV GTNV
TPEYKAUTAAIVT), GTOVG PHOEG, TEPIAUUPavEL HETAPOAES OTA AUOTETAALN KOl GLGYETILOUEVO
TOALOTAAGLOG O TV EVOOOMALIK®Y KLTTAP®V. AVTEC 01 LETAPOAES OTA AUUOTETAAA EV
apoTNPONKAY 6TOVG EMIHVEG 1] GTOVG aVBp®OTOVE, OTWS PaiveTar omd Ppayvrpodecua Ko
TEPLOPIoUEVA PoKpompdBeo o KAViKd dedopéva. Agv VTTAPYOLY GTOLYEIN TOV VO VTTOJEIKVOOVY
oxeTIKd Kivduvo 6tovg avBpdmovg.

Y& avAKOoVG EMIHLES 01 LOPPEG TOEIKOTNTOG OEV SLOPEPOVY TTOLOTIKA OO AVTEG TOL TTALpOTN PN ONKALY
o€ evijAkovg emtipveg. Q6td00, 01 aviAkot emipveg eivar mo gvaicOntot. Xe Bepanevticég exbéoelg,
gupaviomkav KAvikd onpeia amd to KN, 0mmg vrepKivnTikotnTo Kot TpyRoc 000VTOV Kot KATOLES
oAhayéc 6TV avATTLEN (TEPOJTKT KATAGTOAN TG avENong Tov copatikov Papovg). Hapatnpnnkay
emOPAoELg oToV KOKAO 0ioTpov, 68 Bepanevtikég ekBéoelg meviamAdoleg and Tig cLVIOELS TOV
avBpomov. Melopévn avtidpaor o€ arpvidia akovotikd epebicpata Tapatnpnonke ce aviAkoug
emipveg 1-2 gfdopddeg petd amod £kbeon > 2 popég and ) Bepanevtikn £kbeom tov avBpdmov. Evvéa
ePdopddeg petd amd éxbeom avtn 1 avtidpaon dev Tapatnpeito TAEOV.

6. ®APMAKEYTIKEX IAHPO®OPIEXZ
6.1 Katarloyog ekdéymv

Hopabdpo&uPevioikdc pebuiectépag (E218)
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TTapaddpo&uPevioikod o&Eog mpomuiestépag (E216)

Ndpio pwseopikd d16d6Ewvo, dvvdpo

Ndtpio pwcseopikd povocivo, dvodpo (E339)

Yovkparoln (E955)

Teyvntd PeATioTiKd Yedong epaovia [meptéyet pkpéc mocdTnTEC aBavOANG (aAKOOA)]
KekaBappévo Howp

6.2 AovpParoéTnreg

Agv gpappolerot.

6.3 Awdpkera Comjg

2 xpovia.

6.4 Iowitepeg mpogurdiers katd T @OAAEN TOV TPOidVTOG

Agv vrdpyovv g101Kég 0dnyieg daTnpnong yuo To TPoidv ovTo.

6.5 @®von Kol GVETUTIKE TOV TEPLEKTT

Agvkn eréAn moivatBvieviov vynArg mokvomntog (HDPE), pe nopa mov pépet eniotpwon
moAvaBuieviov ko tepiéyetl 473 ml tdoyov dedvpartog, o xdptvo kovti. To kovti Tepiéyet emiong,
o€ dapaveg mepttiAy o TolvatbvAeviov, pia dStafabuiopévn copryya yio xpron omd ToV GTOUOTOS
tov 5 ml kot évav [lpocappoyéa cOptyyag mov tomobeteitol otn OLéAN.

6.6 Iowitepeg TpouvAdiers ambppryns Kol GrAAog (EIPLopNig

Koapio edwkn vroypémon yio v andppuym.

Tpomog Xopfynong

1. AvoiEte ™) PéAn KoL, KATd TNV TPAOTN ¥PNoN, ewodyete tov [Ipocappoyéa cOptyyag otn eéan
(Ewoveg 1 ko 2).

2. Ewcdyete tn oVpryyo 6Tov mpocappoyEn Kot avappoeiioTE TOV amapoitnTo OYKo omd TNV
avamodoyvpiopévn edAn (Ewdveg 3 ko 4).

3. Amopoxkpovete, o 0pOia B¢om, ) cvpryya pe 1o dtdivpa amd ™ eréAn (Ewkdveg 5 kau 6).

4. Aderdote T0 meplEXOLEVO TNG VpLyYos 6to otopa (Eucova 7). Emavaiafete ta Prinata 2 £ng 4,
Om¢ amatteital, yio va emtoyete v anapaitntn 66on (Ilivakag 3).

5. EemAbveTe TN cVPLYYO Kol ETAVOTOTOHETNGTE TO TOUA GTN PLIAN (0 TPOGAPLOYENS TOPAUEVEL
ot 0éom tov) (Ewkdveg 8 kau 9).

A=

Ewova 1 Ewova 2 Ewova 3
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Ewova 7

Ewova 8

Ewova 9

ivaxkag 3. AplOpdg avappoPioe®v pe T1 ZOPLyya yio yp1jo1 and Tov 6TOPATOS, Y10, TN
Xop1ynon g Xvvrayoypa@ovuevig Adong tov Lyrica

Aéon YVvoMKOg Ipot AgbdTtepn Tpit
Lyrica (mg) ‘Oykog avappéenon avappoéonon avappéonon
Awivporog (ml) | ovpryyog (ml) ovpryyog (ml) ovpryyog (ml)
25 1,25 1,25 Agv omonteiton Agv omorteiton
50 2,5 2,5 Agv omonteiton Agv omotteiton
75 3,75 3,75 Agv omonteiton Agv omotteiton
100 5 5 Agv amouteiton Agv amouteitan
150 7.5 5 2,5 Agv omotteiton
200 10 5 5 Agv amouteitan
225 11,25 5 5 1,25
300 15 5 5 5

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Pfizer Limited

Ramsgate Road

Sandwich
Kent
CT13 9NJ

Hvopévo Baciielo

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/04/279/044
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9. HMEPOMHNIA NPQTHX EI'KPIZTHX/ANANEQXHY. THX AAEIAX
Huepounvia mpadtng éykpiong: 06 Ioviiov 2004

Huepounvia terevtaiog avavéwong: 06 Ioviiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11/2017

Agntopepr] TANPOPOPLOKA GTOLYELR Y100 TO PAPUAKELTIKO TPOTOV gival O100EG1LA GTNV 1GTOGEAIDA TOV
Evponaikod Opyavicpotd @oappdkmv http://www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAT'QI'OZ(0]) YIHEYOYNOX(OI) I'TA THN
AITIOAEEMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H HEPIOPIZEMOI XXETIKA ME THN AX®AAH KAI

AMIOTEAEEMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPATI'Qroxz(0Ol YIHEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

‘Ovopa kot dtevfuvon tov(tmv) mtapackevaotin(@v) Tov gival vaevhvvog(ol) Yo TNV omodECUEVOT TOV
ToPTId®V

Kaydkio
Pfizer Manufacturing Deutschland GmbH

Betriebsstatte Freiburg
Mooswaldallee 1
79090 Freiburg
Teppovia.

Hoo1po Ardivpa

Pfizer Service Company
Hoge Wei 10

B 1930 Zaventem
Béiyo

210 £vTuTo POALO 00N YLDV TOV POPUOKEVLTIKOD TPOTOVTOG TPEMEL VAL OVOLY PAPETOL TO OVOLLOL KOl 1|
d1e0BVVON TOL TUPAGKELOGTH TOV Eival VTEVOVVOG Y10 TNV OTOOEGLEVOT) TNE GYETIKNG TOPTIONG.

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

DopUAKEVTIKO TPOIOV Y10, TO OTOI0 OMOLTEITOL LOTPIKT GLVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢ce1g meprodiknc mapakorovOnong g acQarerog

Ot amotioelg yio v VtoPoAn ekbécemv TEPLOSIKTG TOPAKOAOVONOTG TG AGPAAELNS YO TO €V
AOY® PopLOKEVTIKO TPOTOV 0pilovTal GTOV KATAAOYO LE TIG NLEPOUNVIES AVAPOPAS TNG
"Evoong (katdAoyog EURD) mov mapatifetar oty mapdypapo 7, tov apbpov 107y, g
odnyiag 2001/83/EK kot ké0e emaxdiovdng emtkapomoinong 6mwg SNUOCLEVETAL GTNV
EVPOTAIKT SUKTLOKN TOAN Yot TAL PAPLLAKOL.

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

. Xyéoro Awayeiprong Kiwvdovvou (XAK)

O Kdroyog Aderag Kukhopopiag Ba dielaydyet Tig amaitodpeveg dpaoctnplotTnTes Kot
TAPEUPAGELG POPUAKOETAYPVTYNONG OT®G Topovctdlovtatl 6to cuppwvnBéy ZAK nov
napovctaletar oty evotnrta 1.8.2 tng ddstog KukAopopiag Kot omolesdNToTe emaKOAovOeg
gykekppéves avabewpnoeic tov LAK.

"Eva emxoporompévo ZAK Oa mpémet va Katartedel:

. petd ano aitnuo tov Evponaikod opyavicuod Goappdkov,

o OTOTEONTTOTE TPOTOTOIEITOL TO GVGTNUE SlayEIPLONG KIVOUVOV, EI0IKA MG OTOTEAEGILO ANYNG
VE®V TANPOPOPLAOV TTOV UTOPOLV VO, ETPEPOVY CNUAVTIKT OAAAYT] TN GYECT] OPEAOVC-
KIVOUVOU N OC OMOTEAEGLOL TNG EMITEVENG EVOGC GTUOVTIKOD OPOCT|LLOL ((QOPLOKOETHYpOTTVIION 7
glaylotomoinom Kvohvov).
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ITAPAPTHMA 111

EINIZXHMANXH KAI ®YAAO OAHI'IQN XPHXHX

40



A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti )¢ ovokevaciog koywéing (tov 14, 21, 56, 84 kat 100) kot TG 6VGKEVAGIOS OLATPNTNS
KOYEMS, povasav 66omg (100) yia To okANpa Kaydkio, Tov 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpa koydxio
IpeyKapmoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydkio mepiéyet 25 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

21 oxAnpa Koyaxio

56 oKANpa Koy oKL

84 oxAnpd Koy axio

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oToONATOG YpNoN.
AwBdote T0 OALO 00N YLDV Yp1ioNG TPV 0T TN YPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooeton o€ BEon, Ty omoia dev PAETOLY Ko dev Tpooeyyilovy To Toud1d

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

Zepaylopévi Zuokevooio
Mnv to ¥pnoIHOTOLEITE AV TO KOLTI £XEL AVOLYTEL.
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| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY YYNOHKEYX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 25 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

43



18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

EEmTepkn] eTIKETA TEPLITVAMYLATOS TOAVGVOKEVUGIOS (2 X 56 6KANPG KOWAKLY) pE TEPLTOMYUA
grovpviov (ovpumeprrapfavopévov kot Tov blue box).

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpa koydxio
IpeyKapmoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydkio mepiéyet 25 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOPies

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

IToAvovokevaoio, 1 onoia amoteleiton omd 2 cuokevaciss, kabepio amd TIg omoieg TEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 @OALO 00N YLDV YprioNG TPV O T YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooeton o€ BEon, Ty omoia dev PAETOLY Ko dev TpooeyYilovy Ta Toud1d

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEYX OYAAEHX
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10. TATIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/026

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

IHoivovokevaoia Tav 112 (2 cvokevacies TV 56 sk POV Kayakiov) — yopig blue box — 25 mg
oK PA Koy dKLa.

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpa koydxio
Ipeykapmoiivn

(2. TYNOEXIH XIE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydkio mepiéyet 25 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite T0 PUAAO 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOPies

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Tunpo ToAvovokevaciog, 1 omoio aroteleitar and 2 cuokevacies, kKabepio amd TIg omoieg TEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG YpNoN.
AwBdote To OALO 00N YLDV YprioNG TPV O TN YPTIOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta TOLdLd.

