IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 25 mg okAnpd koydxio
Pregabalin Accord 50 mg oxAnpd xoydxio
Pregabalin Accord 75 mg okAnpd xoyduicio
Pregabalin Accord 100 mg cxAnpd koydkio
Pregabalin Accord 150 mg oxAnpd koyakio
Pregabalin Accord 200 mg cxAnpd koydkio
Pregabalin Accord 225 mg cxAnpd koydxkio
Pregabalin Accord 300 mg oxAnpd KoydKio

2. IHOIOTIKH KAI TIOXOTIKH XYNO®EXH

Pregabalin Accord 25 mg okAnpd konydiio
Kdabe orxhnpd koydkio mepiéyet 25 mg mpeykapmoiiv.

Pregabalin Accord 50 mg okAnpd konyducio
Kabe orxchnpd koydxio tepiéyet 50 mg mpeykapmoiiv.

Pregabalin Accord 75 mg ckAnpd Koy axio,
Kdabe orxchnpd kowydxio mepiéyel 75 mg mpeykapmoiiv.

Pregabalin Accord 100 mg oxAnpé Kokl
Kdabe oxinpd kaydakio tepiéyel 100 mg mpeykopumaiivn.

Pregabalin Accord 150 mg okAnpd Konydxio
Kdabe orinpd koydkio mepiéyet 150 mg mpeykoumaiivn.

Pregabalin Accord 200 mg ckAnpd Konydxio
Kdabe orcinpd koydkio mepiéyet 200 mg wpeyKoumaiivn.

Pregabalin Accord 225 mg oxkAnpd kowdKia,
Kdabe ordnpd koydkio mepiéyet 225 mg mpeyKoumaiivn.

Pregabalin Accord 300 mg oxkAnpd kowdkia,
Kdabe orcinpd koydkio mepiéyet 300 mg wpeyKoumaiivn.

TMa tov TAfpn kaTdroyo TV ekddywV, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
ZInpd koydkio

Pregabalin Accord 25 mg okAnpd konydiio

Ad1opavEc Aevko/ Koy dKio, adto@ovodg AeuKkoD ypmdurotog pe okAnpn Lehativn, uéyebog «4», ue
yopayuévn v évoeln «PG» oto kamdkt kot «25» oto cmpa. Kdabe xaydkio &xel uniiog mepinov 14,4
mm.

Pregabalin Accord 50 mg oxAnpd kaydxio

Adropaveg Aevko/koydxio, adtoeavons AeuKoD ¥pmdUaTog pe oxAnpn Ledativn, uéyebog «3», ue
yopayuévn v évoelén «PG» oto kamdxt kot «50» oto ompa. Kdbe kaydkio £xetl pxog mepinov 15,8
mm.

Pregabalin Accord 75 mg oxkAnpé koK




Ad10pavEC KOKKIVO/KONWEKLO ad10pavodg AEVKOD ¥pdUTOG e okAnpn (edativn, péyebog «4», ue
yopaypévn v évoelln «PGy» oto kamdkt kot «75» oto copa. Kébe xaydxio &xet prrog mepimov 14,4
mm.

Pregabalin Accord 100 mg cxAnpd koydkio

Adopavég KOKKIVO/KoyaKio adlopavodg KOKKIVOL YpOUATOS pe oKANPN Cerativn, péyeBog «3», pe
yopayuévn v évoelén «PG» oto kamdaxt kot «100» oto ocdpa. Kabe koydxio £xel pikog mepimov
15,8 mm.

Pregabalin Accord 150 mg cxAnpd kKoyaKio

Adropavig Aevko/koydkio, adtoeavods AeVKoD ¥pmdUOTOS pe okAnpn Cehativn, uéyebog «2», pe
yopaypévn v évoeln «PGy» oto kamdxt kot «150» oto ocdpa. Kabe koydkio £xel pikog nepimov
17,8 mm.

Pregabalin Accord 200 mg cxAnpd Koydkio

Adropavic TOPTOKOAY/ Koy aKLo ad1pavoVg TopToKaAl xpdpaTog e okAnpn Celativn, péyebog « 1y,
pe yapoayuévn v évoelén «PG» oto kamdxt kot «200» 610 copa. Kabe koydxio £xel pnkog mepimov
19,3 mm.

Pregabalin Accord 225 mg cxAnpd kowydKio

Ad10pavEC TOPTOKOAL/ KO AKLO 0S1PAUVOVG AEVKOD XPOUOTOG e oKANPN Celativn, néyebog «1», pe
yopaypuévn v évoeln «PGy» oto kamdxt Kot «225» oto ocdpa. Kabe koydiio £xel pikog mepimov
19,3 mm.

Pregabalin Accord 300 mg cxAnpd Koydkio

Adropavig KOKKIVO/KoyaKLo adlopavodg AEVKoD ¥poduatog te okinpn (eiativn, péyebog «0», pe
yopayuévn v évoeln «PG» oto kamdaxt kot «300» oto ocdpa. Kabe koydxio £xel pnkog mepimov
21,4 mm.

4., KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég evoeitelg
Nevpornadntikdc tdévoc

To Pregabalin Accord evdeikvutal yio T Oepameio Tov TEPLPEPUKOD KO KEVIPIKOD VELPOTAONTIKOD
7TOVOL G€ EVAAIKEC,

Ernvinvia
To Pregabalin Accord gvoeikvutal g GUUTANPOUOTIKY Oepameio 6€ EVAMKES [LE EGTIOKEG EMANTTIKEG

KPIGELS UE N Ympic dEVTEPOYEVT YEVIKELON.

AwTopayn YEVIKELUEVOL AyyOLG
To Pregabalin Accord gvoeikvutatl yuo T Ogpameio tng Alatapoyng Ievikevpévov Ayyovg (AI'A)
GTOVG EVIAIKEG,.

4.2 Aocoloyio kKo TPOTOS YOPYNONS

Aocoloyia
H 8601 xvpaivetar omd 150 £wg 600 mg nuepnoing, xopnyodueva gite og dVO 1 6€ TPELS dNPNUEVES
dooelg.

NevporaOnytikog movog

H Oepancio pe mpeykopmaiivny uropet va apyicet pe pia d6om tov 150 mg nuepnoing, yopnyoduevo
glte o€ 000 1 o€ TPELG dmpnpéveg 06aelc. Me Baon TV amdKpLoT KoL TNV OVEKTIKOTNTO TOL KAOE
acBevovg, n d6oM UTopel, LETA amd £va, xpovikd dtdotnua 3 £mg 7 nuepav, va avéndetl g 300 mg
nuepnoimg, Kat, v eivan amapaitnto, otn péEyot 06on Tov 600 mg nuepnoing pLetd and Eva



PHG0£TO YPOVIKO SLACTNHO 7 NUEPDV.

Eniinyio

H Oepancio pe npeyxoumodivn uropei va apyicet pe pia d6on tov 150 mg nuepncing, yopnyovueva
glte og dVO 1| o€ TpelS dmpnuéveg 06cels. Me Baon v andkpion KoL TNV OVEKTIKOTNTA TOL KaOe
acBevovg, 1 d6on pumopel va awénbel petd and pia efdopdda, oe 300 mg nuepnoinc. H péyiom do6on
v 600 mg nuepnoimg, uropei vo emitevydel petd amd pio emmiéov efdoudoa.

Awozopoyn Ievikevuévoo Ayyovg
H 8601 xvpaivetar omd 150 g 600 mg nuepnoing, xyopnyodueva oe 600 1} TPELS dSpMUEVEG OOGELG.
H avéyxn ywo Oepomeio mpénet vo, enaVEKTIUATOL TOKTIKE.

H Oepancio pe npeyxoumarivn propei va Egkvioet pe pio d6om tov 150 mg nuepnoiong. H d6om, pe
Béon TV atopk” omdKPIoT Kol TNV AVEKTIKOTNTO TOL acbevoig, umopet va avénbei oto 300 mg
nuepnoing, énetta and 1 efdopdda. Encrra and pia emmpodchern efoopndda, n d6on pmopei va
avéndel ota 450 mg nuepnoing. H péyiom d6on tov 600 mg nuepnoiong uropel va emttevydel Ensita
amo pio emmpochetn efOoudda.

Aroxori ™S TPEYKOUTOAIVIG

ZOUQOVA LE TNV IOYVOVGN KAIVIKT TPOKTIKY, EGV 1 (PNOT TG TPEYKAUTOAIVIG TPETEL VO SLOKOTE,
ouvieTdrtol 1 dtekom ¢ vo tpaypotonomel fabuaio, o dStotnuo Tovddyiotov 1 gfdopddac,
ave&aptnta and v Evoelln (BA. mapaypdpovg 4.4 ko 4.8).

Neppwkr) dvciettovpyia

H mpeyxopmarivn amofaiietar omd 1 CLGTNHOTIKY KuKAoQopia Kuping e amékKplorn and Toug
veQPOoUS ¢ apeTdfinto edpuako. Kabog n kdBapon g mpeykaumaiivng eivar evBéwmg avdioyn g
KkaOapong ™ kpeatvivig (BA. Tapdypago 5.2), | peiwon g d0ong o€ acheveic pe exnpeacuévn
veQPIKN Agrtovpyia Tpémel va eEATOMKEDETAL GOUPOVO, LE TNV Kabapon ¢ kpeatvivng (CL), 0Ttmg
oatveron atov [livaka 1, vmoroyllopevn coppwva pe tov akoiovdo Tomo:

1,23 x [140 - nAikio (¢m)] x Bapog (kg)
Kkpeatviv) opov (umol/L)

CLi (mV/min) = [ ] (x 0,85y yovaikec aoBeveic)

H mpeyxapmolivn amopokpOveTol OTOTEAECUATIKA 0t0 TO TAACUA e atpodtdion (50% tov
oapudrov oe 4 mpeg). I'a Tovg aebeveig oL KAVOLV ALOSIOAIGT], T NUEPTOLL OOGT) TNG
TPEYKAUTAAIVNG TPETEL VO TPOGOpUOLeTaL PAGEL TNG VEPPIKNG Acttovpyiog. ExTdc amd tnv nuepnoa
d0om, TPEMEL va yopnyeitan Kot pio GOUTANPOUATIKY 00T OUES®G UETA 0md Kabe 4-wpr cuvedpia
aipodwAtong (PA. Mivaxa 1).

ivaxag 1. Ilpocsappoyi s Adeng g Hpeykapmorivng Baoer tng Neppikig Asttovpyiog

Kabapon YovoMKn nuepfiola 6661
kpeaTvivig (CLe) . A060LoYIKG oy
(ml/min) APEYKAPTALIVIG

Apywkn 060 Méyiot 060

(mg/Mmpépa) (mg/Mmpépa)
> 60 150 600 BID 1 TID
>30-<60 75 300 BID n TID
>15-<30 25-50 150 Amag nuepnoing M

BID
<15 25 75 Ama nuepnoing
ZOUTANPOUOTIKY 0061 UETE TNV alodtdALoT (ng)
| 25 | 100 | Anaé 86on"

TID = Tpeig dmpnuéveg 000e1g

BID = Avo dipnuéveg 60oe1g

*H ovvolikn nuepnola d6on (mg/muépa) mpémet vo dtarpeital Onmg evosikvutal omd T0 60GOA0YIKO
oYM DOTE VO, TPOKVTTTOVY ME/dOGN



*H cvuminpopotikny déon givar pia drof emmpdodetn 66om

Hratiknm dvciettovpyio
Agv amaiteitonl Tpocappoyn g 60omg oe aobeveic pe nratikn ducAettovpyio (BA. Topdypapo 5.2).

Howdwrpikdc mAnfuopog

H aopddeia kot anotelecpatikdtra tov Pregabalin Accord o moidid nAwciog K&t tov 12 etdv Kot
oe epnPovg (nhiag 12-17 e1dv) dev €xetl amoderyBel. Ta drabéoyo dedopéva OV VILAPYOLY TPOG TO
POV TEPLYPAPOVTUL OTIS TALPAYPAPoLS 4.8, 5.1 kat 5.2, ahdd dev pmopodv va yivouv cuGTAGELS Yol
T 6ocoAoyia.

Hiwuopévor
2e nukiopévoug acbevelg pmopel va ypetactel peiwon Tng 066MG TNG TPEYKAUTOAIVIG, AOY®
UELMUEVNC VEPPIKNG AetTovpyiag (PA Topdypago 5.2).

Tpomnog yopnynong
To Pregabalin Accord umopei va Aappdvetar pe 1 xopig tpoen.
To Pregabalin Accord givat yia xpnon omd To0v GTOUATOG HOVO.

4.3 Avtevositelg

YrepevoioOnoio 6t dpactiky) ovsia 1] 6€ KO0 amd To EKG0Y0 TOV OVOPEPOVTUL GTNV TUPAYPUPO
6.1.

4.4 Eidwkég mpogidomonjoelg Kol Tpo@urdiers katd T ypion

Awpntikol aoBeveig

ZOUQOVA LE TNV 1GYVOVCA KAVIKT TPOKTIKY, Optopévol dtafntikol acbeveig, mov maipvouv Bapog
Katd tn Oepameio pe TPEYKOUTAALVY, HTOPEL VO, XPELGTOLY PHOLLGT TV VITOYAVKOUK®OV TOVG
POPULOKEVTIK®V TPOIOVIMV.

Avtidpdosic vtepevoucnoioc

Amd v amoktnfeica epmelpio LeTd TNV KOKAOPOPID TOL POPLAKOV TNV ayopd £(0VV LITAPEEL
AVOPOPES AVTIOPACENY VITEPELALGONGINC, CLUTEPIAAUPOVOUEVOV TEPITTOGE®V oyyeloodnuatog. H
TpeYKaUTaAivn Bo TpEmEL va SIOKOTTETAL AUESMG, OV ELPAVIGHOVV GUUTTOUATO CyYELOOIONIATOG,
OT®G OIdN U TPOCHTOV, TEPIGTOUATIKNG TEPLOYNG ) AVOTEPOV OVOTVEVCTIKOV.

2ofapéc depuaticég avembounteg evépyeieg (SCAR)

e oyéon pe 1t Begpaneia pe mpeykopumarivn Exovv avapepbel omdvia coPapég deppratTiég
avemBounteg evépyeiec (SCAR), pueta&d tov omoimv cuvopouo Stevens-Johnson (SJS) kar to&ikn
emdeppkn vekpoivon (TEN), ot omoieg pumopel va sivar ametintikég yio ) (oM i Bavomedpec. Katd
TN GLVTOYOYPAPTON, Ol acOeveic Bo TPEMEL VAL EVIIEPDVOVTOL GYETIKA e TO oMueia Ko To
GUUTTMUOTO KO VO, TOPOKOAOVHOVVTOL GTEVA Y10l SEPUATIKEG AVTIOPACEIC. L€ TEPIMTM®ON EUPAVIONG
ONUEI®V Kol GUUTTOUATOV TOL VITOONADVOLY TETO1EC OvTIOPAoELS, 1 Bepaneio pe Tpeykaumorivny o
TPENEL VO, SLOKOTTETAL APECHS Kol Oa Tpémel va eEeTALETAL TO EVOEXOUEVO XOPNYNOTG EVOARAKTIKNG
Oepaneiog (Katd mepintwon).

Z6&An, vivnhio, OTOAELD GUVEIBNONG, GUYYVON KOl EXNPEACUEVT) SLOVONTIKT KOTAGTAON

H Oepancio pe npeykoumarivn £xel cvoyetiotel pe {aAn Kot vevniio, wov pumopel vo avéRcovy v
TOUVOTNTO TPUVUATIGHOD OTto aTOHYNUA (TTMOGT) 6TOVG NAIKI®UEVOVS. 'Eyouvv vdpéel emiong
AVAPOPES AMMAELNG CLVEIONONG, GVYYLONG KOl EXNPEACLEVIC OLOVONTIKNG KATAGTACTG LETA TV
KuKAOQOpia TOV TPOidVTOG TNV ayopd. £2G ek TOVTOV, GTOVG 0oOEVElg TPEMEL VO, diveTan GLUPBOVAN va
glvan mpooektikoi péyptl va eEotkelmbovv pe Tig TBavES avTIOPACELS TOV UTOPEL VoL £XOVV OTO
POPLOKEVTIKO TPOTOV.

AvTIOpAoEIC OYETIKES LIE TNV OPOCT




e eheyyOueveg SOKIUES, pio peyaAdTepn avaloyia acBevav mov eAdpfavay Bepameio pe
apeyKapumaAivn avépepay Bdppog dpaong, amd o1t acbeveig mov erdpuPavay Bepaneia pe gkovikd
QAPUOKO, TO OTTOT0 ATESPAYLE GTNV TAELOYN QIO TOV TEPIGTATIKMV, UE TN GUVEYLOT) TNG XOPNYNONG. ZTIS
KAMVIKEG peLéTeC 6TIG oToieg de&nyOnke 0POBOALOAOYIKOG EAEYYOG, T CLYVOTITO, EUPAVIOTC LEIDONG
NG ONTIKNG 0EVTNTOG Kot LETAPOADY TOL oTTIKoD TEdiov NTay peyalvtepn og acbeveic Tov
ehapPavay Bepaneia pe mpeykapmaiivn, and 6Tl g acbeveic mov ehdpuPavav Bepomeio pe euKoviKo
oapupaxo. H cuyvotnta epedviong Pubockomikdv petafoArdv ftay peyaAidtepn o acbeveig mov
ehapPavay Bepaneia pe ewovikd eappaxo (PA. tapdypago 5.1).

2y amoxtnbeico epmeipio HETA TNV KLKAOPOPIQ TOV POPUAKOL GTNV ayopd, Exovv avapepBel emiong
OTTIKEG AVETOOUNTES EVEPYELEC, CLUTEPTAAUPOVOUEVTC TNG OTMAELNG OPUCT|G, TOV BAuPovg dpacnc M
A @V LETOPOADY TNG OTTIKNG 0EVTNTAG, Ol TEPLGGOTEPES EK TMV OTOIMV NTAV TOPOOIKECS.

H dwokom g mpeykapumaiivng umopel va el ¢ amoTELECUO TNV amodpoun N T Pertioon avtdv
TOV OTTIKAOV COUTTOUATOV.

Neopkr| ovendprela
"Exovv avoeephel TepImTtdoElg VEQPIKNG OVETAPKELNS, KOl GE KOTOIEG TEPUTTMGELS LE T OL0KOTT TNG
TPEYKAUTOAIVNG EYEL TOPOVGILUCTEL AVOTTPOPY| OVTNG TNG AVETIOOUNTNG EVEPYELQG.

A0K0TY) GLYYOPNYOVUEVOV OVTI-EMANTTIKAV QOO LOKEVTIKAOV TPOIOVTOV

Agv vTapyovV ETOPKN OTOXEIR Yi0L TNV SLOKOTT GUYYOPTYOVLEVAOV AVTI-ETANTTIKOV QUPUAKEVTIKMDV
TPOIOVTOV, OOTE, OTOV EYEL EMTEVYOEL 0 EAEYYOG TOV CTAGUMV LE TNV TPEYKAUTAAIVY) G
cuumAnpouatikny Beponeia, vo divetal 1 TpeyKoumoriv og povobepameia.

2TEPNTIKO CUUNTOUOTO.

Metd amd Sakomn Bpayuypdvias kot pokpoypdvios Bepaneiog e mpeykoumaivn, £xovv mapotnpndei
oTEPNTIKA cvunTdpota. Eyovv avaeeplel ta mapoakdto countdpato: abmvia, keparoiyio, vavtia,
dyyoc, dtbppota, YPITAMIEG GUVOPOLO, VELPIKOTNTO, KOTAOAYT], CUTOKTOVIKOG 10€0GUOG, AAYOC,
OTOGHOG, LIEPIOpmSia Kot {aAN. H gppdvion otepnTikdVv COUTTOUATOV PETH TN OLOKOTN TNG
TPEYKAUTAATVIG EVOEYETAL VO LITOOEIKVVEL EEGPTNON amd TO Eappako (PA. mapdypapo 4.8). O acbevig
0o Tpémel va evnuepmveTaL Yo avTd KoTd TV évopén e Oepaneiag. Edv n mpeykapmolivny tpénet va
dwokonel, cuVieTATOL CVTO VA YIVEL TPOOSEVTIKA G€ d1d0TNa TOVAdYIoTOV 1 Efdopddag, aveEdptnTa
amo v €voeln (PA. mapdypoapo 4.2).

Yracpol, copmeptiopPavouévov Tov status epilepticus Kot TV GTAGUOV YEVIKELUEVNG EMANYIAG,
propel va eupovicBoiv KoTd TN SdpKeLd XPIONG TNG TPEYKOUTOAVNG 1 COVTOUO LETA TN SLOKOTN TNG
TPEYKAUTOATVIG.

AvoQopikd L T d10K0T HLokpoypoviag Bepaneiag pe Tpeykapmoiivn, ta dedouéva vTodetkvoovy OTL
1 GLYVOTNTO EULPAVIGNC Kot 1) fapDTNTO T®V GTEPTTIKOY GUUTTOUATOV UTOpEl va. lvar
8000eEAPTOUEVEC.

ZVUOOPNTIKT KOPILOKT) OVETAPKELL

Metd TV KOKAOQOPIo TOL QUPLAKOD GTIV 0yopd, £X0VV VTTAPEEL AVAPOPES GUUPOPTTIKNAG KOPOLUKTG
AVETAPKELOG, 08 KATO10VG 0cbeveig mov eAdpfovay mpeyKapmaAivr. AvTEG Ol avapopEg
TOPOTNPOVVTOL KVPIWG 6€ NAMKIOUEVOVG acBevelc e Kapdloyyelakd TpoPAHaTo, KOTA T SidpKeLd
Oepamneiog pe mpeykapumaAivn yuo pio omd T1c vevpomadntikéc tng evdei&eis. H mpeykapmolivny Oa
TPETEL VO, YPTCILOTOLELTAL LE TTPOGOYN OE OLTOVG TOLG 0o0eVeEiS. Me T S10KOTT NG TPEYKAUTAATYIG
Umopel va omodpapEL 0VTNA 1) ovTIdpOoT).

Oepaneio ToV KEVIPLIKOVY vevporadntikod dvov Adym BAGSNS Tov vortiaiov pveron

21 Bepameio Tov KEVIPUKOD VEVPOTOONTUCOD TOVOL AdY® PAAPNC TOL VoTiiov poekov glxe awénbel
YEVIK®G 1] GUYVOTNTO ELPAVIONS TOV AVETIHOUNTOV EVEPYELDV, OL AVETIOVUNTEG EVEPYELEG TOV
KEVIPIKOV VEVPIKOD CUGTHUATOC KAl 101KATEPA 1) VITVNALL. AVTd pmopel va amodobel oe pia
afpoiotikn Opdon e€autiog TV GLYYXOPNYOVUEV®Y QOPLOKEVTIKAOV TPOIOVTOV (T.Y. PAPLAKO KOTH
NG OMUCTIKOTNTAG) TOV XPEALOVTAL Y10, VTHV TNV KATASoTOCT. To YeYovog avtod Ba mpémet va
AOUBAVETOL VTTOYLY OTOV CLUVTOYOYPOQPEITAL 1] TPEYKAUTOAIVY] GE QLTHY TV KATACTOGN.




AVOTVELGTIKTY KOTOGTOAN

"Eyxovv vdp&et avapopEg avoamveDSTIKNG KATAGTOANG Papldg Lopeng Tov oyeTileTal Le T (pnon
apeyKapumaAivng. Ot acBeveic pe vToPabGHEVT) OVOTTVELGTIKT] AELITOVPYIO, OVOTVEVGTIKN 1
VELPOAOYIKT] VOGO, VEQPPIKT] SUGAEITOVPYIA, GLVOOO YPNoT KATAGTOATIK®V Tov KNX kot ot
nAkiopévol pmopel va dtapéyovv vYNAGTEPO Kivouvo va TapovcsliIcouy VTV TV avemBoun
gvépyeto Poapilag popoeng. Evdéyetar va amaitnBodv tpocapproyég tng 066mMe 6€ antolg Tovg acbeveig
(BA. mapaypaeo 4.2)

AVTOKTOVIKOC 10600 UOC KOl GVTOKTOVIKT) GUUTEPLYOPE

AVTOoKTOVIKOG 100G UOG KOl LTOKTOVIKT CUUTEPIPOPA EYoVV avapepbel o€ acbeveig vd aywyr pe
AVTIETNTTIKE Papuaka yio dStdpopeg evoei&els. Mia Leta-avaAvon TV TuYOLOTOmUEVOY
EAEYYOUEVOV LLE EIKOVIKO PAPLOKO UEAETOV AVTIETIANTTIKOV QOPHOKEVTIKOV TPOTOVTOV EXEL ETIONG
dei&et pkpn avénomn Tov Kivdhvov eKdNAMONE VTOKTOVIKOD 10€0GHOD KOl CUTOKTOVIKNG
SLUTEPLPOPAS. O unyoviopds avamTuENG avTov Tov KIvdbuvou dgv givatl yvmotog. 'Exyovv mapatnpndel
TEPIGTAUTIKA OVTOKTOVIKOV 1OE0GLOV KOl CVTOKTOVIKNG GCUUTEPUPOPAS GTNV EUTELPIO PLETE TNV

kv ogopio atnv ayopd (PA. mapdypao 4.8). Mia eTONUIOA0YIKT LEAETT TTOV XPTCLUOTOINCE
AVTOEAEYYXOUEVO GYedOoUO LEAETNG (GVYKPLoN TV TEPLOdwV Bepameing e TIG TEPLOSOVG EKTOG
Bepamneiog gviog evoc 0TOUOV) KATESEIEE GTOLYELD LENUEVOL KIVOUVOL VENS EVOPENG CUTOKTOVIKNIG
GUUTEPIPOPAS Kal BavaTov amd avtoktovia oe acheveic mov EAaPav Bepaneio pe TpeyKoumTaiivn.

Bo TPETEL VO, GLVIGTATOL GTOVG 0eBgvelg (ko € anTohg Tov Tovg EpovTilovv) va avalnTody WTPIKn
GUUPBOVAN, EAV ELEAVIGTOVY GTUELD HVTOKTOVIKOD OE0GHLOV KO OVTOKTOVIKTG GUUTEPLPOPES. Ot
acOeveic Oo Tpémel va TapakoAovBOVVTOL Y10 GUUTTOUNTO CVTOKTOVIKOD 10EAGHOD KOl OUTOKTOVIKMV
GUUTEPIPOPDV Kol VO EQapUOleTal 1 KATAAANAN Bepameio. e TePITTOOT AVTOKTOVIKOD 1OEUGUOD Ko
OVTOKTOVIKNG CLUUTEPIPOPAS, Oa mpénet va eEetdleTon To evogyOEVO dloKomNg TG Bepameiog pe
TPEYKOAUTOATVY.

Mewwpévn Aettovpyio TV KATOTEPOL YOOTPEVIEPIKOD GOANVL

Ymépyovv avapopég TEPIOTUTIKMV, PLETA TNV KVKAOQOPID TOL TPOTOVTOG GTNV 0yopd, oxeTILOUEVA e
UELMUEVT] AELTOVPYIO TOV KOTOTEPOL YUGTPEVIEPIKOD GCOANVO, (7., EVTEPIKN ATOPPAEN, TOPUAVTIKOS
€1Me0C, SVGKOIAOTNTA), UETE OTO GUYYOPNYNGCT TNE TPEYKOUTOAVNG LLE PAPLOKN TTOL EVOEXETAL VO,
TPOKAAEGOLY SVCKOIALOTNTO, OTTMS TO OTLOEWN avokynTikd. Otav 1 TpeyKapmaiivn kot omogdn
yopnynBovv pali, 0o mpémel va Aappdvovor pETpa Kot TG SuoKotAoTnToS (1010iTEPE GE YUVOIKEG
acOeveic Kot NAKIOUEVOLG).

Tovtdypovn YpNoN LLE OTLOELON

ZUVIGTATOL TPOGOYN KOTA T1 GLVIAYOYPAPNOT| TPEYKOUTOAIVIG TOLTOYPOVA LE OTLOEWDN, AGY® TOL
Kvduvou katactoAng tov KNI (BA. mapdypapo 4.5). Xe pio perétn acbevav-poptopov xpnotov
OTOEWMV, EKEIVOL 01 aoBeVeEig TOV EAAPAY TPEYKAUTOAIVT TOLTOYPOVO LE EVOL OTLOEIOEG
mapovsiocay avEnuévo Kivouvo Bavatov mov oyeTiletan [IE TO OTIOELDN GUYKPITIKA LE TN XPTIoN
puovo omoeddv (oTaboUEVOg AdYog cuUTANpOUOTIKOV Tlavotitev [adjusted odds ratio - aOR],
1,68 [95% CI, 1,19 — 2,36]). Avtdc o awénuévog kivovvog mapotnpninke o€ yauniéc d0celg
mpeykapmoiivng (£ 300 mg, aOR 1,52 [95% CI, 1,04 — 2,22]) ko vanpye n Tdomn yio LeYaADTEPO
Kivduvo og vynAdTeEpEg d0ceELg TpeyKaumaiiving (> 300 mg, aOR 2,51 [95% CI 1,24 — 5,06]).