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

Zepayopévi Zuokevooio
Mnv to ypnoiomoleite av To KOLTi el avoryTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/026

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

DopUAKEVTIKO TPOIOV Y10, TO OTOI0 OTMOLTEITOL LOTPIKT) GLUVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 25 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOLU®TOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

2TOLYELMONS GVGKELUGIN PLIANG YO TO. GKAN PG KOWAKLY TOV 25 mg — cvokevacio Tov 200

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpa koydxio
IpeyKapumorivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Ké0e orchnpod koydkio mepiéyet 25 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

ITepiéyet povoiidpikn Aaktoln. Awpdote To OALO 00NYLOV ¥P1IoNG TPV Al TN YPNON.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxkAnpd koydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG PO

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI XE OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpooeYyilovy Ta Tondtd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNZH KATOXOY THX AAEIAY KYKAO®OPIAX

Aoyotvno KAK

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/046

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 25 mg

17. MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAE (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevaoia Koyéing (Tov 14, 21, 56, 84 ka1 100) Kol 6VGKEVAGIN SLATPNTIS KVYEAGS, HOVAI @OV
0601g (100) Yo To oKANPE KOy dKLo, TOV 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 25 mg oxAnpa koydxio
Ipeykapumorivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY ITIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti )¢ ovokevaciog koywéing (tov 14, 21, 56, 84 kat 100) kot TG 6VGKEVAGINS OLATPNTNG
KUYEMS, povasav 66omg (100) yia to okAnpa kKoydkio tov S0 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 50 mg oxAnpa koydxio
IpeyKapmoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Ké0e orchnpo koydkio mepiéyet SO mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

21 oxAnpa Koyaxio

56 oKANpa Koy oKL

84 oxAnpd Koy axio

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTONATOG YpNoN.
AwBdote T0 @OALO 00N YLDV Yp1ioNG TPV O TN YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

Zepaylopévi Zuokevooio
Mnv to ¥pnoIHOTOLEITE AV TO KOLTI £XEL AVOLYTEL.
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| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY YYNOHKEYX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 50 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOC YPOUU®TOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVASIKO AVOYVOPLOTIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevaoia Koyéing (tov 14, 21, 56, 84 ka1 100) kol 6VGKEVAGIN SLATPN TS KVYWEAGS, HOVAI @OV
0601g (100) Yo To oxkAnpd Koydkio, Tov S0 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 50 mg oxAnpa koydxio
Ipeykapumorivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

2TOLYELMONS GVGKELUGIN PLIANG YO TO, GKANPA KOWAKLY TOV 75 mg — cvokevacio Tov 200

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 75 mg oxAnpa koydxio
Ipeykapmorivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Ké0e orchnpo koydkio mepiéyet 75 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

ITepiéyet povoiidpikn Aaktoln. Awpdote To OALO 00NYLOV ¥p1IoNG TPV amd TN YPNON.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxkAnpd koydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YPNoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI XE OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta TOLdLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI
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| 11. ONOMA KAT AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Aoyotvno KAK

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/030

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 75 mg

17. MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAE (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:

57



ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti ¢ ovokevasiog koywéing (tov 14, 56, 70 kot 100) kot TS 6VOKELVAGIOG OLATPNTIG
KOYEMG, povasav 66omg (100) yia To okANpa Koydkio, Tov 75 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 75 mg oxAnpa koydxio
IpeyKapmoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Ké0e orchnpo koydkio mepiéyet 75 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

56 oKANpa Koy aKLo

70 oxAnpd Koy Ko

100 oxAnpd Konydicio
100 x 1 okAnpd Koyaxio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 @OALO 001 YLDV YprioNG TPV O TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdLd.

| 7. AAAH(EY) EIAIKH(EY) TPOEIAOIIOIHXH(ELY), EAN EINAI AITAPAITHTH(EX)

Zepayopévi Zuokevooio
Mnv to {pNOILOTOLEITE AV TO KOLTI £)EL AVOLYTEL.
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| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY YYNOHKEYX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

11. ONOMA KAT AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

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

13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. IIAHPO®OPIEX XE BRAILLE

Lyrica 75 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®TOS KOJIKOG (2D) Tov 0EpeL ToV TEPUANOOEVTO LOVAIIKO AVOYVOPLGTIKO
K®OKO.
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18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

EEmTepkn] eTIKETA TEPLITVAMYLATOS TOAVGVOKEVUGIOS (2 X 56 6KANPG KOWAKLY) BE TEPLTOMYUA
grovpviov (ovpumeprrapfavopévov kot Tov blue box).

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 75 mg oxAnpa koydxio
IpeyKapmoiivn

(2. TYNOEXIH XIE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydkio mepiéyet 75 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

IToAvovokevaoio, 1 onoia amoteleitan omd 2 cuokevaciss, kabepio amd TIg omoieg TeEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 @OALO 00N YLDV YprioNG TPV O T YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI XE OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta TOLdLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEYX OYAAEHX
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10. TATIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/027

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

IHoivovokevaoia Tav 112 (2 cvokevacies TV 56 sk pOV Kayakiov) — yopig blue box — 75 mg
oK PA KoyaKLa.

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 75 mg oxAnpa koydxio
IpeyKapmorivn

| 2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Kdé0e orchnpo koydkio mepiéyet 75 mg mpeyKapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Tunpo toAvovokevaciog, 1 omoio aroteleiton and 2 cvokevacies, kKabepio amd TIg omoieg TeEPLEYEL
56 oxAnpd Koy dKio.

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG YpNoN.
AwBdote To OALO 00N YLDV prioNG TPV Od TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

Zepoyopévi Zuokevooio
Mnv to ¥pnoLHOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON HHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/027

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOIOV Y10, TO OTOI0 OTMOLTEITOL LOTPIKT) GLUVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 75 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevaoio Koyéing (Tov 14, 56, 70 ] 100) kor cvokevEGio O1ATPNTNS KVYEANS, HOVAS OV
0601 (100) Yo To oKANPAE Koy dKLo, TOV 75 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 75 mg oxAnpa koydxio
Ipeykapumorivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti g ovokevasiog kowéing (tov 21, 84 kot 100) kot TG 6VOKEVAGIG OLATPN TS KVWEANC,
povadmv 66ong (100) yia 10 okinpd koydaxkio tov 100 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 100 mg oxAnpd Koyakio
IpeyKapumorivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Ké0e orchnpo koydakio nepiéyet 100 mg wpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

21 oxinpd Koy aKio

84 oxAnpd ko axio

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 OALO 00N YLDV prioNG TPV O TN YPTNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpoceYYilovy Ta ToLdd.

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

Zepayopévi Zuokevaoio
Mnv to ¥pnoILOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/014 — 016
EU/1/04/279/039

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. IIAHPO®OPIEX XE BRAILLE

Lyrica 100 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevacia Koywéing (Tov 21, 84 1 100) kor cvokevacio S1ATPNTNS KOYEANS, LOVAS®Y 0061)G
(100) ywo o okinpd koyaxio Tov 100 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 100 mg oxAnpd Koyakio
IIpeykapmoiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

LTOELMONS GVGKEVLUGIN PLIANG Y0 TO, 6KANPA KowdKkla Tov 150 mg — cvuokevacia Tov 200

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 150 mg oxAnpd Koyakio
IIpeykapmoiivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 150 mg mpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyel povoddpikn Aaktoln: deite To PUAAO 0ONYLOV ¥PNONG Y0 TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxAnpd koydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG PO
AwBdote T0 OALO 00N YLDV YprioNG TPV O T YPTNON.

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

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/031

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 150 mg

17. MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANEOEVTO LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti g ovokevasiog kowéing (tov 14, 56 kot 100) kot TG 6VOKEVAGIOG OLATPN TS KVWEANC,
povadmv 66ong (100) yia 10 okinpa koydaxkio Tov 150 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 150 mg oxAnpd Koyakio
Ipeykapumoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydakio nepiéyet 150 mg mpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyel povoddpikn Aaktoln: deite To PUAAO 0ONYLOV ¥PNONG Y0 TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

56 oKANpa Koy aKLo

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 OALO 00N YLDV prioNG TPV O TN YPTNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpoceYYilovy Ta ToLdd.

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

Zepayopévi Zuokevaoio
Mnv to ¥pnoILOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/017 — 019
EU/1/04/279/040

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 150 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A1631406TATOC YPOLU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPUANEOEVTO LOVASIKO AVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:

72



ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

EEmTepkn] eTIKETA TEPLITVAMYLATOS TOAVGVOKEVUGIOS (2 X 56 6KANPA KOWAKLY) 1E TEPLTOMYUA
arovpviov (ocvpmeprrappavopévov kot Tov blue box).

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 150 mg oxAnpd Koyakio
IpeyKapumoiivn

(2. TYNOEXIH XIE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 150 mg mpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite T0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

IToAvovokevacio, 1 onoia amoteleiton omd 2 cvuokevaciss, kabepio amd TIg omoieg TeEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG YpNoN.
AwBdote To OALO 00N YLDV prioNG TPV Od TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/028

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL Tov TEPIANOOEVTO LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

Iolvovokevasio Tov 112 (2 cvokevacies TOV 56 cKANPOV Kayakimv) — yopic blue box —
150 mg oxAnpd KoydaKio.

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 150 mg oxAnpd Koyakio
IpeyKapumoiivn

(2. TYNOEXIH XIE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 150 mg mpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktoln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Tunpo ToAvovokevaciog, 1 omoio aroteleitar amd 2 cuokevacies, kKabepio amd TIg omoieg TEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG PO
AwBdote T0 @OALO 001 YLDV Yp1ioNG TPV OTd TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

Zepoyopévi Zuokevooio
Mnv to ypnoiomoleite av To KovTi el avoryTel.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/028

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

DopUAKEVTIKO TPOIOV Y10, TO OTOI0 OTMOLTEITOL LOTPIKT) GLUVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 150 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPUANOOEVTO LOVAIIKO AVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:

76



EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevacia Koyéing (Tov 14, 56 1 100) kor cvokevacio S1ATPNTNS KOYEANS, LOVAS®Y 0061)G
(100) ywo o okinpd koyaxio Tov 150 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 150 mg oxAnpd Koyakio
IIpeykapmoiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhlopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti ¢ ovokevaciog kowéing (tov 21, 84 1] 100) kot TS 6V6KeVAGING OLATPNTNS KOWEANGS,
povadmv 66ong (100) yia 10 okinpd koydaxkio Tov 200 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 200 mg oxAnpd Koyakio
IpeyKapumorivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydakio nepiéyet 200 mg wpeykoumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

21 oxinpd Koy aKio

84 oxAnpd ko axio

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Am6 6TOUATOC YPNOTG.
AwBdote T0 @OALO 001 YLDV YprioNG TPV O TN YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dgv TpooeYYilovy Ta ToLdd.

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

Zepayopévi Zuokevaoio
Mnv to ¥pnoILOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT139NJ
Hvouévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/020 — 022
EU/1/04/279/041

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 200 mg

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevacia Koyéing (Tov 21, 84 1 100) kor cvokevacio S1ATPNTNS KVYEANS, LOVAS®Y 0061)G
(100) ywo o okAnpd koyaxio Tov 200 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 200 mg oxAnpd Koyakio
IIpeykapmoiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti )¢ ovokevaciog kowéing (tov 14, 56 1] 100) kot TS 6v6KeVAGINS OLATPNTNS KOWEANGS,
povadmv 66ong (100) Yo 10 kAnpa Koydaklo Tov 225 mg

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 225 mg oxAnpd Koyakio
Ipeykapumoiivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydkio mepiéyet 225 mg wpeyKoUmTaAivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite To0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

56 oKANpa Koy aKLo

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 OALO 00N YLDV prioNG TPV O TN YPTNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpoceYYilovy Ta ToLdd.

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

Zepayopévi Zuokevaoio
Mnv to ¥pnoILOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 225 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®TOS KOJIKOG (2D) Tov 0épel Tov TEPUANEOEVTO LOVASIKO AVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevacia Koyéing (Tov 14, 56 1] 100) kor cvokevacio S1ATPNTNS KOYEANS, LOVAS®Y 0061G
(100) ywo o 6KANPE KOWYAKLO TOV 225 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 225 mg oxAnpd Koyakio
IIpeykapmoiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

LTOLELMONG GVGKELUGIN PLIANG Yo TO 6KANPA Koydkia Tov 300 mg — cvuokevacia Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 300 mg oxAnpd Koyakio
IpeyKapumorivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 300 mg mwpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktoln: deite T0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxAnpd koydKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG PO
AwBdote T0 OALO 00N YLDV YprioNG TPV O T YPTNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdLd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KAT AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®QOPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/032

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 300 mg

17. MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANEOEVTO LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

Kovti )¢ ovokevaciog kowéing (tov 14, 56 1] 100) kot TS 6V6KEVAGINS OLATPNTNS KOWEANGS,
povadmv d6ong (100) Yo 1o okinpd koydakio Tov 300 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 300 mg oxAnpd Koyakio
IpeyKapumorivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kdé0e orchnpo koydakio nepiéyet 300 mg mwpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktoln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 orAnpd Koy Ko

56 oKANpa Koy aKLo

100 oxAnpd Konydicio
100 x 1 okAnpd KoyaKio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG YpNoN.
AwBdote T0 @OALO 00N YLDV Y p1ioNG TPV O TN YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Kot dev TpoceYYilovy Ta ToLdd.

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

Zepayopévi Zuokevaoio
Mnv to ¥pnoILOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

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

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 300 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TaTOC YPOUU®OTOS KOJIKOG (2D) Tov @EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

EEmTepkn] eTIKETA TEPITVAMYLATOS TOAVGVOKEVUGIOS (2 X 56 6KANPG KOWAKLY) 1E TEPLTOMYUA
aiovpviov (ocvpmepriappavopévov kot Tov blue box).

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 300 mg oxAnpd Koyakio
IpeyKapumoiivn

(2. TYNOEXIH XIE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 300 mg wpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktdln: deite T0 VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

IToAvovokevacio, 1 onoia amoteleiton omd 2 cvuokevaciss, kabepio amd TIg omoieg TeEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG YpNoN.
AwBdote T0 OALO 00N YLDV YprioNG TPV 0T TN YPTNON.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/029

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANOOEVTO LOVAIIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN ENAIAMEXH XYXKEYAXIA

Iolvovokevasio Tov 112 (2 cvokevacies TOV 56 cKANPOV Kayakimv) — yopic blue box —
300 mg oxkAnpa KoydaKia.

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 300 mg oxAnpd Koyakio
IpeyKapumoiivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kdé0e orchnpo koydakio nepiéyet 300 mg wpeykopumaiivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyetl povoddpikn Aaktoln: deite To VAL 0ONYLOV ¥PNONG Yo TEPIGCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Tunpo ToAvovokevaciog, 1 omoio aroteleitar amd 2 cuokevacies, kKabepio amd TIg omoieg TEPLEYEL
56 oxAnpd KoKl

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 oTtONATOG PO
AwBdote T0 @OALO 001 YLDV Yp1ioNG TPV OTd TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

Zepoyopévi Zuokevooio
Mnv to ¥pnoLHOTOLEITE AV TO KOLTI £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHZEH
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| 9. EIAIKEY XYNOHKEX OYAAEHX

10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

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

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/029

| 13. APIOMOZX ITAPTIAAX

TToptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

DopUAKEVTIKO TPOIOV Y10, TO OTOI0 OTMOLTEITOL LOTPIKT) GLUVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 300 mg

17. MONAAIKOX ANATNOQPIEZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPUANOOEVTO LOVAIIKO AVOYVOPLOTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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EAAXIETEX ENAEIZEIX IIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

Yvokevacia Koyéing (Tov 14, 56 1 100) kor cvokevacio S1ATPNTNS KOYEANGS, LOVAS®Y 0061G
(100) ywo o okinpd koyaxio Tov 300 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 300 mg oxAnpd Koyakio
IIpeykapmoiivn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Ltd (w¢ Aoyotumo tov Katdyov Adsiog Kukhopopiag)

| 3. HMEPOMHNIA AHEHX

AHZEH

| 4. APIOMOX ITAPTIAAX

TToaptida

| 5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAZXIA

KOYTI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 20 mg/ml mwoéoio didAvpa
Ipeykapmorivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kdé0e ml mepiéyel 20 mg mpeykopumaiiving

| 3. KATAAOI'OX EKAOXQN

2t GAAo cvototikd tepthapfavovior E216 (tapabdpo&uPevioiod o&Eog mpomuiestépac) kot E218
(mapadopo&uPevioikdc pebvdeotépag). Agite To GOALO 0ONYIDV YPNONG Y10 TEPLOCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

473 ml méc1oL S1oADLTOG, LE o dStBaboévn cuptyya Yo xp1ion omd Tov GTOUNTOC, TV 5 ml,
Kot évav [lpocappoyéa cOpryyoc mov tomobeteiton 6T GLOAN.