AxotdAAnAn ypnon, mbovotnto xatdypnons 1 eEdptnon

H mpeyxopmarivn uropel va npokoiécet E4pTnon amd 10 GAPLOKO, 1] OTOI0 EVOEXETOL VO, TTPOKVWYEL GE
Oepamevtikég 060¢€1C. 'Eyovv avapepbel meprototid akatdAining ypnong, katdypnong. Ot acOeveic pe
1GTOPIKO KATAYPNOTG OVGLDY EVOEXETAL VO, SLALTPEYOVY DYNAOTEPO KIVOLVO akaTOAANANG XPIONG,
KaTéypnong Kot e&aptnong and Ty TpeYKaUToAivy Kot 1 TpeyKaumaiivn Bo Tpémetl va ypnoonoteital
LE TPOGOYN o€ ToVG ToVG acbevei. [Ipv T cuvtayoypdoenon mpeykoumTaiiving, o Kivovuvog
Katdypnong Ko eEptnong mov datpéxel o acbevig Ba mpémel va a&loloyovvtal pe mpocsoyr. Ot
acBeveic mov vroPaiiovtar o Oepamneia pe mpeykaumaAivn Oa Tpénel va mapoakolovbovvtar yio
CUUTTMOUOTO OKOTAAANANG ¥p1ioNG, Katdypnong 1 e&aptnong and v Tpeykapmoiivny 6nwme ovamtuén
avoyns, avEnomn g 8001 ¢ Kol GLUTEPLPOPES EMIIMENG €DPESTG PUPLLAKOV.

Eykeporomddera,




"Exovv avaeepbel mepiotatikd eykeparomddeloc, Kuping o 0c0eveilc [1e VTOKEILEVES KATAGTAGELS TOV
propel va TpokaAécovy gykeparomdoeia.

IMvaikeg og avaropaymykr nMkie/AviicOArnyn

H ypnion tov Pregabalin Accord katd 1o mpdTo Tpipmvo g Kumong evdéyeton va mpoKaiécel peiloveg
ovyyevelg avopaiies 6to ayévvnto mtandi. H mpeykapmaiivny dev Ba mpémetl va ypnoomoteitat Kotd
SLapKELD TG KONONG, TOPA LOVOV EAV TO OQELOG Yo TN UNTEPO EIVOL CAPDC LEYOADTEPO ATTO TOV
duvntikd kivovvo yia to EuPpvo. Ot yovaikeg 6 avamopaymyIKn NAKio TPETEL VL YPTGLLOTOLOVV
OTOTELEGLLATIKN AVTICOAANYN Katd T didpketa tng Oepaneiag (BA. Tapdypago 4.6).

IeplektikdnTO G€ VATPL0

To Pregabalin Accord gpiéyet Ayotepo amd 1 mmol vatpiov (23 mg) avd okAnpd koydkio. Ot
acBeveic mov akoAovBovv dlatteg pe xounin TPOGANYN vATPiov HTopovV Vo eviuep®mBovy OTL aVTd TO
QOPUAKEVTIKO TTPOTOV elvar «ehenbepo vaTpiovm.

4.5 Allniemopdoeis pe GAio QUPRUKEVTIKA TPOIOVTO KO GALES pOPPES aAANAemidopaong

H mpeyxopmarivn, dev glvar mbBavod va TpoKaAEGEL 1] VO VTOGTEL POPLOKOKIVITIKEG AAANAETIOPACELS,
KkaBdg anekkpivetat Kupiog apetdfintn ota 00pa, VEIGTATOL ACTIUAVTO HETAPOMGHO GTOV AvBpmTo
(< 2% g 660mMG avakTNONKE GTO 0VPO G UETAPOAITES), OV UVAGTEALEL TO PETOPOAGUO TOV
QUPUAK®V in Vitro Kol 3V GUVOEETAL UE TIG TTPAOTEIVEG TOV TAAGLOTOC.

In vivo nelETeC Kon QOpLOKOKIVITIKY avdAvon o€ deiypa TAnfuouod

Kotd cvvénela, og peléteg in vivo, dgv mopatnpnonkoy KAvikd aloonUEInTES POPUOKOKIVITIKESG
OAAMAETIOPACELS HETAED TNG TIPEYKAUTAAIVIG KOt TNG GovuToivng, Tng kapPapalenivng, Tov
BaAmpoikov o&og, TG Aapotpryivig, TG YKapmamevtivig, TG Aopalendunc, g oEukwdovng N g
a10avoing. DoproKoKIVNTIKY aVAALOT o€ dely o TANOLGUOD E6€1EE OTL TOL GO TOV GTOMOTOC
avTIdPNTIKA, TO, SIOVPNTIKA, 1| VGOLAIVN, 1| PavoBapBrtdin, n TloyKapumiv Kot 1 ToTpaudTn dgv
glyav KAVIKA onpavtikni opdomn otnyv kdBapon e TpeyKopUmToAivng.

A6 10V GTOUOTOG OVTIGUVAANTTIKA, VOPaBioTePOVN Ko/ dlBUVLAOIGTPASIOAN

H ovyyopnynon g mpeyKopumaiivn pe To arnd ToL GTOUATOG AVTICVAANTTIKE VvopatBiotepdvn Kau
a10uVvVLO1GTPASIOAN deV EMNPEALEL TN POPLOKOKIVITIKY GE GTAOEPOTONUEVT] KOTAGTAGT), KOLULAG oo
T1G dVO ovoieC.

Dapuoxeutikd Tpoidvta Tov exnpedlovv To KeVIPLKO VELPIKO GOGTHUO
H mpeykapmorivny mbavov va evieyvcel ) dpdon ¢ alfavoing kat tng Aopalemaung.

Zv amoxtndeico gpmepio HETA TNV KOKAOQOPIO TOL QUPUAKOV GTIV 0yOPE, VITAPYOLY AVAPOPES
QVOTTVEVGTIKNG OVETAPKELNG, KOUOTOC Kot Bavatmv o€ acbeveic ol omoiol Aaufdavouvy tpeykaumoiivy
KOl OTT010€10M 1/Kal GAAL POPUOKEVTIKG TPOIOVTO, KOTUGTOANG TOV KEVTIPIKOD VELPIKOD GUGTHIOTOS
(KNZX). H mpeyxapmorivn paivetal 0Tt dpa abpototikd enl tng 0paong TG 0EVKMOOVNG OTIV EKTTMOON
NG VONTIKNG KO TG GUVOAIKNG KIVITIKTG AELTOVpYiog.

AlMnAemdpdoelc kKot NMKIOUEVOL
Agv &ovv deloybel eld1kég LeAETES POPUAKOSVVOUIKNG OAANAETIOPUCTG 08 NAKIOUEVOLG £0EAOVTEG.
Meléteg arlnienidpaong éxovv deaybei udvo oe eviiikeg,

4.6 TovipoétnTo, KNG KOL YOroU) i

Tvvaikeg og ovarapaywyikn nAkio/AviicOAANYN

O1 yovaikeg 6€ avomopay®yIKn NAKio TPETEL VO YPTCULOTOIOVV OTOTEAEGHOTIKY OVTIGOAANYT KOTA
™ odipketa ¢ Bepamneiog (PA. Tapdypopo 4.4).

Kvnon



Meléteg og mepapotdlma £0e1&av ToEIKOTNTA 6TV avamapay®YLKn tkavotnta (BA. Tapdypogo 5.3).
"Eyet karaderyBet 6T n mpeykopmorivny damepva ToV TAAKOVVTO GTOVG apovpaiovg (BA.
Tapdypoo 5.2). H apeykoumaiivn evoéyetal va Slomepva TOV TAAKODVTO TOL avOp®TOV.

MeiCoveg cuyyeveic duouopeieg

Ta 6edopéva amd (o oKovovapiky HEAETN TapaTnPNoNS o€ TePLoGOTEPES 0md 2.700 £yKVUOCVVES
OV EKTEOMKAV OE TPEYKOUTOAIVN KATE TO TPAOTO TPiUNVo KaTEEIEOY VYNAOTEPO EMTOAUCUO
pellovev cuyyevav ducpopelav (MXEA) petagd tov taudtaTpikod TAnBuopod (Cdvtog 1 Bvnotyevoic)
oV eKTEONKe oV mpeyKaumaAivn og cOyKplomn pe tov TANBucud mov dev ektédnke (5,9% évavtt
4,1%).

O kivdvvog MEA peta&d tov modatpkoh TANBLG LoD oV eKTEBNKE OTNV TIPEYKAUTAAIVY] KOTA TO
TPOTO TPIUNVO NTOV EAAPPDG VYNAOTEPOG GE CVYKPLOT LE TOV TANBVGUO TTov dev eKTéDNKE
[Tpocappocuévog Adyog emmAaGOD Kot Staotnue epmietocvvng 95%: 1,14 (0,96-1,35)] kot og
ovykpion pe tov TAnBuopd mov gixe ekteBel otn Aapotpryivn [1,29 (1,01-1,65)] 7 ot vrovio&etivn
[1,39 (1,07-1,82)].

O avaADGELS Y10 GUYKEKPLUEVEG OVGHOPPIES KATESEIEAY VYNAOTEPOVS KIVOHVOLGS Y10, SUGUOPPIES TOV
VELPIKOV GUGTLATOG, TOV 0POUALOD, GTOUATOTPOCHOTIKES GYLOTIES, OVCLOPPIEG TOV OVPOTOINTIKOD
Kol SLGUOPPIES TV YEVVITIK®DY 0pYOvVaV, 0AAY ol apdpol gival pkpol kot ol EKTIUNGELG Etvat
avakpiPeis.

To Pregabalin Accord dev mpémnet va, xpnolomoteital Katd tn S1apKeLn TG EYKLUOGVVIG EKTOG EAV
glval coemg amapaitnto (e4v To OPELOG YOl TN UNTEPO, VITEPKAUAVTTEL CAPDS TOVG TOUVODS KIVOUVOLS

YL 0 £UPpLo).

OnAacpog

H mpeyxapmolivny anexkpivetal oto untpiko yara (PA. mapdypaeo 5.2). H enidpaon g
TPEYKAUTaAivng ota veoyva/Bpéen eivan dyvmaortn. [lpénetl va amopaciotel edv Oa dokonel o
Onhaopog 1 Oa dwokonei n) Oepameio pe TpeykapumaAivn, Aappavoviog veoyn 1o deelog Tov Inlacon
YloL T0 Ol Kot To 0peA0g TG Depoameiog Yo T yuvaika.

Tovipdtra
Agv vTapyovv KAVIKE SESOUEVH GYETIKG, LE TIC EMOPACELS TNG TPEYKAUTOAIVIG OTN YOVALKEI,

YOVILOTNTOL.

e pio KAvikn Sokin yio Ty aEoAGYN o TG EMIOPUCTG TNG TPEYKAUTAAIVIG OTNV KIVITIKOTNTO TOV
OTEPUATOC, VY Gppeva dTopo ekTEOMKAY oTNV TpeYKauTarivy, og pia d6om tov 600 mg/Mmuépa.
Metd and 3 pfveg Bepoameiog, dev vIMPYOV EMOPACEIS GTNV KIVNTIKOTITO TOV CTEPHOTOC.

Mio pelét yovipotntog o€ OnAvkong apovpaiovg £xet deiletl avemBounteg ETOPACELS GTNV
avamapoy@yn. MeAETEG YOVILOTNTOG O OPGEVIKOVG apovpaiong Exovv dei&et avemBounteg emdpacelg
oTNV avamopoy®yn kot Ty avamtuén. H kivikn onpacio avtov tov svpnudtov eivar dyvootn (BA.
mopaypapo 5.3).

4.7 Emdpdaosig oty IKavOTNTA 00171)01G KU LEPLGHOV UNYOAVOV

To Pregabalin Accord umopei va £xet uikpn 1 p€tplol exidpaon oty IKavOTITe, 00NYNoNG Kot
yepopov unyavav. To Pregabalin Accord pumopel va mpoxaiécetl {aAn kot vivniio Kot ETOUEV®G,
UTOPEL VO EXNPEAGEL TIV IKAVOTNTA 001 YNONG KOl XEPIGUOD UNYavdv. XTovg acheveic mpémel va
dtvetar cupfovAn va uny odnyovv, va un xepilovrol ToAOTAOK. P aVALOTO Kot VoL UV Toipvouy
UEPOG G EVOEYOUEVMG ETIKIVOVVEG OPUCTNPLOTNTES, LEYPL VO YIVEL YVAOGTO EAV AVTO TO PUPHUOKEVLTIKO
TPOTOV EMNPealel TNV IKOVOTNTA TOVS VO, EKTELOVV AVTEC TIG OPOCSTNPLOTNTEG.



4.8 AvemBOunTteg evépyereg

270 KAMVIKO TPOYPOAPLLO TNG TPEYKAUTOAIVNG cvppeteiyav tavo amd 8900 acbeveig mov e€etébnoay
OTNV TPEYKOUTOAIVY, €K TOV 0TOI®V v amd 5600 cupUETE OV GE SUTAA-TOPAEC LEAETEG,
eleyyopeves e eIKoVIKO oappoKko. Ot o cuyva avapepdpeves avemBounteg evépyeteg nrav {aAn kot
vvniia. Ot avemBounteg evépyeteg tav cuvnBmg NG Eog pétplog Papvtntag. Xe OAeg TIg
eleyyopevec LEAETEG, TO TOGOGTA SLOKOTNG AMOY® avemBountov evepyelav Ntav 12% yio acbeveig mov
AapPavav mpeykapmorivny kot 5% yuo acbeveig mov AdpPavay euovikd edpuako. Ot mo cuyveég
avemBounteg evEPYELES TOV 0dNYoVGaV Ge dlakomr tng Oepaneiog pe mpeykopumaiivn nTov 1 {éan ot
N vavniia.

Oleg o1 avemBounteg evépyeleg mov TOPOVGLACHNKAV GE TOGOGTO PEYOADTEPO OO AVTO TOV
EIKOVIKOD QUPLAKOD KOl GE TEPIGGOTEPOLS TOV VOG acbevelg, meplhappdvovial otov mivaka 2 Tov
akoAovBel katd katnyopia Kot cuyvotnTo (ToAD cuyvég (= 1/10), cuyvég (= 1/100 émg < 1/10), o1
ovyvég (= 1/1.000 émg < 1/100), omdvies (= 1/10.000 £mg < 1/1.000), oA ordvieg (< 1/10.000), un
YVOGOTEG (Ogv umopolv va ektiunBovv pe Baon ta Stabécipa dedopéva)). Evtog kabe katnyopiog
GLYVOTNTOG EUPAVIOTG, Ol aveTBOUNTEC EVEPYELEG TapaTiBevTaL KoTd Oivovsa celpd coPapdtnrag.

O avemBOuNTES EVEPYELES TOL TTEPTYPAPOVTOAL, UTOPEL EMIONG VO oYeTI{OVTOL [IE TNV VTOKEILEVT] VOGO
KO/ TO GLYYOPTYOVUEVO QUPLOKEVTIKA TPOTOVTA.

21 Bepoameio Tov KEVIPIKOD vevpomadntikod tdvov efartiog PAAPNG Tov votiaiov pouehov gixe
aLENOEL YEVIKMG 1 GLYVOTNTO ELPAVIONG TOV AVETIHOUNTOV EVEPYELDY, Ol AVETLOVUNTEG EVEPYEIEG TOV

KNX kat e1dtkotepa | vevniia (BA Tapdypago 4.4).