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Amo6 otoONaTOG YpNoN.
AwBdote To OALO 00N YLDV prioNG TPV Od TN YPTOoN.

6. EIAIKH IIPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/044

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

Lyrica 20 mg/ml

17. MONAAIKOX ANATNOPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPIANEOEVTO LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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ENAEIZEIX ITIOY ITIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAZXIA

EINIXHMANXH ®TAAHX

| 1. ONOMAZIA TOY PAPMAKEYTIKOY ITIPOIONTOX

Lyrica 20 mg/ml woéoio didAvpa
Ipeykapmorivn

(2. TYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kdé0e ml mepiéyel 20 mg mpeykopumaiiving

| 3. KATAAOI'OX EKAOXQN

2t GAAo cvototikd tepthapfavovior E216 (tapabdpo&uPevioiod o&Eog mpomuiestépac) kot E218
(mapadopo&uPevioikdc pebuvdeotépag). Agite To POALO 0ONYIDV YPNONG Y10 TEPLOCOTEPES
TANPOPOpiES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

473 ml téc1oL SloADOTOG

| 5. TPOIIOX KAI OAOX(OI) XOPHTHXHX

Am6 6TOUATOC YPNOTG.
AwBdote T0 @OALO 00N YLDV YpTioNG TPV O TN YPTOoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEINEI NA ®YAAXXIETAI *E OEXZH THN OIIOIA AEN BAEITOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdooceton o€ BEon, Tnv omoia dev PAETOVY Ko dev TpoceYYilovy Ta ToLdd.

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

| 8. HMEPOMHNIA AHEHX

AHZEH

| 9. EIAIKEY XYNOHKEYX OYAAEHX
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10. IAIAITEPEX ITPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IHOY ITPOEPXONTAI AIIO AYTA, E@OXON AITAITEITAI

| 11. ONOMA KATI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pfizer Limited
Sandwich

Kent

CT13 9NJ
Hvopuévo Baoiielo

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/279/044

| 13. APIOMOZX ITAPTIAAX

TToaptida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TIIAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNOQPIETIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A163146TATOC YPOUU®OTOS KOJIKOG (2D) Tov 0EpeL ToV TEPUANOOEVTO LOVAIIKO AVOYVOPLGTIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:
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B. DYAAO OAHI'TQN XPHXHX
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@VYAro oonYLOV 1 piong: IIAnpoeopics yia Tov ypiiotn

Lyrica 25 mg okAnpa koydxua,
Lyrica 50 mg okAnpa koydxua,
Lyrica 75 mg okAnpa koydxua,
Lyrica 100 mg cxinpa koydaxuia,
Lyrica 150 mg oxinpa koydaxia,
Lyrica 200 mg oxinpa koydaxia,
Lyrica 225 mg oxinpé koydxia
Lyrica 300 mg oxinpé koydxia
[peykapmaiivn

Awfdote TPoceEKTIKA 0AOKANPO TO GVALO 0ONYLAV YP1)OIS TPOTOV UPYICETE VO TAIPVETE AVTO TO
PapRAKO, O10TL TEPLLOUPAVEL CNUAVIIKES TANPOPOPIES Y10 GOC.

- Duragte avTd T0 POALO 0dNYLDVY Xprione. Towg ypelaotel va To daPdoete Eava.

- Edv &yete toyxdv mepatépm amopiec, pMTNOTE TOV YIATPO N TOV QOPLOKOTOLO GOGC.

- H ocvvtayn v avtd to edappoxo yopnynonke amokAelotikd yio oag. Agv Tpénel va OMGETE TO
@apuaxo og dGAlovg. Mropei va tovg Tpokorécetl PAAPN, akdpa kot dTav Ta onpeio g
ac0évelds Toug eivan ido pe Ta d1kd Gog.

- Edv mapotnpricete kdmowa avemBountn evépyela, EVIEPADGTE TOV YLATPO 1] TOV (POPLAKOTOLO
cag. Avtd woybetl Ko yio kéOe mbavr avemBOunT evépyeilo Tov deV AVAPEPETAL GTO TAPOV
@OALO 001 YLDV Ypnoms. BAéme mopdypago 4.

T mepréyer 10 Tapdv UALO 00N YIOV

Tt eivan o Lyrica kot oo etvon n xpriomn tov

T mpénet va yvaopilete mpotov mapete 1o Lyrica

Ilog va mépete to Lyrica

ITBavéc avemBounteg evépyeteg

Ilog va purhdoceton To Lyrica

ITepreyduevo g cvokevaciog Kot Aoutég TANpoPopieg

A e

1. Th eivar To Lyrica kot wowa givor  ypfon tov

To Lyrica avikel o€ pio opdda goppakov Tov ypnoiporotovva yio tn Oepaneio tng emAnyiag, Tov
vevporadntucod Tdvov Kot e Awatapayns ['evikevpévov Ayyovg (AI'A), og evihikec.

Ieproepikdg kot kevTpikdg vevpomadnTikog wévog: To Lyrica ypnopomoteitan yia tn Ogpameio tov
TOVOL poKpdg dibpkelag mov opeiketar oe PAAPN TV vebpwv. Tlepipepicdg vevpomabntikodg Tovog
umopel va mpokAndel and dipopeg acBévetec, Omwg o dPnng N o épnng Lwotpoc. H aicBnon tov
évov pnopet va meprypagel cav aicOnpa {éotng, kaboov, Evrovov oPiEipatog, TvayIaTog,
pooplds, GovPALdc, KpAUmos, TOVoy, HUPUNKINGNS, LOVSIAGUATOC, TOUTNUATOV b KAPPIToES Kot
Behoveg. O meprpepticdsg Kot KEVIPIKOS vELPOTadNnTIKOS TOVOG UTopEl EMoNG VAL GUCYETICTOVV LE
aArayég drfeong, dratapayEg VTVOL, KOTMOT (KOUPOoT) Kot UTOPEL VoL EXNPEAGOVY TNV PLGIKY] Kot
KOW®VIKT AEITOLPYIKOTNTA, KOOMG KOl TNV GLVOAKY| TOLOTNTA MG,

Eminyia: To Lyrica ypnoyomoteitan yio ) Bepomeio piog cuyKekpluévng Lopeng eminyiog
(eoTioég emnmTikég Kpioelg e 1 yopic devtepoyev yevikevon), o€ evijhikes. O yatpds cog Ba odig
cuvtayoypagnoet To Lyrica yua ) Bgpaneio tng emAnyiog, 6tav 1 ay@yn mov akoiovbeite onpepa
dgv gAéyyel TNV Kotdotaon cag. Ao tpénel va Aapupdverte to Lyrica emmAéov TG aywyng mov
axolovbeite onuepa. To Lyrica dev mpoopiletar yio va ypnoiponoteital povo tov, oAid Bo mpémet
TévTOo Vo YpNOILOTOLELTAL 6 cuVOLOCUO Le AN avTiemANTTIKN Bgpamneia.
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Awrtapayn I'evikeopévov Ayyovg: To Lyrica ypnopomoteiton yio m Oepaneio g Atatopayng
T'evikevuévov Ayyovg (AT'A). Ta cvuntodpata e ATA eivar mopatetapévo vrepPoitkd Ayyog Kot
avnovyia, mov gival duokoro va ereyyBovv. H AT'A umopel eniong vo TpoKaAEcEL veupikOTnTa 1
aioOnua évtovng tapoayng 1 eoPov amdAeiag eAEyyov, aichnua e0koAng kénwong (kovpaomng),
dvoKoAia 0N CLYKEVTPMOT 1 Aot e adEAGLATOG TOV VALV, 0icON O EVEPEDIGTOTNTAC, LVTKT
téon 1 dratapoayn Tov HIVoL. AVTA SPEPOLV OO TO GTPEC KOL TNV VIEPEVTOCT] TNG KOONUEPIVIG
Cong.

2. T péner vo. yvopilete mprv va népete To Lyrica

Mnyv népete to Lyrica:
Xe mePInTmon oALEPYIOG OTNV TPEYKAUTOAIVT 1] GE OTTOL0ONTOTE AAAO OO TO, GLGTAUTIKA AVLTOV TOV
Qaprdxov (avaeEpovial oIV Tapdypaeo 6).

IIpogdomou)oeig Kol TPpoPLAGEELS
AmevBuvBeite otov yoTpd 1 ToV QapLOKonold 6og Tpotol tapete to Lyrica.

o Opiopévot acbeveic mov Aappdvovy Lyrica £x0vv ava@Epel GUUTTOUATA TOV VTOONADVOLY
aAhepyikn avtidpaon. Avtd ta copntdpata tepthapfdvovy oidnua (tpn&ipo) oto Tpdo®RTO,
ota ¥elAn, ot YAOoo Kol 6To Aopd, kabdg kot didyvto edvOnua oto déppa. Edv
TOPOVGLACETE KATO OO AVTES TIG AVTIOPAGELS, OOl TPETEL VAL EMKOIVMV|GETE AUEGMG LLE TOV
YwTpo GOg.

. To Lyrica éygel cvoyetiotel pe (oAn Kot vvnida, mov pmopel va avénoovy v mlavotnta
TPOVUOTIGHOV Otd aTOYNHO (TTMOT)) o€ NMKI®UEVOLS aobevels. (26 ek TovTOL, TPéMel va ioTe
TPOCEKTIKOL, LéYPL va cuvnBicete onoladnToTe avtidpaon UTopel va £YETE GTO PAPLLAKO.

. To Lyrica pmopel va mpokoarécel Oapmn dpacn 1 andreta g Opaong 1 dAres petoforég otnv
OpOoT|, Ol TEPIGGOTEPES OO TIC OTO1ES ivarl TPOSMPIVEG. Ao TPETEL VL EVILEPDGETE AUECDS
TOV Y10Tpd GaG, EAV TAPOVGLAGETE OMOLAONTOTE LETAPOAN GTNV OPACY| GOG.

. Kdanowot drafntikoi acBeveig, mov maipvouv Bépog, evocw Aapfdavovv tpeykoumaiivn propet
VoL (PELGTOVY OAANYT] GTA AVTIOPNTIKA PAPLLOKE TOVG.

o Opiopéveg avemBounteg evépyeleg, OTmg 1 vIvnAla, propet va givor o cvyvés, yloti ot
acBeveig pe PAGPnN Tov vortiaiov puelol uropel va Aappdvovy kot AL ApHOK Y10 TNV
Bepaneia, Tapadeiyparog xdptv, ToOL TOVOL 1| TNG GTACTIKOTNTAS, TA OTOio £X0VV TAPOHOLES
avemBOUNTEG EVEPYELEG LE TNV TPEYKAUTOAIVT Kol 1] coBapOTNTA OVTOV TV AVETIOOUNTOV
gvepyeldv pmopel va avénbet 6tav Aappdvovron poli.

o "Exovv vdpéet avapopic KapdloKng ovenapkeLag o€ opltopévoug acheveic mov Adpfovay to
Lyrica. Avtoi ot aoBeveig fitav kuping nMkiopévor, pe kapdiayyetaxd tpofanuata. pw va,
AaPete 00T TO PAPRAKO TPEMEL VO EVIILEPADGETE TOV YLATPO GOS EAV £YETE LOTOPLKO
KOopOwKiG madnone.

o "Exovv vdpéet avapopic veQpIKNG aveTAPKELNS G€ 0ploLévovg acbeveic Tov Adpupavay to
Lyrica. Edv mopatnpnoete peiwon oty ovpnon, eved Aappdvete 1o Lyrica, Oa mpénetl va
EVNUEPADCETE TOV YLOTPO GOC, KAOMG 1 O10KOTT TOV PAPUAKOL UTopel vor T PEATIDOCEL 0VTO.

o "Evag pikpdg apifpodg atdpmv mov eAdupavoy avIiemAnTTikn aymyn, 6nwg to Lyrica, iyov

okéyelg TpoxAnong PAaPng N Bavatov otov eavtd Tove. Edv omoladnmote otiypn €xete
TOPOUOIEG OKEWYELS, ETIKOIVOVIOTE AUEGMG LLE TOV Y1OTPO GOG.
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. Otav to Lyrica Aaufdverar poali pe dAla pdppoka mov propel va mpokarEovy dLGKOIMATNTO
(6mwg Kamota 10N Tavcsimovev Eappakwy), ival mBavd va epeoavicBody YaoTpevVTEPIKE
mpofAruata (m.y. duokotMOTNTa, EVTEPO TTOL £XEL PPAEEL 1 TapaAdael). Evnuepmote tov
Y1Tpd coc £V ELPAVIGETE SVOKOIAOTNTA, W10iTEPQ EGV €1GTE EMPPETNG G€ ALTO TO TPOPAN QL.

. IIpwv wépete 00TO TO PAPLLOKO, Ba TPETEL VO, EVILEPDGETE TOV Y1ATPO GOC EAV EXETE 1GTOPIKO
OAKOOAIGLOD 1} OTOLCONTOTE KATAYPNONG 1 EEAPTNONG amd Pappaka. Mny mdpete
TEPLGGOTEPO PAPHOKO O aVTH TOV CaG EXEL GLVTAYOYPOPNOEL.

. "Exovv vdpéel avapopég oTasmy pe T xprion Tov Lyrica 1| cOvtopa PHETA T O10K0T TOV
Lyrica. Edv epgovicete omaopo, EXTIKOIVOVAOTE LUE TOV YIATPO GUG AUECMGE.

. "Exovv vtdpéer avapopég peimong g eYKEQUAKNG Aettovpyiag (eykeporondOela), o€ peptkoe
acBeveic mov Aappdvouvv Lyrica, dtav €xovv kot dAAeg mabnoels. Evnuepdote tov yiatpd cog
€0V €YETE 10TOPIKO OTOLAGONTOTE GOPAPNC LUTPIKNG KATAGTACTG, CULTEPIAUUPBAVOLEVIC TG
NTATIKNG 1] VEPPIKNS VOGOV.

Moo xar Eenpor

H acpdleia kon 1 amoteleocpatikdtnta o modid ko eprifovs (niikiog kbt tov 18 e1dv), dev Exet
TeKUNPLOOEL Kot GUVETMG 1) TPEYKAUTOAIVNOEY B TPEMEL VAL PN GLOTOLEITOL GE QVTNV TNV NAIKLOKY)
opada.

Alro @appoxa ko Lyrica

Evnuepdote 0V y10Tpo 1| TOV QOPUOKOTOW0 GOG £Gv TaipveTe, EXETE TPOGPATA TAPEL 1] LTOPEL VOl
ThpETE AALA QOPLLOKOL.

To Lyrica kot opiopéva dAha edappokxa propet va ennpedlovv 1o éva 10 dAro (aAinienidpaot). Otav
to Lyrica AapPavetor pali pe cuykekpipéva apuroka, UTopel va evioyDoeL TG avemBOunTeg
€VEPYELES, O1 OTOIEG TOPATPOVVTOL LE AVTA TO PAPLOKA, CUUTEPIAAUBOVOLEVIG TNG OVATVEVGTIKNG
avEMAPKELNS Kot TOV KORToc. O Babpog LaAns, vrvniiog Kot HELOUEVNG GVYKEVTPOONG, UTOpEl val
avénBel av to Lyrica Aapfdveral pe gAappaka Tov mepEyovy:

O&uk®dHVT - (XPNOLUOTOIEITOL O TAVGITOVO)
Aopoalendun - (ypnowomoteitar yuo v Bepameio Tov dryyovg)
AlkoOA

To Lyrica umopei va Aappdéveton pe amd 1oV GTOUOTOS OVTIGUAANTTIKAL.

To Lyrica pe 1po@ég, motd Kon owvémvevpa,
Ta xaydxio Lyrica pmopovv va Aappdvovot pe 1 xopig tpoen.

ZUVIoTATOL VO UV KOTOVOADVETE OAKOOA, evd AapPdvete Lyrica.

Kinon kot Onioopoc

To Lyrica dev mpémet vo Aapfdavetor Katd t Stdpkela g eyKbpoovvng 1 otav Onialete, ektdg edv o
YWTpOG Gag A dMoeL AAAEG 0dnyies. Ot yuvaikeg mov Bpickoviot 6€ avoamapay®ylkn NAtkia Tpémnet
va Aappévouy anoteAecpatikd PETpa avticVAANYNS. Edv gicbe éykvog 1 Onralete, vouilete 611
umopet va gicBe éyxvog 1 oxedialete va amoktiogte Todi, {ntiote T GLUPOLAY TOV YlaTpol 1 TOV
(POPLOKOTOLOD GOG TPOTOVD TAPETE AVTO TO PAPLLOKO.

0donynon Ko ye1piopég pnyavav
To Lyrica umopei va mpokarécetl oA, vvnAia Kot HEWUEVT] GUYKEVTPWOT. Agv Ba Tpémel va
odnynoete, va yeprobeite moldmAoka unyovipoata 1| va euTAakeite o e, mBavdg emkivovveg
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OpacTNPLOTNTES, £MG OTOL SOMGTDOCETE OV OVTO TO PAPLLOKO ETNPEALEL TNV IKOVITNTA GAG VoL
Ote&dyete aVTEC TIG OPACTNPLOTNTEC.

To Lyrica wepiéyel povovopuki Aaktoln

Av 0 yaTpog 00, oag EVNUEPMOE OTL £xeTe KATOL0 ducavelia 6€ OPIGUEVH GAKYOPO, EMKOIVOVIOTE
LE TOV Y1aTpd GOG TPLY TAPETE ALTO TO PAPLLOKO.

3. Ilog va mapere To Lyrica

[Tavtote va maipvete 10 PAPLOKO AVTO AVGTNPE GOUPOVA LE TIG 00N Yieg TOL YraTpo cag. Edv €yete
apeBories, pOTNGTE TOV Y1ATPO 1] TOV POPUAKOTOLO GOG.

O y1atpdc cag o amopacicel oo 066N elvat KATAAANAN Y100 £GOAC.
To Lyrica givan pévo yia ypfion amd Tov GTOUATOC.

Meprpepikog kot KeVTPIKOg vevpomadnTikos wovog, eminyia 1 Awatapayn I'evikevpévou
Ayyovg:

. Noa Aappdvete Tov apBpod tov koyokiov, cOLE®Va e TIG 001YiES TOL Y1oTpoV Gag.

. H d60m, n onoia €yel mpocoppootel og £0dig Kot TNV KOTAGTAGT 006, O KupaiveTo yevikd
petacd tov 150 mg kot towv 600 mg v nuépa.

. O y1atpdc cag Ba cag mel va Aappdavete To Lyrica gite dvo gite tpeig popéc v nuépa. [a v

epinton Ayng dVo eopés v Nuépa, va AapPdvete to Lyrica pia to mpoi kot pio to fpadv,
nepinov v 0o dpa kébe nuépa. I'a v mepintoon AMyng Tpelg popég v NuUEPa, va
Aappavete to Lyrica pia o mpoi, pia To amdysopa Kot pio to Bpadv, mepinov v ida dpa
KkéBe nuépa.

Edv &yete v evtdnwon 611 1 dpdon tov Lyrica givon eite vrepfolikd woyvpn gite vepfoiikd
acOevi|g, EVIEPADGTE TOV Y1ATPO 1| TOV POPLAKOTOLO GOG.

Av glote nAikiopévog acbevig (MAkiag dve tav 65 etdv), mpénetl va AopPdavete Kavovikd to Lyrica,
€KTOG KL av £XETE TPOPANLATA [LE TOVS VEQPOVG GOG.

O y10tpd¢ GOG UTOpEl VoL GAG GLVTOYOYPAPNCEL £VaL HLAPOPETIKO S0GOLOYIKO TPOYpaLLe KOUT 6o,
av €yete TPOPAN A [LE TOVG VEQPOVG GOG.

Noa katanivetre 1o kKaydkio oAOKANPO, LE VEPD.
Na cvveyilete va maipvete to Lyrica, péypt o ylotpog 6og va 6AG TEL VO TO GTOUOTNCETE.

Edv napete peyarvtepn 66on Lyrica amé tnv kavovik

Emwowvmvnote pe Tov yiutpo cog 1 Inyaivete auécms 6To TANGLEGTEPO VOGOKOUELD, GTN povada yia
ta eneiyovra meplotatikd. Na €xete poli 6og 1o Kovti 1 v Lain tov koyaxiov Lyrica. e
mepinT®on mov whpete peyoldtepn do6om Lyrica amd v kavoviky, elvar mBavov vo arcBavieite
vvnMa, cOyyvon, diéyepon N avnovyio. Exovv avaeepbel emiong eminnrikés kpiocelc.

Edv Egyaoete va mapete To Lyrica

Eivar onpovtkd vo Aapfavete to koo Lyrica taxtucd, v 1d1o opa kdbe nuépa. Eav Eexdoete va
mhpete pia doom, mdpte T PoAg To Buunbeite extodg dv TANGIALEL | DPA Yo TNV EMOUEVT OGN Z€
LTIV TNV TEPITTOGT), GLVEYIOTE KAVOVIKA e TNV EMOUEVT] 00GT. Mnv Ttdpete dutAn dOGN Y10 Vo
AVATANPAOCETE TN 006N TOL EEXAGATE.
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Edv otopoatiocere va maipvete 10 Lyrica

Mnv otapatioete T Ay tov Lyrica, ektog €dv 6dg To el 0 Y1otpdc cag. Av 1 Bepaneio cog
OTANATNOEL, 1 dtakomn Ba pémet va yivel fabaio, o ypovikd SLAGTNHA TOLAAYIGTOV

poG efoopadag.

Metd ) dtaKony pakpoypoviag 1 Bpayvypoviag Bepaneiog e Lyrica, mpénet va yvopilete 6Tt umopet
Vo EQLPAVICETE OPICUEVEC OvETIBVUNTEG EVEPYELeC. AVTEC mephapfdvouy duokoria atov Hrvo,
TOVOKEQAAO, VouTio, aicOnua dyyove, dappoto, CLUTTOUATO TOV OLOLALoVY UE aVTE TG YPITING,
OTACUOVC, VELPIKOTNTO, KATAOALYT, TOVO, £Q1dpmon Kot {AAN. AvTd To COUTTONOTO PToPEl val
ovuPovv mo cuyva 1 e peyaAvTePT coPapdtnrta edv AapPdavate Lyrica yia peyolbtepn ¥poviky
mepPiodo.

Edv éxete mep1ocOTEPEC EPOTNOELG GYETIKA LIE TN XPNION ALTOV TOV PUPHAKOV, POTACTE TOV YIUTPO 1
TOV (POPLOKOTOL) GO,

4. IBavéc avemBOuNTES EVEPYELES

Onwg 6ha ta pappaka, £T61 Kot avtd T0 PAPUOKO UTopel va TPOKAAEGEL avemBOUNTES EVEPYELES, OV
Kot 0gv Tapovotdoviol 6e OAOVS TOVG avOPMOTOVC.

oAV ovyvéc: pmopel va emnpedoovy TeprocodTepovg amd 1 otovg 10 avOpdmovg
Z6&\n, vvnida, TovokEPalog.
Yoyvés: pmopel va ennpedoovy £mg kot 1 atovg 10 avOpdmovg

e Avdnuévn open.

o Aiobnon eveopioc, cOyyLOT, ATOTPOGAVATOMGHOG, Helmon TG ceEovaiikng embupiog,
gvepediotdTTO.

. Awtopayn oty Tpocoyr|, adeSlOTNTa, ETNPEUCUEVT LVALT, ATOAELN LVAUNG, TPOUOG,

dvokoAia oty opAa, aicnon popunkioong, Lovdlaca, KATasToAn, Andapyog, admvia,

KOO, UN UGLOAOYIKY aicOnon.

Oapmn dpacn, SimAwmia.

TAvyyog, mpoPAnpata e TNV 1GOPPOTia, TTOCT).

Enpootopic, SUGKOIMOTNTO, ELETOG, LETEMPIGUOS, O1appola, VouTic, TPNEO TNV KOIAMA.

Avckolieg otnv oTooM).

[Ipr&wo tov cAONATOG, GLUTEPILAUPAVOLEVOY TOV AKPOV.

Atobnon pébng, un eucioroyikod Padiopa.

AvEnon copotikov Bapovg.

Mvikég Kpapumeg, mOvog oTig apOpdaoelc, Tovog ot péon (oopuaAyia), TOVog o€ GiKpo.

[HovéAarpoc.

Oy ovyvéc: pmopei va exnpedoovy £0g kat 1 otovg 100 avlpamovg

. Anorea dpeéng, ammAelo Bapovg, YounAd eninedo caxydpov ailaTos, VYNAQ exineda
GOKYAPOV OULOTOC
. Amonpocwnonoinom, avnovyia, KatdbAy, di€yeporn, SIUKLUAVOELS TG CLVALGONUOTIKNG

duabeomng, duokoiia avakAinong Aégewv, yevdaiobnoels, mapaseva Ovelpa, KpPIGELS TaviKoD,
andbero, embetikdTa, £Eapor cuvalctnuatiking Stabeong, EXNPEAGUEVT] OLOVONTIKY)|
KATAoTOOoT, OVCKOALN OTNV oKEYT, avénon ¢ ceEovaiikng embupiog, TpofAnpata pe ™
ceEovaiikn Aertovpyio, GLUTEPIAAUPAVOUEVIG TNG OVIKAVOTNTOS VO EMTUYETE GEEOVOAKO
opyacud, KoBuoTepNUEVT] EKCTEPLATION

. MetaBorég otnv 0pact, acLVNBELS KIVIIOELS TV HATU®OV, LETAPOAEC 6TV OpaoT),
copmepthapfavopévng g OpacTg KTl TNV omoia To avTIKeipeva gaivoviol cov Héso amod
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COANVO, AAUYELS POTOC, ATOTOWES KIVGELS (TVAYUATA), EAATTOON OVTAVAUKANCTIK®MV,
VIEPKIVNTIKOTNTA, (AN o€ dpBla BEan, evansOncia 6to dppa, anmAieila yehong, aicOnon
KaOGOV, TPOLOG KATA TNV Kivion, LEWdUEVT] GLVEIONON, aldAEL0 cuveidnong, Mmobuuia,
avénuévn evatstnoio oto BopvPo, aicOnua adiubeciog

EnpoeBoipia, Tpr&ipo pation, mévog oto pdti, eEacbevnuévn dpaoct, dakpHppota, epediodg
LOTIOD

Awotapoyéc kapolakod puuov, avénon kapdiakoh puOLoY, YoUNAR apTNPLOKT TEST), VYNAN
apTNPLOKN TTieoN, LETOPOAEG OTOV KAPOLOKO PLOLO, KOPIIOKY| OVETAPKELL

‘E€aym, e€ayelg

AvokoAia otnv avamvon, ENpotnta oTn POTI, PVIKY COULPOPNON

AvEnpévn mopaywyn oéAov, Kaovpa, LoHOLOGHO YOP® AT TO GTOO

Eopidopwon, e&avinua, piyn, mopetdg

Enavaloppavopeveg pikég cvondoels (Tik), Tpnéo apbpwongs, Hoikn dvekoyio, Tovog,
GUUTEPIAAUPAVOILEVOD TOV HDTKOV TTOVOL, TOVOC GTOV QUYEVA.