Emnpdcbeteg avtidpdoeic mov avapépnkay and v amoktnbeica spmeipio HeTd TV KuKAOQOpPio TOV
QUPUAKOV GTNV ayopd, GUUTEPIAAUPBAVOVTOL PE TANYLO YPAUUOTO, GTOV TOPOKOTM TIVAKO.

Hivakag 2. AvemOopnteg Evépyeieg g Hpeykapmarivyg

Kotnyopia/Opyaviko AvemOounteg Evépyeiec @appakov
XooTnno

AOPAEELS KOL TOPUGITOCELS

2oyvég | Pwoopopvuyyitida

AWTOpay£S TOL GLUOTOLTIKOD KUl TOV AERPIKOD GUGTI|HATOS
Oy ovuyvég | Ovdetepomevia

AWTapay£S TOL GVOGOTONTIKOV GUGTIIATOS

Oy ovyvég

YrepevaroOnaio

Xrdvieg

Ayyerooidnua, allepyixy aviiopoon

AwTapay£c Tov petoforiopod ko g Opéwng

ZuyveEg

Opeln ovénuévn

Oy ovyvég

Avope&ia, vroyAvkaipio

Popotpikéc Aratapayés

Xoyvég

Evpopikn cvvaicOnuatikn diébeon, ocbyyvon, evepebiotomra,
QTTOTPOGOVATOAOUOG, ODTVia, LELWUEVT YEVETNGLO OPUN

Oy ovyvég

YevoaicOnon, kpion mavikov, avnovyia, Si€yepor, Katddiluym,
katablmTikn d1absom, eEnpuévn cuvausOnuatikn diadson,
emOeTikoTNTO, OIOKVUAVOELS TNG cLVOICONUATIKNG d1G0s0ncC,
ATOTPOCMIOTOINGT, SuoKOAA avaxkinong Aéewv, doTapaypuéva
Ovelpa, LENUEVN YEVETNGIO OPUN, OVOPYOoUia, oradsiol

Xrdvieg

Apon avaoToOANG, OVTOKTOVIKOS 100G OC, UTOKTOVIKN
GULUTEPLPOPE

Mn yvootéc

Elcptnon omo to papupaxo

A10Topoyés TOV VEVPIKODU GCUGTHUATOS

IToAVY cuyvéc

| Z4An, vvnMa, Keeoladyio
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Katnyopia/Opyoaviko
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AvemOounrteg Evépyereg ®appdrxov

Xuyvég

Ata&ia, un @LOOA0YIKOS GLVTOVIGHOG, TPOLOG, dvcapBpia,
apvnoio, EXNPEAGUEVT] LWVAKN, SLOTOPOYN TNV TPOCOYN,
mapoioOnoia, vraicdnoio, KATasToAN, dlaTopayn TG ICOPPOTIOC,
AMBapyog

Oyt ovyvég

Xvykony], AMBapyoc, LLOKA®VOGS, arwicio ovveidnong,
YOYOKIVITIKY DIEPKIVITIKOTNTA, dvokvnoia, (aAn 0éong, Tpopog
KaTd TIG EKOVGIEG KIVIGELS, VOOTOYLOG, VONTIKY OloTapoiyn,
EMNPEQCUEVT] OLOVONTIKY KOTAoTAoH, SloTapay] AOYOV, EAATTOOT)
AVTOVAKAQGTIK®V, VIEpAlcOncia, aicnon Kavcov, ayevoia,
alafnua Kaxovyiog

XTavieg

2raouol, Topocuica, VroKvnoia, dSuoypagio, TUPKIVGOVIGUOS

0p0alukéc dSruaTapayés

2OYVEC

Opaon Baumn, Simhonio

Oy ovyvég

ATOAELD, TEPLPEPIKNG OPACTG, OTTTIKT SLATOUPUYT, OIOTLLOL TOL
0OoALOD, EAAEO OTO OTTTIKE TTEdia, OTTIKN 0EHTNTA LELWUEVT,
OVoS 1oL 0PBaAp0D, acBevorio, poToyia, Enpopdoitia,
dakpvppota avénuévn, epebiodg Tov 0@OaALLOD

Zrdvieg

Anwiera opoong, kepatitidoa, OPACT KATA TV OTOI0 TO OVTIKEIUEVA
@OivOVTOLl TOAOVTELOUEVE, QAAOLMUEVT] OTTTIKT] OVTIATYT TOL
BaBovc, podpiaon, otpafiouds, Adumov PAEULL

Awotopayés Tov MTOS Ko Tov Aafupivlov

Tuyvéc Thryyog

Oy ovyvég Yrepoxoio

Kaopowkéc owatapayés

Oy ovyvég Tayvkapdio, KOATOKOIMOKOS OTOKAEIGHOG TPMTOV Pafpo,
orefoxopfikn Bpoadvkapdia, coupopntiky KOpPIIOKN OVETGPKELD

Eravieg Hopazoon draotiuotos QT, eheforxoufikn tayvkopdia,

oAeforoufikn appubuia

Ayyewokéc dwatapayég

Oy ovuyvég

| Yroétaon, vaéptacn, eEdwels, EEaymn, TEPLPEPIKN YuypOTNTO

AWTapay£S TOL OVUTVEVGTIKOV CUGTIIATOS, TOV 0MPaKe KoL TOV pEcofmpaxiov

Oy ovyvég Avonvola, exiotaln, fyog, PLVIKA GUUEOPNOT|, PVITIOW,
POYYOANTO, ENPOTNTO PLVIKOD BAEVVOYOVOL

XThvieg Tlvevuoviko oidnua, GLGELYKTIKO aicOnuo Aoiov

Mn yvootéc AVOTVELGTIKN KOTOGTOAN

AwTapayés TOL YOOTPEVTEP

KOV

Xoyvég

"Epetocg, vavtia, Suokototnto, digppoia, PETEMPIoUOS, O1ATaoN
™G Kowiag, Enpootopiol

Oy ovyvég laotpooicopaykn moAvdpoUN o, VTEPEKKPLOT] GLEAOL,
VToeOncio 6TOUOTOC
Yrhvieg Aocxkitng, Taykpeatitida, oidnuo yAoaoag, Suoeoyio

Alotapoay£C Tov HTOTOG KOL TOV YOANPOP®V

Oy ovyvéc

Avénuéva nrotikd Evlouo™®

Xrdvieg

‘Tktepog

IToAY omdvieg

Hrotikn averdpketo, nrotitido

AwTapay£S TOL dEPRATOS KUL TOV VTOIOPLOV 16TOV

Oy ovyvég

E&dvOnua PLotidddeg, kvidmon veptdpwoia, kKviouos

Xrdvieg

To&ixn emdepuixy vexpoivan, advipouo Stevens Johnson, kp0Oog
1W0PpOTOC

AWTOPaYES TOL HVOGKEAETIKOV GUGTI|HATOS KU1 TOU GUVOETIKOD 16TOV

Zoyvég

Mvuikn kpdpma, apBpodyic, ocQLaAyia, TOVOG GE AKPO, VYEVIKOS

omacUOG
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206TNHO

Oyt ovyvég Awdykmon dpBpwong, puaiyio, Ppoikég 0eGUOMGELS, avyEVAAYia,
ULikn Svokapyio

YTavieg PafBoopvdivon

AWTOPayES TOV VEQPAV KOL TOV 0VPOPOP@V 00DV

Oyt ouyvég

Axpdreio ovpmv, dusovpia

Xrdvieg

Ne@pikn aveTAPKELD, OALYOVPIN, KATOKPATHGH 0DpwV

AWTopay£S TOV AVOTUPAYWYIKOD GUGTI|LOTOS KOl TOV LOGTOV

Suyvég ZTuTikn ducettovpyio

Oy ovyvég 2e€ovolikn dvoiettovpyia, KOBVOTEPNOT EKGTEPUATIONG,
dvounvoppota, LocToduvia

Xravieg Apnvoppora, £Kkpion pactov, avénon tov peyébovg Tov pooto,

YOVaIKOUOOTIO!

I'evikéc 10TapoyéS KOL KOTAGTAGELS TS 000V YOpyNong

Suyvég Oidnua Tep1pepikod, oidNa, PASIGUO U1 PVGLOAOYIKO, TTMOGT,
aioOnon pédne, aichBnon un ELGIOAOYIKY, KOTMON
Oyt ouyvég I'evikevpévo oidnpa, 0idnua Tpoommov, aichnuo cOoELYENG TOV

Ompoaxka, dAyoc, Topeéia, diya, piyn, eEacbévion

Hopoxivikég eetdosrg

Xuyvég Zopatikd Bapog ovénuévo

Oyt ouyvég Kpeatwvopmopokivdon aipatog avénuévn, yAokoln aipotog
aLENUEVN, aplOUOG UOTTETOAM®Y HEIOUEVOC, KPEATIVIVI OiOTOG
aLENUEVT, KOO OHUOTOG UELOUEVO, COUOTIKO BAPOC LEIOUEVO

Xrdvieg Ap1Bu6g AeVKOKLTTAP®V PELOUEVOG

* Apwvotpavopepdon g aiavivng avénpévn (ALT) kon aomaptikn apvotpavepepdon avénuévn (AST).

Metd and dokon| Ppoyvypoviag Kot pakpoypoviag Oepameiog pe TpeyKoumaiivn, &xovv Tapatnpnoel
oTEPNTIKA cvpuntdpota. 'Exovv avaeeplel ta akdiovba coumtouata: avmvio, kepaialyio, vootia,
dryyoc, dibppota, YPITRMOEG GHVOPOLO, CTAGLOT, VELPIKOTNTA, KOTAOAWYT], CLTOKTOVIKOG 100G UOC,
dAyog, vepdpwaio kot COAN. AVTA TO CUUTTOUOTO EVOEYETOL VO VDTTOJEIKVOOLV eEAPTNOT 0t TO
oapuakxo. O acbevic Oo Tpémel vo evnuep@VETAL YioL 0VTA Kot Tnv Evapén g Oepoameiog.

AvoQopikd pe TN d10K0Tm Hokpoypoviag Oepaneiag pe tpeykapmoaiivn, ta dedouéva vrodetkvoovy OtL
1N CLYVOTNTO ELPAVIGNC KOt )] GOPAPOTNTO TOV CTEPNTIKOV CUUTTOUOTOV UITOPEL Vo etvart
docoelaptoueveg (PA. mapaypapovg 4.2 kot 4.4).

Houdratpikdg TnBuepog

To mpoPik aoEALELNG TNE TPEYKOUTOAIVIC TTOV TapoTPNONKE G TEVTE TOUSITPIKEG UEAETEG GE
ac0eveic e E0TIOKEG EMANTTIKEG KPIOELS [UE 1] YWPIG 0eVTEPOYEVN YEViKEVOT (LEAETT
QTTOTEAEGULATIKOTNTOC Kol 0o@Aielag ddpketog 12 efdouddnv oe acheveic nhikiag 4 émg 16 tmv,
n=295, YeAETT OTOTEAEGLOTIKOTITAG KOl 0oPUAELag dLapkelag 14 nuepov o acbeveic nikiag 1
UNvog m¢ Kato twv 4 etdv, n=175, HEAETN QAPLLOKOKIVITIKNG KOl LEAETN AVEKTIKOTNTOG, N=65 Kot
dv0 1 £€10V¢, OVOIKTNG EMONUAVONG, LETA TIC HEAETEG acPdAelag, n=54 kot n=431) Tav Topdolo e
aVTO TOL TapaTNPNONKE 0TIC HEAETEG evnAikmV aoBevav pe emdnyic. Ot o cvyvég avemBOuNTEG
gvépyeleg Tov mapatnpiOnkay otn perétn 12 efdopddwv pe tn Oepaneia pe TpeykaumToiivny nTov
vvnAda, tope&io, AOTUOEN TOL AVAOTEPOV OVOTVEVGTIKOD GLGTILATOG, OpeEN avENIEVT, COULATIKO
Bapog avénuévo kat prvoeapuyyitida. Ot o cuyvég avemBbunTteg evEPYELEC TOV TapaT P ONKAY
ot perétn 14 nuepdv pe m Bepaneio pe mpeykopumaiivn nTov vavniio, Aoipmén Tov avdTepo
AVOTVELGTIKOV GLOTHUATOG Kot upesia (BA. mapaypdpovg 4.2, 5.1 ko 5.2).

Avagopd mBavoroyovuevov avemBOunTev eveEPyELOY

H avoapopd mBavoroyoduevmv avemiBounT®my evepyeimy HETd amd T Yopnynon adstog Kukhopopiog
TOL QOPUAKEVTIKOV TPoidvTog eivan onuovtikn. Emitpénet ) cuveyn mopakolovdnon g oyéong
0PEALOVC-KIVODVOL TOV QOPHOKEVTIKOD TPOIOVTOG. ZNTeltal and Tovg ExayyeALOTIEG VYEING VO
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avaQEPOLY OTOLEGONTOTE TOAVOAOYOVEVES OVETIOVUNTEG EVEPYELEG LEGM TOL £6VIKOD GLGTHUOTOC
avapopds mov avaypdeetal oto Hapdptnpa V.

4.9 Ynegpdoocoroyia

Xy amoktnBeica gpmepio LETA TNV KUKAOQOPIO TOL QUPUAKOL GTNV 0yopd, Ot TTo GLYVA
AVOQEPOLEVEG OVETIOOUNTEG EVEPYELEG, O1 0TOiEC gl TTapatnpnOel e v vaepdocoloyia Tng
TPEYKAUTOAIVNG cvumepteAdpovay vvniio, GUYYLTIKY KOTdoTaoT], S1EYEPOT Kol OvnGuyia.
Avaeépnkay emiong emAnmTikég Kpioes.

2€ OTAVIEC TEPITTAOCELS, £XOVV aVOQEPDEL TEPIGTATIKA KOUATOG.

H Oepaneio g vepdocoroyiag pe TpeyKOUTaivn TPETEL Vo TEPIAAUPAVEL TA YEVIKA DTOGTNPIKTIKA
péTpa Ko iowe atpodoiion, eav ivar arapaitn (BA. mtapdypago 4.2 Iivakag 1).

5. DAPMAKOAOT'IKEX IATOTHTEX

51 ®@oppoKodVVOPUIKEG LOLOTITES

Doppokobepamentikn katnyopio: AVorlynTikd, GAAN OVOAYNTIKA KOl AVTITUPETIKG,
YKOUTTOTEVTIVOELON

Kwdwog ATC: NO2BF02

H dpaoctikn ovoia mpeykapmaiivn lvar avéioyo tov y-aptvopfovtupikod o&Eog [(S)-3-(apvouébur)-5-
pebude&avoikd o&p].

Mnyaviouog dpdong
H mpeyxopmarivn cuvoéeton o Hio ETKOVPIKT VTOOUADE (02-0 TPMTEIV) TOV EVEPYOTOLOVUEVAOV A0
S0POPA dSVVOUIKOD SOA®Y OGPEGTION GTO KEVIPIKO VELPIKO GUGTN L.
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KAwikn ommoteAeouotikOTnTo. Kot 0o@AAELo,

NevporaOntixog movog

AmotedeopoTikoTnTo, £Y€L Oc1yOel o8 doKIUESG Yo draffnTiky vevpomdbeia, pebepmntiky vevpodkyio Kot
BAGPnN Tov votiaiov poerov. H anotedeopatikdra dev £xel diepevvnbel oe GAAeg LOPPES
vELPOTAONTIKOD TOVOVL.