[T6vog Tov poactoh

AvckoAio otnv ovpnon 1N EndOLVN VPN T, AKPATELD OVPOV

Advvapia, diya, aicOnuo cuoeryéng tov Bdpaxo

MetooréC 6T AMOTEAEGLLOTO. OLLLOATOAOYIKMV KO NTATIKOV EEETAGE®V (ENUEVT
KPEUTIVOP®GPOKIVAGT OHLOTOC, CVENLEVT OUIVOTPOVGPEPACT TNG QAAVIVIG, aLENUEVN
OCTOPTIKN GULVOTPAVOQEPAOT), LEWOIEVOS aPOOC apomeTaAi®my, ovdeTepomevia, avENon otV
KpeoTivn aipatog, pHelmon 6To KAAo OipoTog)

YrepevaioOncia, tpnouévo mpdcmmo, payovpa, eEAvOn L, KaTappoT, alpoppoyio POTNG,
Pxos, poyxainto

Enddvvec Epunveg pvoeig

PoypdtnTo TV YEPLOV Kol TOIDV

Yravieg: pmopei va exnpedoovy £m¢ kat 1 atovg 1.000 avOpaomovg

Mn pvcroloyikn aicOnon dcepnong, 0pacT KATA TV 0TToin T OVTIKEILEVO QaivovTal
TOAAVTELOUEVA, AALOIOUEVT AVTIAN YN TOL BABOVG, OTTTIKY PMTEWVOTNTA, ATMOAELL OPACTG
AteoTaApEVEC KOPES, AAANDDPIGLLL.

Kpvog 1dpatag, cueelyktikd aicOnuo Aatplov, Tpnouévn YAOGGH.

DAeyLOVH GTO TAYKPEQS.

AvcKoAio oTNV KATATOGN.

Apyn M Hel@pEVT Kivion TOL GOUOTOC.

Avckoiio otnv opbn ypoon.

AvEnpévo vypd oty KotAd.

Yyp6 GTOVG TVEVLOVEG,

Xrocpot.

Meraforéc oto niektpokapdioypdonua (HKI), mov avrictotyovv pe dtotopayéc Tov
KapdloKoy puOuov.

Mvikn kdK®on).

"‘Exxpion paotol, un euotoAoyikn ovénon naotov, avartuén LacTdv 6Toug Avoped.
Awokomtdpeveg Epunveg pOGELC.

Neoppikn averdpkela, LELOUEVOG OYKOG 00p®V, KATOKPATNGT] OVP®V.

Meiwon otov aplfud AevKoKVTTAP®V.

Avappootn cuumeplpopd.

AMepYIKES avTIOPAGELS (oL Umopel va TepAaUPavovy SueKOAMN TNV AVATVOT], GAEYLOV] GTA
uatia (kepatitida) Kot pie coPapr deppatikn avtidpacn mov yopaktnpiletor amd eEavOnua,
QOVOKAAEG, EEPAOVIIGLO, TOV JEPUATOG KOL TTOVO).

‘Tktepog (KITpivio o TOV OEPUOTOG KOl TV UATIDV).
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ITold omavieg: propel va emnpedoovy g kot 1 otovg 10.000 avOpaomovg

. Hrotwn avendpxeto.
. Hrnotitida (eAeypovi tov Hrotog).

Av gppaviedel Tpi&ipo 670 TPOGMOTO GUC N 6T YAMGGO 6OG 1] EGV TO OEPLO. GOS KOKKIVIGEL Kl
apyiocel va pyaler govokdireg 1] vo Egprovdiler, mpémer va avalnTioETE GUECHOS LOTPLKN
ovpufovin.

Oplopéveg avemBounteg evépyeleg, OTmG 1 LITVNALQ, uropel va givol o ouyvEg, YTl ot acBeveic pe
PAGPN Tov votiaiov puelod pmopel va Aappdvouy kol Ao edpuoka yio Ty Oepamreia,
mopadelyLatog xéptv, Tov TOVOL 1 TNG CTUCTIKOTNTOC, TO OTTOi0l £XOVV TOPOLOLES AVETIOVUNTEG
EVEPYELEC LLE TNV TPEYKAUTOATVIIKOL 1] GOBOPOTNTO OVTMV TOV AVETIOOUNTOV EVEPYELDV UTOPEL VO
ovénbel dtav Aappdvovror pali.

Edv mapatnpnioete Kamota avemiBountn evEpyeLo, EVNUEPDOOTE TOV YIATPO 1| TOV QOPUOKOTOLO GOC.
Av1d 1oy0et Kot Yo KaOe Thovn avemBOuN T eVEPYELL TTOL OEV OVOPEPETOL GTO TTAPOV VAL

00N YLdV YpNOMGS.
Ava@opd avemBOunTOv gvepyel@v
Ed&v mapomnpricete Kamowo avemBountr evEPyeL, EVIUEPDOTE TOV YIATPO N TOV POPLOKOTOLO GUGC.

Av1d 1oy0et Kot Yo KaOe Thovn avemBOuNTn VEPYELN TTOL OEV OVOPEPETUL GTO TTAPOV VAL
odnyldv ypnons. Mropeite eniong va avagépete avemBounteg evépyeleg amevbeiog, pécm:

EM\ado Kvbmpog

EBvikdc Opyoviopog @oppdxmv DoppokevTIkég Ynpeoieg
Meooyeiwv 284 Ymovpyeio Yyeiog

GR-15562 Xolapyog, ABnva CY-1475 Asvkooia

TnA: +30 21 32040380/337 ®ag: + 357 22608649

Dog: +30 21 06549585 Iotétomog: www.moh.gov.cy/phs.

Iototomog: http://www.eof.gr

Méom ¢ avoaeopds avemBOUNTOV EVEPYELOV UTopeite va, fonBNceTe 6T GLALOYN TEPIOTOTEPMOV
TANPOPOPLOV CYETIKA LE TNV AGPAAELN TOV TOPOVTOS POPUAKOV.

5. Iog va guidooetor To Lyrica

To pdppako avtd TPEnel va QLAAGCCETOL G PEPT TTOV OeV TO PAETOLV Kol dEV TO POAVOLY Ta TALSIAL.

Na pn ypnoiponoteite avtd T0 PAPLOKO LETA TNV NUEPOUN ViR ANENG TOV OVUPEPETAL GTO KOVTI 1) OTN
o1aAn. H nuepounvia Aqéng elvar | tekevtaio nuépa Tov Piva Tov avaeEpeTot EKEL.

Agv vrdpyovv g101kég 0dnyieg daTPNONS Y10 TO PAPLAKO AVTO.

Mnv eTdte EAPLOKA GTO VEPO TNG AMOYETEVOTG 1] 6T GKOVTIOW. P@TH0oTE TOV QOppaKoTOld Gag yia
TO TAOG VoL TETAEETE T PAPLLOKO TTOV dgV Ypnoiponoteite mo. Avtd ta pétpa Bo fondncovy oty
TPOoTOGio TOV TEPPAAAOVTOC.

6. Iepreybpevo TS cvokevaciog Kol Aoutég TANpoPopieg

Ty mepréyer To Lyrica
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http://www.eof.gr/
http://www.moh.gov.cy/phs

H 6paotikn ovsia givor ) mpeykapmarivn. Kabe oxdinpd kaydkio mepiéyetl 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg 1 300 mg wpeyKoumaAivn.

Ta dAha cvotatikd sivat: povoddpikn Aaktoln, auvio apafoacitov, TaAKNG, (elativn, d10&eidio Tov
Titaviov (E171), AaovporoBetikd vatpro, 610&€id10 Tov TupLTiov KOALOEES, LODPO HeAdVL (TO omoio
mEPLEYEL KOUUED AAKKOG, LEAOY 0EEIO10 ToL G1dMpov (E172), mpomuAevoyAvukoAn, vOpoeidio Tov
KaAiov) kot HOwp.

Ta xaydxia tov 75 mg, 100 mg, 200 mg, 225 mg kot tov 300 mg, mepiéyovv emiong epvBpod o&eidio
Tov odnpov (E172).

Epe@avion tov Lyrica Kol wepiey61evo Tns 6VOKELUGIOG

25 mg kaydxio A€VKOV YPOUATOG CKANPE KOWAKLOL, TOV PEPOVY TNV ETICTLAVOT
“Pfizer” oto kamdki kot “PGN 25” 610 copa

50 mg Kaydxio A€VKOV YPOUATOG CKANPE KOWAKLOL, TOV PEPOVY TNV ETICTUAVOT)
“Pfizer” oto kamdkt kot “PGN 50 oto copo. To codpa tov Koyoakiov
emonuaivetal pe pio povpn Ampida

75 mg Kaydxio A€VKOV KOl TOPTOKOAAL YPOUATOC GKANPE KOWYAKLA, TTOL PEPOLY TNV
emonuaven “Pfizer” oto kamakt kot “PGN 75 610 oo

100 mg ko axKio [ToptokaAl xp®UATOG CKANPE KOWYAKLOL, TOV GEPOVY TNV ETICHLUAVOT
“Pfizer” oto kamdki kot “PGN 100” 610 cmpa

150 mg ko axKio A€VKOV YPOUATOG CKANPE KOWAKLOL, TOV PEPOVY TNV ETICTUAVOT)
“Pfizer” oto kamdki kot “PGN 150” 610 cmpa

200 mg Koy Ko AVO1KTOO TOPTOKOM YPDOUOTOG CKANPE KO EAKLOL, TTOV GEPOVY TNV
emonuaven “Pfizer” oto kamdkt kot “PGN 200” 610 cmpa

225 mg Koy aKio, A€VuKOV KOl AVOIKTOU TOPTOKOAL YPOUATOC CKANPE KOWYAKLA, TTOL PEPOVY
v emonuavon “Pfizer” oto kamdki ko “PGN 225” 610 cmpa

300 mg Koy Ko A€VKOV KOl TOPTOKAAL YPOUATOC GKANPEA KOWYAKLA, TTOL PEPOLY TNV
emonuaven “Pfizer” oto kamdkt kot “PGN 300” 610 cmpa

To Lyrica dwotifeton o€ oytd peyédn ocvoxevaciog and PVC pe omicHio kdAvppo amd aAovpivio: pio
ovokevacio Tov 14 kayoakiov mov teptéyet 1 tawvia koyéing (blister), pio cvokevacia Tov

21 kayaxiov mov mepiéyet 1 tawvia kuyéing (blister), pio cvokevacio Tov 56 Koyakiov Tov TepiEyel
4 tovieg koyéing (blister), pio cvokevacio twv 70 koyokiov Tov TEPLEXEL 5 TOVIEC KOYEANC
(blister), pia cvokevacio v 84 kKayaxiov mov mepiéyel 4 toaviec koyéAng (blister), pio cuokevascio
tov 100 kayaxiov tov mepiéyet 10 Tavieg koyéing (blister), pio cvokevacio tov 112 (2 x 56)
kayoakiov ko pic cvokevacio Tov 100 x 1 kayakiov og ddtpntes kuyéleg (blisters), povadmv
doong.

EmumAéov, 10 Lyrica dwatiBetar oe grain moivaibvieviov vyning mokvomrag (HDPE) mov mepiéyet
200 xoydxia, yuo TG TEPLEKTIKOTNTES TV 25 mg, 75 mg, 150 mg kot 300 mg.

Mmropet va pn kukAo@opohv OAEG Ol GLOKELOGIES.
Kéroyog dociac kukhopopiog Ko Tapay@yog

Karoyog Aderog Kvuihopopiag:
Pfizer Limited, Sandwich, Kent, CT13 9NJ, Hvouévo Baciieto.

Iopaymydc:
Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg,

I'eppavia.

[No omoladnmote TANpoopia oYeTIKA Le TO TAPHV PAPUAKEVTIKO TPOIdV, Tapakaieiche va
angvBuvheite 61OV TOTIKO AVTITPOCHOTO TOL KATOYOL TNG AdENG KVKAOPOpiag:
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Belgié/Belgique/Belgien
Pfizer S.A. /N.V.
Tél/Tel: +32 (0)2 554 62 11

bbarapus
[aitzep JlrokcemOypr CAPJI, Kinon bearapust
Tem.: +359 2 970 4333

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

Danmark
Pfizer ApS
TIf: +45 44 20 11 00

Deutschland
Pfizer Pharma PFE GmbH
Tel: +49 (0)800 8535555

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

E\LGda
Pfizer EAAAY 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: + 38513908 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 Italia S.r.1.
Tel: +39 06 33 18 21

Kvbmpog

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +3705 2514000

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

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

Malta
V.J. Salomone Pharma Ltd.
Tel : 4356 21220174

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

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

Slovenija

Pfizer Luxembourg SARL,

Pfizer, podruznica 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
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Pfizer EAAAY A.E. (CYPRUS BRANCH) Pfizer AB

TnA: +357 22 817690 Tel: +46 (0)8 550 520 00
Latvija United Kingdom

Pfizer Luxembourg SARL filiale Latvija Pfizer Limited

Tel: +371 670 35 775 Tel: +44 (0)1304 616161

To wapdv OAA0 00N IOV Yp1ioNS avaBepOnke Yo TELEVTOIO POopd Tov: 11/2017

Aentopepn TANpo@oplokd ototyeia yio 1o TPoiov avtd givorl SIBEGILN GTOV OIKTLOKO TOTO TOL
Evponaikod Opyaviopod Gapudkov: http:// www.ema.europa.eu.
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@VYAro oonYLOV 1 piong: IIAnpoeopics yia Tov ypiiotn

Lyrica 20 mg/ml wooipo didivpa
Hpeykapmaiivn

AW PaoTE TPOGEKTIKE OLOKANPO TO PVAAO 00N VIOV YP1ONG TPOTOV UPYIGETE VU TAIPVETE AVTO TO
PapROKOo, O10TL TEPLAOUPAVEL GNUAVTIKES TANPOPOPIES VIO GOC.