H mpeyxopmarivn éxer peietnBei oe 10 eleyyopeves kKAvikég dokipés, ddpketag Emg 13 efdopdadmv
pe docoroyia d00 opég v nuépa (BID) ko didpketog Eog 8 efSopddmv e docohoyia TPELS POPES
v nuépa (TID). Fevikd, ta Tpo@ik ac@AAELNG KOl ATOTEAEGUATIKOTITOC Y10 TOL OOGOAOYIKA GYILOTO
BID o TID, ftov mapdpota.

2e KAMVIKEG OOKIEC dLapkelag £m¢ 12 eBOOUAdMY Y10 TOV TEPLPEPIKO KOl TOV KEVIPIKO VELPOTAONTIKO
7ovo, peimwon tov Tovov mapatnpnnke omnd v 1n ERdondda kot dtatnpronke katd tnv S1GpKeLo Tng
Bepamneiog.

e eleyyouevec KAMVIKEC SOKIUEG OTOV TEPLPEPIKO VELPOTTAONTIKO TOVO, 35% TV 060EVAOY TOL TOLG
yopnynOnke mpeykapmaiivny kot 18% tmv acbevav mov erapfovay euovikod gdpupoko, iyav 50%
Beitiowon oty Pabporoyio mévov. ' Tovg acBeveig mov dev mapovoiacay vavNAic, VT M
Beltimon mapatnpidnke oto 33% TV acbevdv mov Tovg yopnynOnKe mpeykapmaiivn kot 18% twv
acOevav mov eAdupavay ucoviko edpuaxo. [a Toug acbeveig Tov Tapovsiacay vavnAia, Ta
T0600TA avtamdkpiong NTav 48% yio v mpeykapmaiivn Kot 16% yio 1o gikovikd Qappoko.

e eleyyopevn KAWIKN SOKIUN GTOV KEVIPIKO VEVPOTaONTIKd Tovo, T0 22% TV 0chEVOY GTOVS
omoiovg yopnynonke npeykapmorivn kot 10 7% tov acdevadv mov eAupavay IKoviKO QApHOKO,
glyav 50% Pertimon otnv Babporoyia mdvov.

Eniinyio

Sopminpopotikn Oepaneio

H mpeyxapmolivn éxel pekemOei oe 3 eheyydueveg kKhvikég dokipég diapkelag 12 foopddmv, pe
docoroyio BID 7| TID. I'evikd, ta Tpo@il ac@UAELNG KOl OTOTEAEGLOTIKOTITOG Y10 TOL SOGOAOYIKA
oynuota BID kot TID, ftav mapodpota.

Ao v 1" EBSoudda mapoatnphinke pio peimon otn cuyvotnto ToV ETANTTIKOV KPIGEDV.

Houdwtpikde TAnbovoude

H ac@dlelo kot 1 amoTeAeGUOTIKOTITO, TG TPEYKAUTAUAIVIG (0C GOUTANPOUATIKNG Oepameiog yio TNV
emAnyio og Toudlatpikovg acbeveig nhikiog kdto Tov 12 g1V kot eprfovg dev £xovv tekpunprwbet.
Ot avemBounTeg evEPYELES TOL TOPATNPNONKAY GE Lo LEAETT] PAPUOKOKIVITIKNG KOl AVEKTIKOTNTAG,
oV omoia cvppeteiyay aobeveic nhikiag 3 unvav émg 16 et@v (n=65), ue ETANATIKEG KPIGELC
€0TIOKNG Evapéng, NTaV TAPOUOIES IE QVTEC TOV Tapatn P OnKay atovg eviiikes. Ta amoteléouarta
UL0G EAEYYOUEVIC UE EIKOVIKO PApUaKo HEAETNC dudpkelag 12 efdopddmv og 295 maidiaTpikode
acBeveic nNAikiag 4 £émg 16 etV Ko pog EAeyXOUEVG LE EIKOVIKO QApUaKO PEAETNG OdpKelag 14
nuepov og 175 modrorpikods acbeveig niuciog 1 pnvog €mg kdto Tov 4 eTdv, 1 omoia
TPOYLOTOTOMONKE Yo TNV 0ELOAOYNOT) TNG OMOTEAEGLATIKOTITAS KOl TNG OOPAAELNG TG
TPEYKAUTOAIVIG OC CUUTANPOUATIKNG OEPOTELNG Y10 TNV AVTIUETDTICT TOV EMANTTIKOV KPicE®V
£0TIOKNG EVapENG Kot dV0 UEAETOV AGQAAELNG OVOIKTNG emonuavong 1 étovg, otnv omoia
ovppeteiyav 54 ko 431 mondratpikoi acbeveic, avtiotorya, nhikiog 3 unvov €ng 16 etdv pe
eMANYi0, VTOSEIKVVOVV OTL 1) TLpeLia Kot 01 AOIUMEELG TOV AVATEPOL OVOTVEVGTIKOD GUGTILATOG
mapoTnpNONKay ©g avemBOUNTES EVEPYELEG TTIO GLYVA G€ GUYKPIoT UE TIC pHeEAETEG EVAikoV acBevmv
pe emnyio (PA. mopaypdeovg 4.2, 4.8 kot 5.2).

X ddpketag 12 efdopddwv eAeyyOLEVNG LE EKOVIKO PApLaKo LEAETT, ot Toudlatpikol acOeveig (4
£m¢ 16 etdv) katavepundOnkav ot ANy apeykoumtaiivng 2,5 mg/kg/Mmuépa (uéytoto, 150 mg/muépa),
apeykapumaAivng 10 mg/kgmuépa (Léyioto, 600 mg/muépa) 1 euKoviKod eappdakov. To T0606TO TV
acBevav pe TovAdyiotov 50% peimon otig emANTTIKES KPloels E0TIOKNG Evapéng Omwg cuykpibnke pe
v évapén frav 40,6% tov acBevav tov Edafav Bepameia pe tpeykapmolivny 10 mg/kgmuépa
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(p=0,0068 £évavti Tov gKOVIKOD PapPUAKOL), 29,1% TV acBevav Tov éafav Bepaneia pe
apeyKapumaAivn 2,5 mg/kgmuépa (p=0,2600 évavtt Tov giKoviKod oappakov) Kot 22,6% avtdv Tov
Elafav eucovikd PapUaKo.

v eheyyouevn e eiovikd eappoxo perétn odpkeag 14 nuepdv, tadiatpikoi acheveic (1 pnvog
£0¢ Kato TV 4 £e1dV) Katavepndnkav otn Aqyn tpeykaumoiivng 7 mg/kgmuépa, mpeykapumaiivng
14 mg/kg/muépa. 1 eucovikod poppdkov. H eikoottetpdmpn SIAUEST CLYVOTNTO ETANTTIKOV KPIGEDY
Katd v évopén Kot TNy televtaia eniokeyn Nrav 4,7 kot 3,8 yia v npeykapuraiivn 7 mg/kg/muépa,
5,4 ot 1,4 yio v mpeykopmaiivn 14 mg/kg/muépa kan 2,9 kot 2,3 yio 10 IKOVIKO QAPHLOKO,
avtiotorya. H mpeykapmaiivn 14 mg/kgmuépa peimoe onpovtikd tn AoyoptOuKd HETOCYNIATIGUEVN
GLYVOTNTA EMANTTIKOV KPIGEDV EGTIOKNG EVapENG EVOVTL TOL E1KOVIKOD Qappakov (p=0,0223). H
apeykapumaAivn 7 mg/kgmuépa dev eppavice Pedtioon o Gyéon e TO EKOVIKO QAPLLOKO.

e o eAeyYOUEVT] LULE EIKOVIKO (APLOKO UEAETT O1dpkelag 12 efdopddmv o acbevelg e Tpwtoyeveic
yevikevpéveg tovikokAovikés (Primary Generalized Tonic-Clonic, PGTC) emidnmtikés kpicels,

219 aobeveig (nhikiag 5 émg 65 etdv, K TV omoimv, 66 Ntav nAkiag 5 éog 16 eTdVv) KatavepnOnkav
o™ My mpeykaumaAivng 5 mg/kg/muépa (uéytoto 300 mg/Mmuépa), 10 mg/kgmuépa (Léyioto

600 mg/Muépa) 1 EIKOVIKOD PAPUAKOL ®G cupmAnpouatiky Bepaneia. To T0606T0 TV 0cBevdVY pe
tovAdyiotov 50% peiwon oto 10cootd eminnTik®dv Kpicewv PGTC ftav 41,3%, 38,9% kot 41,7%
v TV mpeykaumaAivn 5 mg/kgmuépa, v mpeykaumaiivny 10 mg/kg/Mmuépa Kot To EIKOVIKO
@aploKo, avTicToLyd.

MovoBepaneio (veodayvwoBévteg aoBeveic)

H mpeyxapmorivn éxet pekemOei oe 1 eheyydpevn KAvikn pedétn didpketag 56 foopddmv pe
docoioyia BID. H mpeykapmaiivn dev enédelle un-katwtepdtnra £vavTtt TG AALOTPLyivig COLPOVA
HE 1o TEMKO onpeio Tng amovoiog oTacUdv otovg 6 pves. H mpeykopumaiivn Kot n Aapotpryivn
TOPOVGIOCHY TOPOLOLY ACPAAELD KOL KOAT OVOYT|.

Awtapoayn 'svikevpévov Ayyovc

H mpeykaumolivn éxet pekemOei oe 6 eleyydueve dokipuég diapkelag 4-6 efdouddwy, oe pia perém
NAMKIOUEVOVY d1dpkelog 8 BOoUAdmV Kot G€ [io LaKPOXPOVIL LEAETN TTPOANYNC TV VTOTPOTAOV, LE
pio SUTAG-TVPAT, QACT) TPOANYTG TV VITOTPOTMV OLAPKELNG 6 UNVAOV.

H avaxoveion amnd ta copmtdpata g AlA, 0nmg avtavakidator otnv KAiipaxe Extipnong tov
Hamilton (HAM-A), mapatnpndnke péypt v 1" EBoopdda.

e eleyyopevec KAViKES doKIpéG (dtdpketag 4-8 efdonadmv), 1o 52% twv acbevodv mov eraupavoy
apeyKapumaAivn kot to 38% TV acbevav Tov eEAdUBovay EIKOVIKO (APLOKO Topovciacay BelTioon
Katd TovAdyoTov 50% ot cvvolkn fabporoyio Tng HAM-A tov tehikol onpeiov, o€ oyéon pe

vtV TS Evopéng.

e eleyyopeveg doKIuéC, pio peyaidtepr avaroyio aclevamv mov eAdupavay Bepaneia pe
TpeyKapumaAivn avépepay Bapupog dpaong, amd 61l acbeveic mov erdpuPavay Bepaneio pe KOVIKO
QAPUOKO, TO OTTOL0 ATESPALE GTNV TAELOYN QIO TOV TEPIGTATIKMY, UE TN GUVEYIOT) TNG XOPNYNONS.
OpBarporoyikdg Eleyyog (ovumeptiappavopévov LYo omttikng o&utntag, peboducon eAéyyov
omtkov mediov Kot Pubockomikov eAéyyov pe pudpiaon) deénydnke oe dvo Tov 3600 acbevav, ota
TA0io10, EAEYYOUEVOV KMVIKOV SOKIUDV. T 0TOVE TOVG acbeveic, ) otk o&vtnto, pet®onke 6to
6,5% tov acBevav mov eAdupavay Oepaneia pe Tpeykoumaiivn kot 6to 4,8% tev acleviov mov
ghapPavav Bepameia pe eiovikd eappoako. MetafoAég oto ontikd medio evromionkayv 610 12,4% TV
acOevav mov eAdupavay Oepaneio pe mpeykoumarivn kot 6to 11,7% v acbevav mov eddupfovoy
Bepamneia pe gikoviko pappako. BvBookomukés petaforég mapatnpndnkay oto 1,7% 10V acbevdv mov
ehapPavayv Bepameia pe mpeykapmaiivn kot oto 2,1% tov acbevav mov erdufovay Oepaneio pe
EKOVIKO QAPLLOKO.
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5.2 @uppoKoKIVITIKES 1O10TNTES

H poppoakokivntiki g TpeyKaUmaAivng 6 oTofEpOTONUEVT] KOTAGTAOT EIVOL TOPOUOLOL OE VYIEIC
e0elovTég, o€ eMANTITIKOOG 060gVELG, TOV AAUPAVOVY AVTIETIANTTIKA EApLOKa Kol o€ acbeveig pe
ypdvio movo.

Amoppognon

H mpeyxopmarivn, xopnyobuevn ent kevoh 6Topdyov, amoppopaTat ToyEmG, LE TIG LEYIOTESG
GUYKEVTIPMGELS GTO TAAGLO VoL ETLTLYYAvovTaL EvTOg 1 dpag petd and ) yoprynon anas q
ToAALOTTAGDV 06ce@v. H BrodiabecidtnTa T 0md T0U GTOUATOS YOPTYOVUEVNC TPEYKOUTOAIVIG
vrohoyileton 6Tt ival > 90% kan givar ave&aptnn T™C dOoNG. META amd EMAVEIANULUEVT] XOPTYNOT], M
otafeponompévn Katdotaon enttvyydvetat evtog 24 £oc 48 wpav. O puBudg amoppdenong g
TPEYKAUTOATVIG LEWDVETOL OTAV YOPTYELTAL LE TPOPT], TPOKAADVTOS UEIOT TNG Crnax K0TA 25-30%
TEPIMOL Kal EMPPASVVOT| TOV tmax G TEPIMOV 2,5 dpeg. Evrovtolg, n yopnynon g npeyKapumaiivng
LE TPOPT OeV EXEL KAVIKA ONUOVTIKT ENIOpOoT) 6T0 Babud amoppdenong g TpeyKaUmTaiivng.

Katovoun

e mpokMvikég pehéteg, £0eiyO OTL 1) TPEYKAUTOAIYT SOTEPVE TOV ALUATOEYKEPUAKO QPAYLO GE
poeg, emipveg Kot mbfkove. Edeiybn emiong, 611 | mpeykapmaiivn damepvi TOV TAAKOOUVTO TOV
EMUVOV KO 0VELPICKETOL GTO YOAO ONAalOVI®OV EMUDOV. ZTOLG OVOPOTOVG, O PAIVOUEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTAAIVIG LETA TN YOopnyNon amd Tov otdpatog eivon tepimov 0,56 L/kg. H
TPEYKAUTOAIVT] OV GUVOEETAL LUE TIC TPOTEIVES TOL TAGGLOTOG,

Blopgtooynuatiopog

H mpeyxopmarivn veiotatol aonuavto petafoloud otov dvlpomo. Metd amd yopnynon
POSIOEMIGLACLEVIG TTPEYKAUTAAIVIG, TEPiTOL TO 98% NG padievépyelag Tov avakthOnke 6T oVPa
nrav apetdfintn npeykoumorivn. To N-pebviiopévo Topdymyo ¢ TpeyKaumoiivig, Tov KOPLov
petafoAritn g mpeyKoumaiivng mov evronicOnke oto, ovpa, aviictoryovoe 6to 0,9% Tng ddoNC. Xe
TPOKAVIKEG LEAETEG, OEV LINPYOV EVOEIEELS PAKEUOTOINGNG TOV S-EVAVTIOUEPOVS TNG TPEYKAUTOAIVIG
o R-evavtiopepéc.