- DvAGETE VT TO EUAAO 0dNYLDVY Yprong. Towg ypelaotel va to dafdcete Eovd.

- Edv éxete toydv mepattépm amopiec, poTHOTE TOV YIOTPO 1] TOV QUPLLOKOTOO GG,

- H ovvtayn yuo avto to edppoako yopnynonkKe amokAEloTIKA Yo o0c. AgV TPEMEL VO SMOETE TO
@apuoko og dAlovc. Mropel va tovg mpokarécel PAAPT, koo Kot dTav o onpeio g
acBéveldg toug elvar id1a pe ta dikd cog.

- Edv mapatnpnioete Kamoto avemiBountn evépyeld, EVLEPDGTE TOV Y1ATPO 1} TOV PUPUAKOTOLO
cag. Avtd oydet kot yio kaOe mhavr avemBounTn evépyeio Tov dev OVAPEPETAL GTO TAPOV
@OALO 00N Y1V Xpnoms. BAéme mopdypago 4.

T mepréyer 1o Tapdv UALO 00N YLOV

Tt etvon o Lyrica kou oo etvon n xpromn tov

T mpéner va yvaopilete mpotov mapete 10 Lyrica

[log va mépete to Lyrica

[TBavéc avemBounteg evépyeteg

IIog va purhdoceton To Lyrica

[Tepieyduevo g cuokevaciog kot Aoutég TANpoPopieg

SIS

1. Th eivar To Lyrica kou wova givar ) ypfon tov

To Lyrica aviikel 6€ pio opdda popraKkoy Tov ¥pnoiorolovvot yia ) Oepaneio g emAnyiog, tov
vevporabntuco mdvov Kot e Awatapayns ['evikevpévov Ayyovg (AI'A), og eviAikec.

Mepreepikog kor KevTpikog vevpomadntikds movog: To Lyrica ypnoomoteitan yuo ) Oepoaneio Tov
OVoL poKpdG dbipkelag Tov oeiketor oe PAAPN TV vebpav. Tepipepikdg vevpomabnticodg movog
umopel va mpokAndel amd drbpopeg acBéveiec, Omwg o daPnng M o épmng Lwotpoc. H aicbnon tov
évov pnopet va meprypagel cav aicOnpa {Eotng, kaboov, Evtovov oPIEiRaToc, TVAYIATOG,
poyoptds, GovPAldc, KpApmog, Tovon, HupUNKiaons, LOVSIEGUATOC, TOUTNUATOV b KAPPITeES Kot
Beloveg. O meprpepcdsg Kot KEVIPIKOS VELPOTAONTIKOC THVOG UTopEl Mo G VoL GUGYETICTOVV e
arhayéc duabeomng, datapoyés HTvov, KOTWG (KovPaoT) Kol UTOPEl Vo EMNPEACOVY TNV QLGIKT Kol
KOW®VIKT AEITOLPYIKOTNTA, KOOMG KOl TNV GLVOAKY| TOLOTNTA MG,

Emimyia: To Lyrica ypnoyomoteitar yio ) Oepomeio piog cuyKekplpévng Lopeng eminyiog
(eoTioég emAnmTikég KPIoELS e 1) YOPIG SEVLTEPOYEVT YEVIKEVON-ETANTTIKES KPIGELG TOL EEKIVOUV GE
pio GUYKEKPLUEVT TTEPLOYT TOL EYKEPALOV), 6€ eviAKec. O yiatpog oag o 6ag GuVTAYOYPAPTCEL TO
Lyrica yia tn Ogpamneia tng eminyiag, dtav 1 aymyn mov akolovbeite onpepa dev eAéyyel TNV
Katdotoon cog. Oa mpénel va AopPavete to Lyrica emmAéov tng aymyng mov akoAovBeite orjuepa.
To Lyrica dev mpoopiletar yio va ypnoiponoteital povo tov, oAld Ba tpémet Tavia va
YPNOOTOLElTOL GE GLVOLOCUO PE AAAN avTiemANTTIKY Bepamneia.

Awrapayn Fevikeopévov Ayyovg: To Lyrica ypnoyomoteitan yuo ) Bepomeio g Aratopoyig
I'evikevpévov Ayyovg (AI'A). Ta copntdpata g AIA givon Tapatetopévo veepPoicd dyyog Kot
avnovyia, mov givar duckoro va ereyyBel. H A'A umopel emiong va mpoKalésel veupikoTnTa. 1
aioOnua évtovng topoayng 1 oOPov anmAelag eAEyyov, aicOnua e0KoAng kénwong (Kobpaong),
dvokoAio ot cLYKEVTp®ON 1 aicOnua adeldoaTog TOL HLaAoV, aicOnua evepefioTOTNTOC, LLTKY
Tdon 1 dlatapoyn Tov HITVOV. AVTA SLUPEPOLV OO TO GTPES KOL TNV VIEPEVTACT] TNG KaONUEPIVIG
Conig.
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2. Tvpémer va yvopilete apwy vo wapete 10 Lyrica

Mnyv wapete to Lyrica:
e mepInTwon oALEPYIOG OTNV TPEYKAUTOAIVI 1] GE OTOL0ONTOTE GVOTUTIKO OO TOL GVGTATIKA AVTOV
TOL QOPUAKOV (AVOPEPOVTOL GTHV TOPEYPUPO 6).

IIpogidomouoeig Kol TpoPuAGEELS
AmevBuvBeite otov yoTpd M ToV QapLOKOTold Gog TpoTol Tapete to Lyrica.

. Opiopévot acBeveig mov AapBdvovy Lyrica £x0vv ova@EPEL CUUTTOUOTO TOV VITOSNADVOLY
OAAEPYIKN avTiOpaon. AvTd To cVUTTOUOTE TEPIAAUBEVoVY oidnua (TPNELo) 6To TPOSHOTO,
ota yelln, otn YAdooo Kol 6To Aapod, kabdg kot didyvto eavOnua oto dépua. Edav
TOPOVGLACETE KATOW OO AVTES TIG AVTIOPACELS, B0l TPETEL VO EMIKOIVMVI|GETE OUEGMG LUE TOV
YwTpd GOG.

. To Lyrica éyel cvoyetiotel pe CoAn Kot vvniio, mov pmopel va avénoovy v mbavotnta
TPOVUATIGHOV atd aTtuNU (TTMoT) o NMKIpUEVOVS acBevels. g ek TovToL, TPéMeL va gloTe
TPooeKTIKOL, Léxpt va cuvnBicete onoladnmote avtidpacn Uropel va £YETE GTO PAPLAKO.

. To Lyrica pmopel va tpokarécet Bapmn dpacn 1 andAeia g Opaong 1 dAheg peTaforég otnv
OpOoT, Ol TEPLGGOTEPES OO TIC OTO1ES £ival TPOGMPIVES. Oa TPEMEL VAL EVILEPDGETE APUEGDG
oV Y10Tpd GaG, EAV TAPOVGLAGETE OMOLONTOTE LETAPOAN GTNV OPACY| GOC.

. Kamowot drapntikoi acBeveig, mov maipvovv Pépog, evoocw Aappdvovv mpeykapmaiivn, propet
Vo (PELGTOVY OAANYT] GTA AVTOOPNTIKA APLLOKE TOVG.

. Opiopéveg avemBounteg evépyeleg, Onmg 1 vvnAla, propet va givon o cvyvés, yloti ot
acBeveig pe PAEPN Tov votiaiov puedov pumopel va Aappdvouy kot GAAL @apLaKe Yio TV
Bepaneia, Tapadeiyparog xdptv, ToOL TOVOL 1| TNG GTACTIKOTNTAS, TO. OTTOi0 £XOVV TAPOHOLES
avemBouNTeg EVEPYELEG LE TNV TTPEYKAUTAAIVIKAL 1] cOPopdTNTA CVTAV TOV aVETBOUNTOV
gvepyeldv pmopel va avénbet 6tav Aappdvovron poli.

. "Exovv vdpéel avapopéc KapdloKng ovenTapKeLag 6e optopévoug acbeveic mov Adpfovay to
Lyrica. Avtoi ot acBeveig rav kupiog nikiopévol, pe Kapdayyelokd tpofAruata. Ipw va
AéPete a0TO TO PAPRAKO TPEMEL VO EVI|LEPDGETE TOV YLATPO GG EAV £YETE LOTOPLKO
KOopOwKiG madnonc.

o "Exovv vrdpéet avapopic veQpIKng avempKeLag 6€ 0ploLévovg acBeveic mov Adpupavay to
Lyrica. Edv mopatnpnoete peiowon oty ovpnon, eved Aappdvete 1o Lyrica, Oa mpémetl va
EVNUEPADGETE TOV YLOTPO GOC, KAOMG 1) O10KOTT TOV PAPUAKOL Umopel vor To PEATIOCEL QVTO.

o "Evag pikpdg apifpodg atdpmv mov ehdufavoy aviiemAnttikn aymyn, 6nog to Lyrica, iyov
okéyelg Tpoxinong PAaPNg N Bavatov otov eavtd Tove. Edv omoladnmote otiypn €xete
TOPOUOIEG OKEWYELS, EMIKOIVOVIOTE AUEGMG LLE TOV Y1OTPO GOG.

. Ortav 1o Lyrica Aappdvetor poli pe GAlo appoKa Tov Pnopel vo TpokaAésouy SOVGKOIALOTN T
(6nw¢ kamowa €101 Tavcintovov papudkav), etvar mbavo va epeovicBodv yaoTpevtepKd
mpofAnpata (1. SLGKOIALOTNTA, £VIEPO OV £XEL PPAeL N Tapaivcel). Eviuepdote tov
YTpd GOG €4V REOVIGETE OLGKOIALOTNTA, Wiaitepa £GV €l0TE EMPPENNG GE ALTO TO TPOPAN L.

. [Ipwv wéipete avtd 10 PapLOKO, O TPEMEL VAL EVIUEPDGETE TOV YIATPO GOG EAV EYETE 1GTOPIKO
OAKOOMG OV 1] OTOLGONTOTE KATAYPNONG 1 ££ApTNONG and eappaka. Mnv mhpete

TEPLGGOTEPO PAPLLOKO amd OVTO TOV GOG £XEL GVVTAYOYPaPNOel.
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. "Exovv vdpéel avapopéc oTacpumy pe T xprion Tov Lyrica 1| cOvtopa PLETA T O10K0T TOV
Lyrica. EQv eppavicete 6noco, EMKOWVOVIOTE LLE TOV YIUTPO GO AUECOC.

. "Exovv vtdpéer avapopés pelmong g eYKEQUAKNG Aettovpyiag (eykeporondOela), o€ peptkoe
aoBeveic mov AapPavovv Lyrica, dtav éxovv kot dAAeg Tabnoels. Evnuepdote tov yiatpd cog
€0V €YETE 1GTOPIKO OTOLOGONTOTE GOPAPTC LUTPIKNG KATAGTACTG, CULTEPIAUUPBAVOLEVIC TG
NTATIKNAG 1] VEQPIKNG VOGOUL.

oo ko Eenpor

H acedieio kot 1 arotedecpatikdtnTo o€ Tondld kot epnPovg (nikiog kdto twv 18 etdv), dev &yt
TEKUNPLWOEl KOl cLVETMG 1) TPEYKOUTAAIVIOEY Oa TPEMEL VAL XPNGUYLOTOLEITOL GE QLTHY TNV NALKIOKN
oudoa.

Alro @appoxa kor Lyrica

Evnuepdote 0V y10Tpo 1 TOV QOPUOKOTOW GOG £6vV TaipveTe, EeTe TPOGPATA TAPEL 1] LTOPEL VoL
TAPETE QAL PAPLLAKAL.

To Lyrica kot opiopéva dAha edappaka propet va exnpedlovv 1o éva 10 dAro (aAinienidpaon). Otav
to Lyrica AapPaveror pali pe cuykekpipévo approka, LrTopel va evioyOoet TG avemBOunTeg
EVEPYELES, Ol OTOIEG TOPATNPOVVTOL E AVTA TO PAPHLOKA, CUUTEPIAAUBOVOLEVNS TG OVOTVEVGTIKNG
aveMAPKELOS Kot TOV KORoToc. O Babuog LaAne, vrvniiog Kot HELOUEVNG GUYKEVTPOONG, UTOpPEl val
avéndel av to Lyrica AapPdvetal pe gAppaKa Tov mepEyouy:

O&uk®dHVT - (XPNOLUOTOIEITOL O TAVGITOVO)
Aopalembpn - (ypnowomoteitan yuo v Bepomeio Tov dryyovg)
AAKOOA

To Lyrica pmopel va Aappdéveton e amd T0V GTOUOTOS OVTIGUAANTTIKAL.

To Lyrica pe 1po@ég, ToTd Kou owvémvevpa,
To Lyrica umopel va Aappdéveton pe 1 yopic tpon.

2UVIOTATOL VO UV KOTOVOADVETE OAKOOA, evd AapPdavete Lyrica.