AmoBoln

H mpeyxopmarivn amofaiietor oamd T CLGTNHOTIKY KVKAOPOpia Kuping e amEKKPLoT and TOVG
VEQPOUC, OC OUETAPANTO PAPLLOKO.

O péoog xpovoc nuilong tng amofoing g mpeykopmaiivng etvan 6,3 dpec. H kdBapon and to
TAGo O Kol 1 VEPPIKT kdBapon g Tpeykapmarivig etvar evBwg avaloyes g kdBapons g
kpeatvivig (BA. mapdypago 5.2 Neppikn dvcAettovpyia).

Eivar amapaitn n tpocappoyn g d0ong o€ acheveig pe peiopévn veppikn Agttovpyia 1 o€
acOeveic mov kdvouv aupodoion (BA. mapdypago 4.2 Iivaka 1).

CpappkdnTo/un-ypopukotnTo:

H poppokokivntiki g TpeyKapmaAivng eivol YpappKn yio To €0Pog TG CUVIGTOUEVNC UEPTIOLOG
docoroyiog. H peto&d atopmv QopuokokivnTiky LeTaANToOTNTa Y10 TV TPEYKAUTAAIVY Elval YounAn
(< 20%). H poppokokivntikn TV ToAamA®V 60cemv uropel vo tpoPreqbei amd ta ototyeia tov
amoé 06cewv. Emopévac, dev gival amapaitnt n LETPNon T@V GUYKEVIPOGEMY TNG TPEYKAUTOAIVIG
070 TAAGO, €Tl TAKTIKNG PACEWC.

[O100¥0]
O1 KAMVIKEG dOKIUEG VTTOSGEIKVOOVV OTL TO PUAO eV EYEL KAVIKA ONUAVTIKY ETIOPACT OTIG
GUYKEVIPMGELS TG TPEYKAUTAAIVIG OTO TAAC L.

Neppkr| dvoiettovpyia

H xa0apomn tng mpeykapumarivig etvar evbémg avaioyn g kaBapong kpeatvivng. Emmiéov,
TPEYKUUTOAIVY] OTOUAKPVOVETAL ATTOTEAEGLOTIKA A0 TO TAGCLA, e Olplod1OALoT (LETA amd cuvedpia
ALLOOTOAIONG 4 MPDV, Ol CLYKEVIPMOGELS TNG TPEYKAUTOUAIVIG 6TO TAAGLLO LLEWOVOVTOL KOTA TEPITOV
50%). Kabmg 1 veppikn anékkpion gival 1 KOpla 000¢ amEKKpIong, 1 peimon g 60omg oe aobeveic
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LE VEPPIKT SVGAEITOVPYIO KOl CUUTANP®UATIKY] 0061 HETA 0md aodtdALo, eivon amapaitntn (PA.
mapdypao 4.2 Iivaka 1).

Hrotwr duciettovpyia

Agv &yovv de€aybel edkég pappokokvntiég peréteg oe acbeveic pe nratikn dusAettovpyio. Kabog
N mpeykoumorivny dev petaforletol onpoviikd Kot anekkpivetal Kuplog g ALETEPANTO PAPUOKO GTA
00pa, M NTATIKN SVGAELTOVPYIO, OEV OVAUEVETOL VO LETAPAAEL OTLOVTIKG, TO ETLTESA TNG
TPEYKAUTOAIVNG 6TO TAGGULOL.

Hodrotpikog minBuopog

H poppakoxivntikn g mpeykapumaiivng a&loloyndnke oe madiatpikong acheveic pe emAnyia
(MAuokég opddes: 1 émg 23 unvav, 2 g 6 etov, 7 €0¢ 11 etov kot 12 émg 16 e1dVv) o€ enimeda
docoroyiag 2,5, 5, 10 ko 15 mg/kgmuépa, oe pio LEAETN QUPUOKOKIVITIKNG KO AVEKTIKOTNTAG.

Metd Vv amd Tov GTOHOTOG XOPTYNOT TG TPEYKAUTOAIVIG 0 Tadl0TPLKoVS aceveic 68 KATAGTAON
VNOTELOG, O YPOVOG TTOL YPELGTNKE Y10 TNV EMTELEN UEYIGTNG GLYKEVIPMOOTG GTO TAAGLO T|TAV,
YEVIKA, TOPOUOL0G GE OAOKANPT TNV NAIKLOKT opdoa kot emttedydnke 0,5 dpeg £mg 2 dPeg UETA ™
xopiyynon g d6omg.

Ot TtopapeTpot Cmax kot AUC g mpeykapumaAivng avEN0nKay ypapkd o€ oo Le v avénoen mg
d0oong og kabe nAkiokn oudda. H AUC frav youniotepn kotd 30% oe moaudiatpikovg acheveic pe
Bapog katw amd 30 kg, Loym avénuévng kdBapons tpocaplociévig oto copatikd Bapog kotd 43%
Yo aVTOvG TOVG acbeveic oe GUYKpLoN Ue Tovg acbeveis e Papog >30 kg.

O telkdg ypdvog NULONS TG TpeYKAUTaAivng Ntav katd péco 6po mepinov 3 mg 4 dpeg ot
Ao TPIKoVS aoBeveic nAkiag Emg 6 eTdv Kot 4 £0¢ 6 Mpeg 0TOVG 0obeveig nAkiog 7 ETOV Kol AVE.

H avéivon gopuokokivntikng tov TAN0uepon £6g1ée 0Tt 1) kKGBapon TG KPEATIVIVIG NTAV GIUOVTIKN
GUUUETAPANTH TNG KABaPOoTG TG Ad TOV GTOUOTOC TPEYKOUTAAIVIG, OTL TO COUATIKO Pépog HTav
GMNUOVTIKT) GUUUETUPANTH TOV QAVOUEVOD OYKOL KOTOVOUNG TNG GT0 TOV GTOUNTOC TPEYKAUTAAIYNG
Kol OTL OVTEG Ol GYECELG NTAV TAPOUOIEG GTOVE TOUSLUTPIKOVG KOl TOVE EVAAIKEG 0cOEVEiC.

H pappoaxoxivntiki g mpeyKkapumaiivng oe acbeveic nlikiog kdtm tv 3 unvav dev €xet peretnel
(BA. mapaypaeovg 4.2, 4.8 ko 5.1).

Hiuwpévor

H kaBopon g apeykaumarivng teivel va peidverat kabmhg avavetor n niikio. H peioon avt oty
KkGOapon ™ amd TOL GTOUATOS YOPNYOVUEVNG TPEYKAUTAAIVIG Elval GOUP®YT LE TN HEiOT TNG
KkéBapong g kpeatvivig Tov oyetiCeton pe v avénomn g nAacioc. IMBavov va ypelacbei peioon
NG 00G0A0YiNG TNG TPEYKAUTAAIVIG o8 acBeveic Tov mapovstdlovy Lelmon TG VEQPIKNG Asttovpyiog
7ov oyetileton pe v nAkio (BA. Tapdypago 4.2 Iivaka 1).

OnAdlovoec untépeg

H @oappaxoxivntikr 150 mg npeykoumaiivng yopnyovuevne kébe 12 dpeg (nuepnota d6om 300 mg)
a&lohoynonke og 10 Onidlovoeg yovaixkeg petd and 12 gfdoudadeg Aoyeiag tovidyiotov. H yaiovyia
enNpEace ELAYIOTO E®G KOOBOAOV TN QUPHOKOKIVITIKY TG TTpeykapmorivne. H mtpeykapumaiivn
ameKKPiONKe 6TO UNTPIKO YOAo pE LEGEC GLYKEVTIPMGEIS 6TADEPOTOMUEVNC KATAGTUONG TTOV
AVTIGTOLYOVV TEPITOV 6T0 76% ekeivmv Tov unTpikov TAdouatos. H extipdpevn d6on 610 Bpépog
Ao TO UNTPIKO YOAW (EKTHMVTAG TNV HECT KaTovaAmon yalaktog 150 ml/kg/muépa) yia tig yovaikeg
7ov AduPovay 300 mg/muépa N ™ péyom d6on Twv 600 mg/muépa Oa fTav 0,31 1

0,62 mg/kg/muépa, avTioToiymG. AVTEG 01 EKTILMOUEVES JOGELS Eivan TEPITOV TO 7% TNG CLVOMKNG
NUEPNOOG UNTPIKNG 060N ¢ o€ Pdon mg/kg.

5.3 IIpoxivika dgdopéva Yo TNV 060

e ouVNOEIC PaPUAKOAOYIKEG LEAETEC aoPUAEing oe {Ma, 1 TPEYKAUTAAIVI NTAV KOADS OVEKTN OE
avAALoYeG OOGELS, LLE QVTEG TTOV YPTCILOTOIOVVTOL GTHY KAMVIKN TPAEN. L& UEAETEC TOEIKOTNTOG
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emavorapPoavopevng 60coAoyiag, e emipeg Kot mhnkovg mapatnpnonkoy avidpdocelc tov KN,
GUUTEPTAAUPOVOLEVIG TNG VITOKIVITIKOTITOC, DIEPKIVITIKOTNTOG Kot ataiog. AvEnuévn cuyvdtnta
ATPOPIOG TOV AUPIPANGTPOEIBOVE, TOL GLYVA TOPATPEITOL GE NAIKIMUEVOVS ETIUVES LUE AAPIVIGHO,
TapoTNPNONKE HETA amd pokpoypovia Ekbeom o€ Tpeykaumaiivn > 5 popég amod tn péon £kbeon Tov
avOp®OTOL TN LUEYIGTN CLUVIGTAOUEVT] KALVIKY 000T).

H mpeyxopmarivn dev givar tepatoydvog oe poeg, emipveg 1 kovikiovg. H mpeykapmolivy mpokdiece
eUPpLoTolKOTNTO GE EMPVES Kol KOVIKAOVG LOVOV PETd amd €kBeoT ETapKMS peyaAdTepn and TV
£€kBeon Tov avBpdmov. e PEAETEG TPOYEVVITIKNG/ LETAYEVVITIKNG TOEIKOTNTAS, 1 TPEYKOUTOAIVY
TPOKAAEGE TOEIKOTNTO, GTIV OVATTLEN TOV OTOYOVMV OE EMIUVEG LETA Ao £kBeom > 2 popég amd
péyiotn cuvietapevn ékbeon tov avBpmmov.

AvemBOUNTEG EVEPYEIEG OTN YOVIUOTNTO, GE OPOEVIKOVG Kol ONAvkode apovpaiovg, mapotnpnOniay
uévo oe exbéoelg apkeTd VYNAOTEPES TNG Bepamentikng EkBeomng. AvemBOunTeg EVEPYEIEG OTO
APGEVIKA OPYOVOL CLVOTOPOY YN KOl OTIC TOPAPETPOVS TOV GTEPLATOG NTOV OVAGTPEWILLES KOl
eupavicOnkov pdvo oe ekBéoelg apkeTd VYNAOTEPES TNG BepamenTikng EkBeong N oxeTioTNKAV e
av0OpUNTEC S10OIKAGTIEC EKPVALONC OTU APGEVIKA OPYOVOL AVOTAPOYDYNHG TOV POVPIOL. ZUVETMDC, Ol
emdphoelg Bempeitar 6TL Exovv puKpn 1 KaBoAov KAVIKN onpacio.

H mpeykapmolivn dev £xel Yovidloto&ikn dpaacm, PAcEL TOV AMOTEAEGUAT®V HOG GEPAG SOKIUDY in
Vitro Ko in vivo.

Aleteic peréteg kapkivoyEveong Le mpeyKapumaAivn, deEnyonoay o emipveg kot poec. Agv
mapoTnPHONKay 0yKol g ETIULES, GTOVE 0TTOI0VG YopPNYNONKAY dOGELS £MC 24 POPEC PEYOADTEPES OO
v péon €kBeon Tov avBp®TOL GTN UEYIGTN CLVIGTMOWEVT KAMVIKT d60m Twv 600 mg/muépa. Tovg
poeg, dev mapatnprnke avénpévn cuyxvoTNTA ELPAVIONG OYK®V, O SOCELS TAPOLOIEG LE TNV HEOT
£xbeon tov avBpmmov, aALd TapoTnPHONKE ALENUEVT] GLYVOTNTA ELPAVIONS OLUOYYELOGOUPKMDUATOV
o€ VYNAOTEPEG 00GELG. O UN-YOVISIOTOEIKOG UNYOVIGUOC GYNUATICUOD OYK®V, OPEIMOUEVOY GTNV
TPEYKAUTAAIVT], OTOVG UVES, TEPIAOUPAVEL LETAPOAES OTO ULLOTETAALN KOl GUCYETILOUEVO
TOAALOTAAGIOGUO TOV EVOOONAOKOY KUTTAP®VY. AVTEG Ol LETAPOAEG GTOL CLLOTTETAALD OEV
mapoTNPRONKAY 6TOVG ETIUVEG 7| 6TOVG AVOPDTOVE, OTMC PaiveTol amd Ppayvmpddecua Kot
TEPLOPIOUEVA LAKPOTPOBEG O KAVIKA dE00UEVA. AEV DTLAPYOLY GTOLYELD TTOV VO DTOSEIKVIOVY
GYETIKO Kivouvo 6Tovg avBpdmovg.

Xe aVAMKOLG EMIPVEG O HOPPEG TOEIKOTNTOS OEV SLAPEPOVY TOLOTIKA OO CLTEG TTOV TOPATIPHONKAV
o€ eviiAikovg emipveg. 201060, Ol aviAKol ETpVES gival o gvaicOntol. Xe Bepansvtikég ekbéoelc,
gupaviotnkav KAwvikd onueio and o KNZ, 01mg vrepKivnTikdTnTo, Kot TPIyHOc 000VTOVY Kol KOTOEG
aArayég oty avartuén (Tapodikn KataoToA TG avénong Tov copatikov Bapovg). [Tapatnpndnkay
EMOPACELS GTOV KOKAO 010TPOV, G€ Bepanentikég ekBEcEIC TEVTOMAAGIEG amO TIG GLVIOELG TOV
avOpmmov. Melwpévn ovtidpacn o€ apvidla akovoTikd epebicuata Tapatnpnnke oe aviiikovg
emipveg 1-2 gfdouddeg petd amd £kbeon > 2 popéc amd ) Oepoamevtikn Ekbeom tov avOpdmov. Evvéa
ePdopadeg petd amd EkBeon avth 1 AvTidpaoT dEV TAPATNPEITO TAEOV.

6. DOAPMAKEYTIKEYX IIAHPO®OPIEX

6.1 Koatahloyog ekdoyowv

Pregabalin Accord 25 mg/ 50 mg/ 75 mg/ 100 mg/ 150 mg/ 200 mg/ 225 mg/ 300 mg okAnpd KowaxKio
Hepisyousvo kowakiov:

IIpolehatvorompévo Gpvio
Taing (ES53P)

Pregabalin Accord 25 mg/ 50 mg/ 150 mg oxkAnpb koydxio
Kélvpog kowaxiov.

Zghativn

Aoégidro tov Titaviov (E171)
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AaovpvroBeuxod vdtplo

Pregabalin Accord 75 mg/ 100 mg/ 200 mg/ 225 mg/ 300 mg cxAnpd KoyaKio
Kélvpog koyaxiov:

Zehativn

Awo&eidro tov tiraviov (E171)

EpvBpd o&eidro tov cdnpov (E172)

AaovpvroBeukd vatplo

Pregabalin Accord 25 mg/ 50 mg/ 75 mg/ 100 mg/ 150 mg/ 200 mg/ 225 mg/ 300 mg ckAnpd Koo
MeAdvt EKTOTOONG

Koppea Adxkog

Mélav 0&gidio Tov adnpov (E172)

[IpomvievoyAvkdin

Ydpo&eido tov Kodiov

6.2 Aocvpparétnreg

Agv gpapudletat.

6.3 Audpkero {ong

2 xpovia.

Augpkela {ong, o LopeTn ETOUN TPOG YP1oN, LETA TO 10 dvorypa:

- 30 nuépeg (Yo oridn moivatBuieviov vynang tokvotntog [HDPE] 30 koyaxiov)

- 100 nuépeg (Yo e1aAn moivavieviov vyning mukvotntog [HDPE] 200 koyokiomv)

6.4 Iowitepeg TPoPULLAEELS KOTA TN PVAAEN TOV TPOIOVTOG

Agv vtapyovv €1d1kéEC 0dMYieg dotpnong yio 10 TPoldv avTo.

6.5 ®@VHon KO GLOTUTIKEA TOV TEPLEKTN

Ta oxdnpd koydkia Pregabalin Accord 25/50/75/100/150/200/225/300 mg dwatifevton 6€ Koyéleg
(blisters) amd PVC/alovpivio, og peyédn ocvokevaciag 14, 21, 56, 60, 84, 90, 1001 112 oxinpd
kayakio. Emmiéov Pregabalin Accord 75 mg eniong diatifevton o€ koyéreg (blisters) amd
PVC/aiovpuivio, og peyédn cvokevaciog 70 okAnpd koyaxia.

Ta oxdnpd koydkio Pregabalin Accord 25/50/75/100/150/200/225/300 mg dwotifevton o€ 100 x 1
oKANPa Koydxio og drTpnreg kuyéreg (blisters), povadwv doong and PVC/akovuivio.

Ta oxdnpd koydkio Pregabalin Accord 25/50/75/100/150/200/225/300 mg dwotifevtor o€ @LaAN
HDPE mov mepiéyet 30 1 200 oxAnpd koydicio

Mmopei var pun Kokho@opohv OAEC 01 GLCKEVOGIEC.

6.6 Iowitepeg TpoPuLAEELS ambppLYNg

Kopia €1d1kn vroypéwmon yio amdppiyn.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavio
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8. APIOMOZ(0OI) AAEIAYX KYKAO®OPIAX

25 mg: EU/1/15/1027/001- 011

50 mg: EU/1/15/1027/012- 022

75 mg: EU/1/15/1027/023- 033, EU/1/15/1027/089
100 mg: EU/1/15/1027/034- 044

150 mg: EU/1/15/1027/045- 055

200 mg: EU/1/15/1027/056- 066

225 mg: EU/1/15/1027/067- 077

300 mg: EU/1/15/1027/078- 088

9. HMEPOMHNIA INPQTHXE E'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia mpdtng £ykpong: 28 Avy 2015
Huepounvia televtaiog ovavémong: 03 lovdiov 2020

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic mAnpoeopieg yio To Tapdv UPUAKEVTIKO TPoidV givor S1BEGIES GTOV SIKTLOKO TOTO
tov Evporaikod Opyovicpuov Gapudkamv http://www.ema.europa.eu
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IHAPAPTHMA 11

IMAPAXKEYAXTHX(EYX) YILEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZIMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EX) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXZH TQN
ITAPTIAQN

‘Ovoua kot d1ev6vven tov(tmv) TopackevaoTN(@V) Tov givor vTedOuvoc(ot) Yo TNV GTOdEGUEVCT) TV
ToPTIdV

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytm
OALavoio

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, ITolwvio

Accord Healthcare Single Member S.A.
64th Km National Road Athens, Lamia, 32009, EALGSa.

270 £VTUTTO UALO 0JNYLDV XPNOTG TOV PAPHLOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAPETOL TO OVOLLOL
Kol 1 d1ev¥BvvoT TOL TAPACKELAGTH TOV gival VTELOLVOG Y10 TNV ATOSEGUEVGT TNG CYETIKNG TAPTIOAS.

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

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

I. AAAOI OPOI KAI ATTAITHZEIX THX AAEIAY KYKAO®OPIAX
o Ex0¢og1g meprodikig mapakorovdnong g ac@dieiag (PSURs)

Ot anoutioetg yuo tnv vroPoin twv PSURS yo to ev A0ym gappokgvtikd tpoiov opilovron
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evaong (katdhoyog EURD) mov mapatifeton
010 GpBpo 107y mapdypapog 7 g odnyiag 2001/83/EK Kot omoiecdnmote emakoOAovdeg
avafempnoelg £xovv ONPOcleVBEl GTNV EVPOTAIKT SIKTLAKT TUAT Y10 TO PAPLOKAL.

A.  OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITIPOIONTOX

o Yyéo10 owoyeipiong Kivovvou (ZAK)

0O Karoyog Adelag Kvkhopopiag Oa die&aydyet Tig amoitodpeveg dpactnploTnTes Kot
TOPEUPAGELS QPUPLOKOETOYPVTVIIONG OT(¢ Tapovoildlovtal 6to cuppovndév XAK mov
mapovctdletar otny evotnta 1.8.2 g dosiog kKukAopopiag Kot 0molecdnToTe ETaKOA0VOES
gykekpipéveg avabempnoeig tov ZAK.

‘Evo. emxatporompévo LAK Oa mpénet va, kototedei.

. petd and aitnuo tov Evponaikod opyoaviopod @opudkmy,

o OTOTEONTTOTE TPOTOTOIELTAL TO GUGTNILA SLAYEIPLOTG KIVOVVOL, EOTKA (OC UTOTELEC O AYNC
VE®V TANPOPOPIDV TOV UTOPOVV VOl EMLOEPOVY GNUAVTIKT GAANYT OTN GYE0T] 0PEAOVC-KIVEHVOL
N ©¢ 0mOTELESUA TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTHOV (PUPUOKOETAYPVTVIIOT 1}
glayioTomoinon Kvévvov).
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kon 6uckevaGia
owdTpntne kKoywéing (blister), povadwv d6omg, (100) yia 25 mg oxinpd koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 25 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yet 25 mg mpeyKaumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/001- 009

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 25 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

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

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot 6voKegvOGio SLATPNTNG
kvyéing (blister), povadwv d6ong, (100) yia 25 mg oxinpd kaydxia — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 25 mg okAnpd xoydxio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 kor 112) kon 6uckevaGia
owdTpntne kKoywéing (blister), povadwv d6omg, (100) yia 50 mg oxinpd koydkio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 50 mg oxAnpd xoydiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepiéyet 50 mg mpeykapmaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/012- 020

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 50 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC
SN
NN

29




EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot 6voKegvOGia SLATPNTNG
kvyéing (blister), povadwv d6onc, (100) yia 50 mg oxinpd kaydxia — PVC/Arovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 50 mg oxAnpd koydxio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 70, 84, 90, 100 kot 112) ko
ovokegvacio owaTpnTng kuywéing (blister), povadmv d6onge, (100) yra 75 mg oxinpd koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 75 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yet 75 mg mpeykaumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 okAnpd koydicio

56 oxAnpd KoydKio

60 oKANnpa Koydiio

70 oxAnpd Koydiio

84 oxAnpd xoydKio

90 oxAnpd KoydKio

100 oxAnpa KoydKio
112 oxinpd Koydiio
100 x 1 okAnpd koydxio

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

AwPaote 10 QUALO 03NYIOV XPNOTG TPV 0 TN YOPTYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

[8.  HMEPOMHNIA AHEHE |

AHEH
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/023- 031, EU/1/15/1027/089

| 13. APIOMOZX ITAPTIAAX

[aprtioa

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Accord 75 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKaS (2D) mov pépel Tov TEPIANPOEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA ATIO
TON ANOPQIIO

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

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 70, 84, 90, 100 kot 112) kot cvokegvaGia SLATPNTNG
kvyéing (blister), povadwv d6ong, (100) yia 75 mg oxinpd kaydxia — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 75 mg okAnpd xoydxio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 kor 112) kon 6uckevaGia
owdTpntne kKoyéing (blister), povadwv d6omg, (100) yia 100 mg oxinpa koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 100 mg cxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcinpd koydkio mepiéyet 100 mg wpeykopumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/034- 042

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 100 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot 6voKegvOGia SLATPNTNG
kvyéing (blister), povadwv d6oncg, (100) yia 100 mg oxinpa koyaxie — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 100 mg cxAnpd koydkio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 kor 112) kon 6uckevaGia
owdTpntne Koyéing (blister), povadwyv d6omg, (100) yia 150 mg oxinpa koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 150 mg oxAnpd konydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 150 mg wpeykoumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/045- 053

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 150 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevaocio koyéing (blister) (14, 21, 56, 60,84, 90, 100 kor 112) ko 6v6KEVAGIA SOLATPNTNG
kvyéing (blister), povadwv d6once, (100) yia 150 mg oxkinpa koyaxie — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 150 mg oxAnpd koyakio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

39



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovti T)g ovokevaciog koyéing (blister) (14, 21, 56, 60,84, 90, 100 ko 112) ko cvokevacia
owdTpntne Koyéing (blister), povadwyv d6omg, (100) yia 200 mg oxkinpa koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 200 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 200 mg wpeykopumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/056- 064

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 200 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevacio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot GvoKevOGia SLATPNTNG
kvyéing (blister), povadwv d6ong, (100) yia 200 mg oxkinpa koyaxie — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 200 mg cxAnpd KoyaKio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 kor 112) kon 6uckevaGia
owdTpntne Koyéing (blister), povadwv d6omg, (100) yia 225 mg oxkinpa koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 225 mg oxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepi€yet 225 mg npeyKoumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. OPAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO |

14 oxAnpd KonydKio

21 oxnpd Koydxio

56 oxAnpd KoyaKio

60 oxAnpd KoydKio

84 crnpd Koyakio

90 oKAnpd Koydiio

100 oxAnpd Koydicio
112 oxinpd Koydiio
100 x 1 okAnpd Koyaxio

[5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Ao otopaTOC YpNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPENEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TTAIAIA

Na pvrdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta madid.

[7.  AAAH(EZ) EIAIKH(EX) IPOEIAOIIOIHZH(EIZ), EAN EINAI ATIAPAITHTH(EY) |

| 8.  HMEPOMHNIA AHEHX |

AHEH

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IAIAITEPEX IIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11.

ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/067- 075

| 13.

APIOMOX ITAPTIAAX

[oprtioa

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 225 mg

17.

MONAAIKOZ ANAINQPIETIKOX KQAIKOZ — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot 6voKegvOGia SLATPNTNG
kvyéing (blister), povadwv d6onc, (100) yia 225 mg oxkinpa koyaxie — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 225 mg oxAnpd koyakio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti Tng ovokevaciog koyéing (blister) (14, 21, 56, 60, 84, 90, 100 kor 112) kon 6uckevaGia
owdTpntne Koyéing (blister), povadwv d6omg, (100) yia 300 mg oxinpa koydxio.}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 300 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 300 mg wpeykopumaiivn

3.  KATAAOIOX EKAOXQN |

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO |

14 crinpad KoyaxKio

21 oxnpd koyaKio

56 oxAnpd KoydKio

60 oKAnpd Koydiio

84 cKxnpd Kayakio

90 oxAnpd KoyaKio

100 oxAnpd Koydicio
112 oxinpd Koydicio
100 x 1 okAnpd koydxio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV amd TN YOPNYNON
Amo6 oTOUATOC YpNIoT

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

Na euidcoetal o€ 0éom, TV onoia dev PAETOVY Kt dev TPooeyyilovv Ta Taldld.

(7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHZH(EIZ), EAN EINAI ATAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX
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10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavia

| 12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/078- 086

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DopHaKeELTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Accord 300 mg

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

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

{Xvokevaocio koyéing (blister) (14, 21, 56, 60, 84, 90, 100 ko 112) kot 6voKegvOGia SLATPNTNG
kvyéing (blister), povadwv d6oncg, (100) yia 300 mg oxkinpa koyaxie — PVC/Alovpivio}

‘ 5. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Accord 300 mg oxAnpd kKoyaKio

TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAXZ
Accord

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

48



ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti mng ovokevaciog graing HDPE (30, 200) ywa 25 mg oxkinpd koydxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 25 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yel 25 mg mpeyKaumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/15/1027/010- 011

| 13.

APIOMOX ITAPTIAAX

[aprtioa

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 25 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov gépel Tov TEPIAN@OEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta yio T cvokegvacio graing HDPE (30, 200) yia 25 mg oxkinpd koydaxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 25 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yel 25 mg mpeyKaumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (Yo ta 200 Konydakio) LETE TO TPMTO AVOLyLLa.

| 9. EIAIKEX XYNOHKEYX ®YAAEHX

| 10. TAIAITEPEZ IIPO®YAAZEEIZ I'lA THN AITIOPPI¥YH TQN MH
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XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI AIIO AYTA, EOOXON AIIAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/010- 011

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZH I'IA TH ATAGEXH

DoppokevTikd TPOIOV Yo TO OO0 ATOLTEITOL LOTPIKT] GLVTAYY.

| 15. OAHI'IEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti tng ovokevaciog graing HDPE (30, 200) yia 50 mg oxinpd koydxua}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 50 mg oxAnpd xoydiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepiéyel S0 mg mpeykapumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/15/1027/021- 022

| 13.

APIOMOX ITAPTIAAX

[aprtioa

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 50 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov gépel Tov TEPIAN@OEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta ywo T cvokevacio graing HDPE (30, 200) yia 50 mg oxinpd koydxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 50 mg oxAnpd xoydiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepiéyel S0 mg mpeykapumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/021- 022

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti tng ovokevaciog graing HDPE (30, 200) yva 75 mg okinpd koydxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 75 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yel 75 mg mpeyKaumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/15/1027/032- 033

| 13.