Kinon kot Onioopoc

To Lyrica dev mpénet vo Aapfavetor Katd T StdpKeLa TG €YKLHooUVNG 1 0Tav OnAdalete, extdg ebv o
YWTpOG Gag A dMoeL AAAeg 0dnyies. Ot yuvaikeg mov Ppickoviot 6€ avoamapay®yLkn NAKia Tpémnet
va Aappévouy anoteAespatikd HETpa avticVAANYNS. Edv gioBe €yivog 1 Onialete, vouilete 6TL
umopel va gicBe éyxvog N oxedialete va amoktioete moudi, (ntiote 1 GVUPOLAY| TOV YlaTpoL 1 TOV
(OPLOKOTOLOD GOG TPOTOV TAPETE AVTO TO PAPLLOKO.

0onynon kKo ye1plopég pnyavav

To Lyrica pmopel va tpokarécetl (oA, vavnAia Kot HE@UEVT] GUYKEVTPWOT). Agv Ba Ttpémel va

00N yNoeTe, va yeptobeite moddmAoKa punyovipata 1| va eumAakeite o e, mBavadg emkivovveg
dpaoTNPLOTNTES, £0G OTOV JAMGTOCETE AV AVTO TO PAPHLOKO EXNPEALEL TNV IKOVOTNTA GOG VL
Sedryete aVTEG TIC OPACTNPLOTNTEC.

To Lyrica wepiéyel

To Lyrica mootipo didvpa mepiéyet mapaidposuPevioikd pebviestépa (E218) ko
mapaddpo&vPevioikon o&éog mporviestépa (E216), mov umopel va mpokarésovy aAAepYIKES
avtdpdoels (mbavag kabvotepnuéva).

To Lyrica mootpo didvpa mepiéyet pikpég mocdtreg atbovoins (aAkool), kdtw ard 100 mg/ml.
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3. Ilog va wapete 10 Lyrica

ITavtote va moipveTe T0 PAPUAKO ALTO OVOTNPE COLP®VA LE TIG 00NYieg TOL YroTpoL cug. Edv &xete
apEIPOMES, pOTAOTE TOV YLOTPO 1] TOV PUPLOKOTOLO GOG.

O ywTpog cog Ba amopacicet Toto SO0 ivar KATAAANAN Yo GGG,

IepLpepkos Kol KEVTPIKOS VELPOTAONTIKOS TOVOC, eruinyio 1 Awatapayn I'evikeopévov
Ayyovg:

. Noa Aapfdavete to didAvpa, GOUEMOVO LE TIC 00NYIES TOV YIATPOD COC.

. H 660m, ) onoia €xel mpocapootel o€ £6dG Kot TV KOTAGTOOT 00C, B0 KOPOTvETOL YEVIKA
peto&y tov 150 mg (7,5 ml) kot tov 600 mg (30 ml) v nuépa.

. O ywTpog cog Ba cag met va AapPdvete o Lyrica gite dvo, gite Tpelc popég v nuépa. I'a v

mePimTOoN AMYNG 000 Qopsg TV NUéEPa, va, Aappdvete to Lyrica pio to mpwi kat pia to pdov,
mePimov TNV 1010 dpa kdbe Nuépa. I'lo TV TEPimTOoN AMYNG TPELS POPES TNV NUEPO, VO,
AapPavete to Lyrica pio to wpowi, pia o amdysvpa Kot pio To Bpddv, tepimtov v idto dpa
K&Be nuépa.

Edv éxete v evidomwoon 6t 1 dpdon tov Lyrica givat eite vepfolikd ioyvpn ite vepfoiikd
acBevig, EVNUEPDGTE TOV Y1ATPO 1) TOV POPLOKOTOLD GOG.

Av glote nAikiopévog acbevig (MAkiag dve tav 65 etdv), mpénetl va AopfPavete Kavovikd to Lyrica,
eKTOC KL av £XETE TPOPANLATA [LE TOVS VEQPOVG GOG.

O y10tpd¢ c0oG UTopel vaL GAS GLVTOYOYPAPNGEL £VaL OLAPOPETIKO S0GOLOYIKO TPAYPALLL KOUT SO0,
av &yete TPOPANLA LE TOVG VEQPPOVS GOC.

Na cvveyilete va maipvete to Lyrica, péyxpt o ylotpog 6og va oG TEL VoL TO GTAUOTNGETE.
Xopnynon:

Odnylec ypnong

To Lyrica etvat pdvo yia xpnon amd 10V GTOLATOG.

1. Avoi&te ) euadn: [Tiéote mTpog Ta KAT® TO IO Kot YOPIoTE OvVTIoTPOPO Ao TN POPE TV
dekT®dV 10V poroylov (Euova 1).

2. I'a v TpayTy ypion pévo: ‘Evag Ipocappoyéag cvpryyag mov tonobeteiton 6N OLIAN,
Swtifeton poli pe ™ odpryya ya xpnomn omd Tov 6TéUaToS. AVTo gival To e£0pTNUA, TOV
€104YETOL GTO GTOLLO TNG PLAANG KOl KAVEL EVKOAOTEPT] TV OVOPPOPTOT|] TOV SLOADUOTOC LE TN
oupLyya yo xprion amd tov otopatoc. Edv o Ilpocappoyéag cOpryyas dev etvar 1on ot 0éon
Tov, Pydite Tov [lpocappoyéa cOptyyas Kat T GUPLYYa Yo ¥p1on amd TOV GTOUNTOS 0o TO
mAooTkO TepttoAtypo. ‘Eyovtag mn ¢uidn tave e eninedn emeavel, E164yeTe TOV
[Ipocappoyéa cUPLyYaS 6TO GTOULO TG PLIANG, SLOTNPAOVTAS TNV EMITET EXLPAVELL TOV
[Ipocappoyéa cupryyag mpog ta endvem kot méfovtdg tov (Ewdva 2)

3. [Tiéote T0 €pPoro TG GVPLY YOG LEYPL TO TEPLLA TOV KVAIVOPOL (TTPOG TO KATM UEPOS TNG
ovpryyas/phyyxog), dote va Pyet o aépag. TonoBemote T cvpryya otov Ilpocappoyéa cvpryyag
LEe o eAappmg meptotpo@ikt| kivnon (Ewodva 3).

4, Avamnodoyvpiote ) OéAn (L ™ cOplyya Tomobenuévn) Kot yepiote ) cOptyya Le Stddvpa,

tpafavrag to EUPoro g Tpog T KaTe, aKpPdS petd to onueio dSafaduong e cVPLYYoS,
OV OVTIGTOLXEL GTNV TOGOTNTA GE YIAMOGTA ToL Altpov (ml), Tnv omoia cag £xEl GLGTNGEL O
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yiatpdg oag (Ewova 4). Apapéate Tig puoaiideg amod T cvpryya, mélovtog to ERPoAo mpog Ta
TV, oKpP®OG 010 KatdAAnAo onpeio dtafddong e ovpryyag.

T'vpiote ™ QLaAn o€ 6pOia Bom, e T oVptyya va Bpicketan akopa péca otov I[pocapuoyéa
ovpryyag/eidan (Ewova 5).

Amopoxpovete ) cvpryya and ™ erain/IIpocappoyéa coupryyog (Ewova 6).

Aderdote 10 mEPLEXOEVO TNG oVpLyyas amevBeiag oto otdpa, mélovtog 1o EuPoro péxpt 1o
Tépua Tov KuAivdpov g cvpryyag (Ewkdva 7).

Inpeioon: Ta frjpata 4-7 propel va xpelaotel va exovolneBovv puéypt Kot Tpes popéc, MoTE
va AaPete ) cvvoiikn doon (Ilivaxag 1).

[To mapddetypa, pia door tov 150 mg (7,5 ml) aroitel dVo avappoenoelg amd T eLaAn,
TPOKEWEVOL VL AMAPETE T1 GLVOALKT dOGT. XPNGUOTOLDVTAG Tr GUPLYYO Yo ¥P1GT od TOV
o1opaToS, TpaPnéte mpdTa S ml and T ELIAN Kot AOEAGTE TO TEPLEYOUEVO TNG CLPLYYOS
angvbeiog péca 6To GTOUA KOl LETA EavayepioTe TN cVPLYYa Yo XP1OT OO TOL GTOUATOG LLE
2,5 ml Kot 00€1d6TE TO VWOAOUTO TEPLEXOLEVO TNG GUPLYYOG LEGH GTO GTOUA. |

EemAbvete T ovpLyya, Tpafdviog vepo péca atn cvptyya Kot mélovtag to ERPOoAo NG
GUPLYYOG LEYPL TO KAT® PEPOG TOL KLALVOPOL TNG GVPLYYS, TOLAAYIGTOV TPELS Popés (Ewdva

8).

Enavatonobetiote 1o mdpa 6t eLdAn (apnvovrag tov [lpocappoyéa copryyog ot B€om tov
670 6TOU10 NG PLAANS) (Ekova 9).

%1 1

Ewova 1 Ewova 2

oF

Ewoéva 4 Ewova 5 Ewova 6
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VL %

Ewova 7

Ewova 8

Ewova 9

ivaxag 1. ApOpOS avappoPoe®v P T1 ZOPLyya yio yp1jo1 ano Tov 6TOPATOS, Y10, T1)
Xopnynon g Xvvrayoypa@ovuevig Adong tov Lyrica

Aéon YVvoMKOg Ipot AgdTtepn Tpit
Lyrica (mg) ‘Oykog avappoenon avappéonon avappéonon
AwAvporog (ml) | ovpryyog (ml) ovpryyog (ml) oVpryyog (ml)
25 1,25 1,25 Agv omonteiton Agv omotteiton
50 2,5 2,5 Agv omonteiton Agv omotteiton
75 3,75 3,75 Agv omonteiton Agv omotteiton
100 5 5 Agev amouteiton Agv amouteitan
150 7.5 5 2,5 Agv omotteiton
200 10 5 5 Agv amouteitan
225 11,25 5 5 1,25
300 15 5 5 5

Eav mapete peyorvtepn 66on Lyrica amwd Tnv kavoviki

Enikowvmviote e Tov y10Tpd Gog 1 TYAivVETE AUECHOE GTO TANGLEGTEPO VOCOKOUELD, GT1 LOVAdA Y10
Ta, emelyovto meplotatikd. Na €xete pali cog to kovti 1 TV eLdAn Tov 1OV daAvuatog Lyrica.
e mepInTwon mov TApETE PeyaAvTep 600on Lyrica and v kovovikn, eivatl mbavov va acBavieite
vvnMa, oVyyvon, diéyepon, ovnovyio. ‘Eyovv avagepBel eniong eminmrikég kpioelc.

Eav Eeydoete va napete 1o Lyrica

Eivar onuavtkd va Aapfavete to mocipo didAvpa Lyrica taxtuicd, v 01 dpa kdbe nuépa. Eav
Eexboete va mhpete pia 600om, mhpte T POALG To BupunBeite extdg edv TANGLALEL | BpA Yo TNV
emOUEVN dOOT. L& ALTNV TNV TEPINTTOGT, GLVEXIOTE KAVOVIKA [E TNV emdpeVn dOGN. Mnv mtapete
dutAn 060N Yo va avamANpOGETE T 006N TOL EEXAGATE.

Eav otapoamioete va naipvere to Lyrica

Mnv ctopatioegte T Afyn Tov Lyrica, k106 €dv 6dG 10 meL 0 YiaTpds cag. Av 1 Bepaneia oog
GTONOTNGEL, 1] dtakonn Ba mpémet va yivel fabuiaia, og ypovikd SAGTNO TOLAGYIGTOV

pog efdopdadac.

Metd ) dakomn pokpoypoviag 1 Ppayvypoviag Oepaneiog pe Lyrica, mpénet va yvopilete 11 pmopel
va eppavicete oplopéveg avembounteg evépyeles. Avtéc neptlapfavovv duokoiio otov HTvo,
TOVOKEPAAO, VaVTia, aicOnua dyyovs, S1dppota, GUUTTOLATA TOV OHOLAloVY LE avTd TG Ypinmng,
OTOGHOVS, VELPIKOTNTA, KATAO YT, TOVO, £pidpwaon Kot LaAn. Avtd ta coumtdpate pmopel va
oupufolv o cuyva 1| pe peyorvtepn coPapodtnta dv Aappdvate Lyrica yio peyaAdtepn ypoviky
mepiodo.

Edv éyete meplocdTEpES EPOTNGELG OYETIKA LE T YPT|ON CLTOV TOV PUPUAKOVL, POTNGTE TOV Y1ATPO 1|
TOV (OPLOKOTOL) GO,
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4. IMBavéic avemOounteg evépyereg

Onwc 6Ma o pappoka, £TC1 KoL 0VTO TO PAPLOKO LITOPEL VO TPOKOAESEL AVETIBVUNTEC EVEPYELES OV
KoL 0ev Tapovotalovtol o€ GAOVE TOVS 0vOPMOTOVG.

IToA0 ovyvéc: propel va emnpedoovy neprocodTepovg amd 1 otovg 10 avlpomovg
ZAAn, vvnAia, ToVoKEQOAOG.
Yoyvéc: pmopei va enanpedoovy £m¢ kat 1 atovg 10 avlpamovg

e Avgnuévn opedn.

. AicOnon gveopiag, cOyYLoN, ATOTPOCAVATOMGIOC, Lelmon TG 6EE0VOMKNG emBupiag,
gvepediotdTTO.

. Awtapoyn otV TPocoyn, adegldTnTo, EMNPEACUEVT LV, OTOAELD LWVAUNG, TPOUOC,

dvokoAia otnv opiMa, aicOnon popunkicong, LoVSIGHA, KATAGTOAN, ABapyoc, abmvia,

KOT®OT), U1 PLGLOAOYIKT aicOnon.

Bounn 6pacn, SAmTI.

Tayyocg, mpoPAfuota e TV 160pPoTia, TTOOT).

Enpoctopic, SVGKOIAMOTNTA, EUETOC, LETEMPLIOUOC, d1appota, vavTio, TPNELLO GTNY KOIMAL.

AvoKOAlEG TNV OTLOT).

ITpR&o Tov GMUATOG, CLUTEPIAOUPBAVOLEV®Y TV AKPW®V.

AicOnon pédng, un eucioroykod Padioua.

AvEnon copotikov fapovc.

Mvikég kphumeg, TOVog oTIg apOpdacels, movog otn péomn (ospuaiyia), TOVOC 6E AKPO.

ITovolopog.

‘O svyvéc: pmopei va eanpedoovy £m¢ kat 1 atovg 100 avOpdmTovg

. Andreia 0peéng, andAela fApove, YaUNAA ENITEID COKYAPOL OILATOC, VYNAL ETimedl
GuKyGpov aipLoTog.
. Amompocwnonmoino, avnovyia, KatddAlwym, di€yepon, SIUKVUEVGELS TNG GLVOLGOTLLATIKNG

d1a0eomg, dvckora avakAnong Aécemv, yevdastnoels, Tapdéeva Ovelpa, KpIGELS TOVIKOD,
omdOeta, emBeTkOTNTO, £E0POT GLVOIGONLATIKNG O1ABECTC, EMNPEACHLEVT] OLOVONTIKN
KOTAGTACT, OVGKOAN GTNV GKEWYT, avENCN TNG 6eE0VAAIKNG MOV NG, TPOPALLATA LLE TN
6€E0VOMKN AeLTOVLPYid, GLUTEPIAAUPAVOUEVIC TG AVIKOVOTNTOG VO EMLTVYETE GEEOVOAKS
0pYUG O, KAOLGTEPNUEVT] EKOTEPULATION).

. Metafoiéc atnv Opoon, acLVNOELS KIVAGELS TOV HOTI®OV, LETAROAEC otV Opao,
ovumepAapBovorEVNG TG OpaoTg KaTd TV ool To avTIKEipeVa @aivovTal cov Lo amd
SOV, AMAUYELS POTOS, OmOTOUES KIVAGELS (TVAYLOTA), EAITTMOGT| OVTAVAKANCTIK®V,
vIEPKIVNTIKOTNTA, (AN o€ 6pbila Bom, evasnoia 6To dépa, andAeln yebong, aicinon
KOGV, TPOLOC KATA TNV Kiviomn, Hetopévn cuveidnon, andisio cuveidnong, Mmodbvpia,
avénuévn evaustnoio oto B6pvPo, aictnua adiabesiog.

. Enpopbaipia, TprEipo pation, movog oto pdt, eEacBevnuévn dpaon, dakpvppota, Epebicrdg
LATLOV.

. Awotapoyéc kapdiakod puBpol, abénon Kapdiakoh puOoY, YOUNAT aPTNPLOKT TEST), VYNAN

apTNPloKn Tieon, LETAPOAEC GTOV KAPOAKO pLOLS, KOPILOKT] AVETAPKELA.

"E&oaym, e&ayelc.

AvokoAio oty avomvon, ENPotnta oTn POTH, PVIKH COULPOPTON.

Avénpévn mopaywyn oélov, kaovpa, LoOOUGHA YOP® omd TO GTOLA.

Eopidpwon, e&avonua, piyn, mopetdc.

Enavaiapfavdpevec poikég cuomdoets (Tik), mpnéipo apdpwong, poikn dvokapyio, movog,

GUUTEPTAOUPOVOLEVOD TOV LVTKOD TOVOL, TOVOC GTOV OVYEVO.

. TI6vog tov paoTov.
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. AvokoAia oty obpnomn 1 enddLVN 00PN OT|, AKPATELL OVP®V.

. Advvapia, diya, aicOnuoa cvoeryéng tov b paxoa.

. MetafoAég 6TO ATOTEAEGHOTO ALUATOALOYIKOV Kol NTOTIKOV e&eTdoemv (avénpévn
KPELTIVOP®GPOKIVAGT OLOTOC, CVENLEVT OUVOTPAVEPEPACT] TNG QANVIVIG, OLENUEVN
OOTTOPTIKT OUVOTPUVEPEPAOT), LEIOUEVOS aplBdg arponetaMmy, ovdetepomevia, adénon oty
Kpeativn aipatog, pelmon 61o KAAL0 aijlotog).

. Ynepevaiotnoia, Tpnopévo tpdcwmo, payovpa, eEavOnua, Kotappon, apoppayio potng,
Prxos, poyxainto.

. Endodvveg Epunvec pvoeis.

. PoypoTnNTOo TOV YEPLOV KO TOODV.

Yravieg: pmopei va emnpedosovy £m¢ kat 1 atovg 1.000 avOpaomovg

. Mn @vciloroyikn aicOnon dcepnongs, OpacT KOTA TV omoio. T AVTIKEILEVA QaivovTol
TOAAVTELOUEVA, OALOIOUEV avTIANYN Tov BABoug, OTTIKY] POTEVOTNTA, ATOAELL OPOUCTC.
Ateotalpévec KOpeS, aAANBmPLoLLA.

Kpvog 180pdtag, cucpryktikd aicOnua Aaipov, Tpnopuévn YA®ooa.

DAeyLOVI GTO TAYKPEQS.

AvcKoAio TNV KATATOGN.

Apyn 1 HEW®WEVN KIVIOT TOL GOUATOC.

AvckoAio otnv opbn ypoon.

AvEnuévo vypd otV Kotd.

Yvypo6 6T00G TVEDLOVEG.

Ymocpot.

Mertaforéc oto niektpokapdioypdenua (HKT), mov avtictoyyovv pe dtatapoyés Tov
KapdlaKod puouov.

Mvikn kdK®oM).

"Exxpion pootod, un puctoroyikn avénoen uaotov, avantuén HooT®@y 6Tovg Gvopec.
Awokontdpeveg Epunveg pOGELC.

Neppkn averdpkela, LelopUEvog 6yKog o0pmV, KATOKPATNGT 0VP®V.

Meiwon otov aplfud AuKOKVTTAPWV.

AvapHooTn CUUTEPIPOPA.

AMePYIKES aVTIOPAGELS (TTOV Uopel va TepLapuPavovy SueKOAN TNV AvaTVoN], GAEYUOVI] GTA
patio (kepatitida) Kot e coPapr deppatikn avtidpacn mov yopaktnpiletol amd eEvOnua,
(QOVOKAAEG, EEPAOVIIGLLO, TOV EPUOTOG KO TTOVO).

. ‘Tktepog (KITpiviopa TOV OEPUOTOC KAl TOV UATIDV).

MoAY onaviec: propel va enanpedoovy £m¢ kat 1 otovg 10.000 avOpadmovg

. Hnotwn avendpketa.
. Hratitdo (pAeypovi Tov NTotoc).

Av gp@avie0ei ipniéipo 670 TPOGOTO G60S M| 6T YAMGGO 6OG 1] EAV TO OEPLLA GOC KOKKIVIGEL KL
apyioel va Pydler ovokdreg 1 vo Ee@rovdiler, Tpémer vo avalnTOETE GRECHOG LOTPLKN
ovupouin.

Opiopéveg avemBounteg evépyeles, OTmG 1 VIVNAia, umopel va, gival o cuyvég, yiotl ot acOeveic pe
BAGPN Tov votiaiov pouedod pmopel va Aaupdvovy katl aAAa edpuaxo yio v Oepaneia,
TapadelyLatog ydptv, Tov TOVOL 1 TNG GTOCTIKOTNTAS, TO OTTOl0 £XOVV TAPOUOIES OVETIOVUNTEG
evépyeleg pe 1o Lyrica kot 1 6oPapodtnta avtdv TV avemBiuntov evepyelmy uropet va avéndel dtav
Aappavovton padi.
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Edv mapotnpioete Kdmola avemBounn evEPYELN, EVILEPDOGTE TOV YIATPO 1| TOV POPLOKOTOLO GOC.
Av1d 1oy0et Kot Yo KaBe Thovn avemBOUN T EVEPYELL TTOL OEV OVOPEPETOL GTO TTAPOV VAL

00N YLV YpHone.

Ava@opd avemOOunTOV EVEPYELOV

Edv mapatnpnioete Kamota avemiBountn evEPyeLn, EVNLEPDOOTE TOV YIATPO 1| TOV QOPUOKOTOLO GOC.
Av1d 1oy0et Kot Yo KaOe Thovn avemBOuN T EVEPYELL TTOL OEV OVOPEPETOL GTO TTAPOV VAL

oo ywv ypnonc. Mropeite eniong va avaeépete avemBounteg evépyelec anevbeiog, LEcm:

EM\ado Kvbmpog

EBvikdc Opyoviopog @oppdxmv DoppokevTIkég Ynpeoieg
Meooyeiwv 284 Ymovpyeio Yyeiog

GR-15562 XoAapyog, ABnva CY-1475 Asvkooia

TnA: +30 21 32040380/337 Dag: + 357 22608649

Dog: +30 21 06549585 Iotétomog: www.moh.gov.cy/phs.

Iototomog: http://www.eof.gr

Méom ¢ avoaeopds avemBOUNTOV EVEPYELOV UTopeite va, fonBNceTe 6T GLAALOYN TEPIOCOTEPMOV
TANPOPOPLOV CYETIKA LE TNV ACPAAELN TOV TOPOVTOS POPUAKOV.

5. Iog va guidooetor To Lyrica

To pdppako avtd TpEnel va QLALCCETOL G PLEPT TTOV deV TO PAETOLV Kol OEV TO POAVOLY T TALOIA.

Na pn ypnotponoteite avtd T0 PAPLOKO LETA TNV NUEPOUN ViR ANENG TOV AVUPEPETAL GTO KOVTI 1] 0TI
o1aAn. H nuepounvia Aqéng elvar | tekevtaio nuépa Tov Piva Tov avaeépeTot EKEL.

Agv vdpyovv g101kég 0dnyieg daTPNoNS Yo TO PAPLAKO AVTO.

Mnyv meTdte EAPLOKA GTO VEPO TNG AMOYETEVOTG 1] 6T GKOVTIOW. PO GTE TOV QOppraKOTOLd Gag Yo
TO TAOG VO, TETAEETE T PAPLLKO TTOVL deV Ypnotponoteite ma. Avtd ta pétpa Ba fondncovy oty
TPOoTOGio TOL TEPPAAAOVTOC.

6. Iepreydpevo TS oVOoKEVAGIOG KOl AOUTEG TANPOPOpieg

Ty mepréyer To Lyrica

H dpaoctikn ovoia givon ) peykapmaiivn. Kabe ml tepiéyel 20 mg npeykopmorivn.

Ta GhAa cvotatikd givat: TapabdpobuPevioikde pebBvieotépag (E218), mapadopotuPevioikod o&éog
npomvreatépag (E216), vétplo mc@opikd d166&vo, avoudpo, VATPLo @ecpoptkd povogvo, avoudpo
(E339), sovkparoln (E955), texvntd Pertimotikd yevomng paovia (TepLEYEL LUKPES TOGOTNTES
aBavoAng (ahikood)), kexaBopuévo VO®P.

Ep@évion tov Lyrica kon wepieyépevo g ovokevaciog

To Lyrica 20 mg/ml écipo dtddlvpa gival éva dypopo didAvpa, oe Aevkn OdAn, 1| omoia TePLEYEL
473 ml mdopov draAdpatoc, og xaptivo kouti. To Kovti Tepiéyel emiong, o€ dtaPavEég TEPITHALY LA

moAvaBuieviov, wa dtefabcpévn chptyya yio ypnon omd Tov 6TOUATOS, TV 5 ml, Kot Evay
TPOCAPLOYEN CVPLYYOS OV TOTODETEITAL GTN PLIAN.
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Katoyog dosrog kvkho@opiog Kol wapaymyog

Kéroyog Adeiag Kvukiopopiog:

Pfizer Limited, Sandwich, Kent, CT13 9NJ, Hvouévo Baciieto.

TTapaywyodc:

Pfizer Service Company, Hoge Wei 10, B1930 Zaventem, BéAy1o.

T omoladnmote TANpoPoOpio GYETIKA [LE TO TAPOV PUPUAKEVTIKO TPOidV, TopaKaAEichE va
amevBuvleite 6TOV TOTIKO OVTITPOGMITO TOL KATOYOL TG AdELNG KuKAOPOpiag:

Belgié/Belgique/Belgien
Pfizer S.A. /N.V.
Tél/Tel: +32 (0)2 554 62 11

bbarapus

[aitzep JlrokcemOypr CAPJI, Kinon bearapust

Ten.: +3592 970 4333

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

Danmark
Pfizer ApS
TIf: +4544 20 11 00

Deutschland
Pfizer Pharma PFE GmbH
Tel: +49 (0)800 8535555

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

E\LGda
Pfizer EAAAY 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: + 38513908 777

Ireland

Pfizer Healthcare Ireland

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

Lietuva
Pfizer Luxembourg SARL filialas Lietuvoje
Tel. +3705 2514000

Luxembourg/Luxemburg
Pfizer S.A.
Tél/Tel: +32 (0)2 554 62 11

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

Malta
V.J. Salomone Pharma Ltd.
Tel :4+356 21220174

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

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

Slovenija

Pfizer Luxembourg SARL,

Pfizer, podruznica za svetovanje s podrocja
farmacevtske dejavnosti, Ljubljana

Tel: +386 (0)1 52 11 400
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island
Icepharma hf.
Simi: +354 540 8000

Italia
Pfizer Italia S.r.1.
Tel: +39 06 33 18 21

Kvbmpog
Pfizer EAAAX A.E. (CYPRUS BRANCH)
TnA: +357 22 817690

Latvija
Pfizer Luxembourg SARL filiale Latvija
Tel: +371 670 35 775

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 wapdv UAL0 00N IOV Yp1ioNS avaBepOnke Yo TELEVTOIO Popd Tov: 11/2017

Aentopepn TANPOPOPLOKE GTOLYELN Y10l TO TPOTOV QWTH €lval S1BEGILO GTOV SIKTLOKO TOTO TOL
Evponaikod Opyaviopod Gapudkov: http:// www.ema.europa.eu.
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