APIOMOX ITAPTIAAX

[aprtioa

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 75 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov gépel Tov TEPIAN@OEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

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

PC
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta yio ) cvokevacio graing HDPE (30, 200) yia 75 mg oxkinpd koydaxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 75 mg okAnpd xoyduiio
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orxdnpd koydkio mepi€yel 75 mg mpeyKaumaAivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/032- 033

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovti T1g ovokevaciog graing HDPE (30, 200) yia 100 mg oxinpd koydaxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 100 mg cxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 100 mg mpeykoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/043- 044

| 13.

APIOMOX ITAPTIAAX

[oprtioa

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 100 mg

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX. — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta Yo ) ovokevacia graing HDPE (30, 200) yio 100 mg oxinpd koydxua}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 100 mg cxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 100 mg mpeykoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/043- 044

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovti T1g ovokevaciog graing HDPE (30, 200) yia 150 mg oxinpd kowydaxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 150 mg oxAnpd konydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 150 mg mpeykoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/054- 055

| 13.

APIOMOX ITAPTIAAX

[oprtioa

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 150 mg

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX. — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC

SN

NN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta ywo ) cvokegvacia graing HDPE (30, 200) yia 150 mg oxinpd koydxua}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 150 mg oxAnpd konydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 150 mg mpeykoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/054- 055

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovti Tng ovokevaciog graing HDPE (30, 200) yia 200 mg oxinpd koydaxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 200 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 200 mg wpeyKoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/065- 066

| 13.

APIOMOX ITAPTIAAX

[oprtioa

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 200 mg

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX. — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC

SN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta Yo ) cvokegvacia graing HDPE (30, 200) yia 200 mg oxkinpd koydxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 200 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 200 mg wpeyKoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/065- 066

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti t1g ovokevaciog graing HDPE (30, 200) yia 225 mg oxkinpd koydaxio}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 225 mg oxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 225 mg mpeyKoumTaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/1/15/1027/076- 077

| 13.

APIOMOX ITAPTIAAX

[oprtioa

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHTI'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 225 mg

17.

MONAAIKOZX ANAINQPIETIKOX KQAIKOX. — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIoTIKO KOJOIKO.

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

PC
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta ywa ) cvokevacia graing HDPE (30, 200) ywa 225 mg oxkinpd koydxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 225 mg oxAnpd konydxkia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcdnpd koydkio mepiéyet 225 mg mpeyKoumTaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/076- 077

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

{Kovrti t1g ovokevaciog graing HDPE (30, 200) yia 300 mg oxinpd koydaxia}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 300 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcinpd koydkio mepiéyet 300 mg wpeyKoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldooetal o€ 0éom, TV onoio dev PAETOLY Ko dev mpoceyyilovy To. Todid,

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

| 8. HMEPOMHNIA AHEHX

AHEH

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX
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10.

IATAITEPEX [TIPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON ‘H TOQN
YIHOAEIMMATQN ITOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEJIAY KYKAO®QOPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

| 12.

APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/1/15/1027/087- 088

| 13.

APIOMOX ITAPTIAAX

[aprtioa

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CLUVTOYT.

| 15.

OAHT'IEX XPHXHX

| 16.

IHAHPO®OPIEX XE BRAILLE

Pregabalin Accord 300 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOYX. — AIZAIAZTATOX TPAMMOQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) mov gépel Tov TEPIAN@OEVTO LOVOSIKO avayVmPIoTIKO KOOIKO.

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

PC

SN

NN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

{ETwkéta ywa ) cvokevacia graing HDPE (30, 200) yia 300 mg oxinpd koydxua}

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Accord 300 mg cxAnpd kKonydxKia
TPEYKAUTOATYT

(2. TYNOEZXH XE APAXTIKH(EX) OYZIA(EX)

Kdabe orcinpd koydkio mepiéyet 300 mg wpeyKoumaiivn.

| 3. KATAAOT'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

30 okAnpd koydiio
200 oxkAnpd Koydiio

[5.  TPOMNOZ KAI OAOX(OI) XOPHT'HZHX

Awpaote 10 PUALO 0INYIDV XpNoNG TPV Al TN XOPNYNON
Ao otopaTog ypfon

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na euldcoetal o€ 0éom, TV onoia dev PAETOLY Kt dev TPooeyyilovv Ta Taldld.

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

| 8. HMEPOMHNIA AHEHX

EXP:

H ovokevaoio eiding HDPE 8o mpénet va ypnoiponoteital eviog 30 nuepov (yio ta 30 koydkio) Kot
100 nuepov (yio ta 200 koydakio) PHETA TO TPMTO AVOLYLLA.

9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON IMPOIONTQN 'H TQN
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| YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON ANTAITEITAI

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

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6° planta,

08039 Barcelona,

Iomavio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/15/1027/087- 088

| 13. APIOMOX ITAPTIAAX

Lot:

| 14. TENIKH KATATAZEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT) CLUVTOYT.

| 15. OAHTIEX XPHIHZ

| 16. TTAHPO®OPIEX XE BRAILLE
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Pregabalin Accord 25 mg ocxinpd koydxia,
Pregabalin Accord 50 mg oxkinpd koydaxia,
Pregabalin Accord 75 mg oxkinpa koyaxia,
Pregabalin Accord 100 mg oxinpé koydxa,
Pregabalin Accord 150 mg oxinpd koydaxua,
Pregabalin Accord 200 mg oxinpé koydxa,
Pregabalin Accord 225 mg okinpda koydxia
Pregabalin Accord 300 mg oxinpd koydaxio
TPEYKOUTOATYT

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPV UPYIGETE VU TALPVETE AVTO TO
PappoKo, o10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd TOo EOALO 0dN YDV YpNons. Towg ypelaotel va to dwfdcete Eavda.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPLOKOTOLO GOC.

- H cvvtayn v avtd 1o dppoko xopnynnke amokAeloTiKd Yo 6og. Agv TPEMEL VO ODGETE TO
0apuoko oe GAAovg. Mmopel va Tovg mpokaAéoetl PAAPN, axodua Kot 6Tav To onueio TG
ac0Eveldg Tovg eivar 01 e ta S1Kd Gag.

- Edv mapotnphoete Kamoto avemBOunTn evéEpyeld, EVILEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0g. Avtd 1oyvet kot yuo KGO mbovi avemBOUNTN EVEPYELL TTOVL JEV AVAPEPETAL GTO TAPOV
@OALO 0OMY1DV Y¥prionc. BAéme mapdypagpo 4.

T Tepréyer 1o Tapév AL 001 LOV

T etvon To Pregabalin Accord ka1 ol etvat n xpron Tov
T mpénel va yvopilete npv mapete 10 Pregabalin Accord
Ig va mapete to Pregabalin Accord

[MBovég avemBdunteg evépyeteg

[Mog va puidoocete to Pregabalin Accord

[epreydpeva g cvokevasiog Kot Aomég TANpopopieg

SNk v~

1. Th givar To Pregabalin Accord kon oo givan 1) yp1jon Tov

To Pregabalin Accord avrkel o€ pio opuddo @opUAK®Y TOL ¥PNCIUOTOI0VVTAL Yio. T Oeparmeia Tng
emANyiog, Tov vevporadntikod Tovov Kot T Atatapayng ['evikevpévouv Ayyoug (AI'A), oe evihike.

Heppeptdg Kot KevTpikods vevpomabntikdg Tovog

AT TO EAppOKO YpNoomoteita yia, T Oepameio Tov TOVOL HaKPAS S1APKELNG TOL OPEIAETOL G
BAGPN Tov vedpav. Ileprpepiodg vevporadnticdg tovog prmopet vo tpokAndel and didpopeg achéveleg,
ommg 0 dfntng M o €pmrng Lwotipag. H aicOnomn tov wévov pnopet va meprypapel cav aicOnua
(éotng, kavoov, £viovoy oPLEIATOC, TIVAYIOTOGS, LoYaLpLic, COVPALAS, Kpaumag, TdVov,
HupuUNKiao”ng, HOLSICUATOS, TOWTNUATOV Ao Kappitoeg Kol Beloves. O TePLPEPIKOG KOl KEVTPIKOG
VEVPOTOONTIKOG TTOVOG UTOpPEL EMIONG VO GUGYETIOTOVV pe aAdayég d1dfeonc, dtoTapayé VITVOV,
KOO (KOVPOOoT]) Kol UTOPEL VO EXNPEACOVY TNV PLGIKT] Kol KOVMVIKY AELTOVPYIKOTNTA, KAOMS Kot
TNV GLVOMKN TolOTNTA (ONC.

Eninvia

Av16 10 EApLOKO YPNCILOTTOLEITAL Yo TN Oepameion PaG CVYKEKPIUEVIC LOPONG EMANYIOG (E0TIOKEC
EMANTTIKEG KPIOEIS e N Pig deVTEPOYEVT YevikevoT)), ae evihikeg. O yrotpdg cog Oa odg
ocuvtayoypapnoel o Pregabalin Accord yio tn Ogpamneio tng emAnyiag, 6Tov 1 0y@yn OV
axolovBeite onjuepa dev eEAEYyEL TNV Katdotaon oag. o mpémel va AauPdavete to Pregabalin Accord
EMIAEOV TNG oy@yNG Tov akolovbeite ofjuepa. To Pregabalin Accord dev mpoopileton yia vo
YPTCULOTOLEITAL LOVO TOV, 0ALA B0l TPETEL TAVTA VAL (PT|CIUOTTOLEITOL GE GUVOLOCKUO LE GAAN
avTieEmANTTIKy Oepameia.
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Awroapayn F'evicevpévov Ayyovg

Av10 10 PappaKo ypnoomoteitat yia tn Oepaneia g Awatapayng evikevpévov Ayyovg (ATA). Ta
ocvpmtopoata g ALA givol Topatetapévo vepBoAtKo Gyyog Kot avnovyia, Tov eival SUGKOAO Vo
eleyyBovv. H AT'A pmopet emiong va mpokoAécel vevupkotnTa 1 aicOnua éviovng topayig n eopfov
ammAELNG ELEYYOL, aloOnpa edkoAng kOmwong (Kobpaonc), Suckoiia 6T CLYKEVTP®GN 1 aicOn o
AOEAGLATOG TOL LVOAOD, aicOnua evepedioTdoTnTOC, LLIKT TAON 1 Slotapay] TOL VITVOL. AVTA
SlpEPOLY amd TO GTPES Ko TNV LIEPEVTACT] TNG KaBnpepivig Cong.

2. Tvrpéner va yvopilete Tpotov napete 10 Pregabalin Accord
Mnyv ndpete 10 Pregabalin Accord

e mepinton ahAepyiag otV TPEYKAUTAAIV 1 G€ 0TOI0OMTTOTE GALO ATO TOL GUGTATIKA CLTOV TOV
ooapudrkov (avaeéPovToL oty mapdypapo 6).

IIposidomou|oelg kKo TPoPLAGEELG
AmevBuvbeite otov Y10TpO M TOV POPULOKOTOLO GOG TPpoToV TapeTe TO Pregabalin Accord.

o Opiopévor acBeveig mov Aapfavouy avtd To PAPLAKO £X0VV AVOPEPEL GCLUTTMOTO TOV
VTOIMADVOLY OAAEPYIKT] AVTIOPOGT). AVTA TO CLUTTOUATE TTEPIAAUPAVOLY oldnpua (TPHELLO)
670 TPOGMTO, GTA XEIAT], 0T YADGGO KOl 6TO Ao, KaBdg Kat didyvto eEAvOnua oto dépua.
Edv mapovcidoete kdmolo amd auTég TIg avTIOPACELS, O TPETEL VO ETKOVMVIGETE AUECHOC UE
TOV Y1uTpO GG,

. Av106 T0 PapuaKo £xel cLoYETIOTEL pe (AAN Kal vTvnAia, Tov uropel va avénoovy v
mOOVOTNTO TPAVUOTIGUOD OO aTOYNUE (TTMOGT) 68 NAKI®pEVOLS aobeveic. g ek ToUTOV,
TPENEL VO, EI0TE TPOGEKTIKOL, LEYPL Vo cuvnbicete omolodNToTe avtidpaon Umopei va £xete 610

QapLOKO.

o Av106 10 PAppaKOo PTOpEL VoL TPOKAAESEL Bapmn Opacn 1 OTOAELL TG OpaoNC 1) GAAEG
peTafoArég otV OpacT), Ol TEPIGGOTEPEG GO TIG OTOIEC Elval TPOCWPIVEC. Oa TPETEL v
EVIEPDCETE OUECMG TOV YIOTPO GOG, EAV TOPOVGLACETE OTOLONTOTE LUETAPOAT GTNV OPOICT|
o0,

o Kdanotot dafntikoi acBeveig, mov maipvovv Bépog, evocm Aapfdvovy mpeykaumaAivn, pmopet
VoL YPECTOVYV ALY GTO OVTIOOPNTIKA QOPLOKE TOVG.

. Oplopéveg avemBounTeg evépyeleg, OTmG 1 vevniia, pmopet va etval mo cuyvEg, yiati ot
acBeveic pe PAAPT TOoL VoTIiov poekod propel va AapuPdvouy Kot GAAL PAPLLOKO. YL TNV
Oepameia, TopAdEIYUATOS XAPLY, TOV TOVOL 1 TG CTOCTIKOTITAS, TO, OTTOI0, £Y0VV TOPOUOLEC
avemOOUNTEC EVEPYELEC UE TNV TPEYKAUTAAIVT Kot 1] GOPapOTNTO QVTOV TOV AVETOOUNTOV
gvepyelmv pmopet va, avéndei 6tav Aappdvovton podi.

o "Eyxovv vtdp&et avapopég Kapdlakng aveTAPKELNG 6 OpIoUEVOLG acbeveig Tov AduPavoy avtd
7O Qapuako. Avtoi ot aobeveic Tav Kupimg NAKI®pEVOL, e Kapdloyyeloka tpofinuato. IMpiy
vo AAPeTe avTé TO PAPRAKO TPETEL VU EVI|UEPDGETE TOV YU TPO 60G EGV £XETE 16TOPIKO
KOpPOLKNG madnonge.

. "Exovv vmdpéet avapopéc vEQPIKNG AVETAPKELNG G€ 0PIoUEVOVG aoBeVEIC Tov AduPavay avtd 1o
oapuaxo. Eav mapatnpnoete peiwon otny ovpnon, eved Aappavete avtd to apuroKo, o Tpénet

VO EVILEPMGETE TOV YIUTPO GOGC, KAOMG 1) 51007 TOV PAPUAKOL UTOpEl va. T BEATIDGEL VTO.

o Opiopévor aobeveic mov eAGUPAVOY OVTIETIANTTIKY ay®yn, OTmg To Pregabalin Accord, giyav
okéyelg Tpoxinong PAGPNg N Bavdatov otov €0vTd TOVG 1) EMEEIEAV AVTOKTOVIKT] GUUTEPLPOPAL.
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Edv omotadnmote otiyun| £xete TapOOIEC OKEYELS 1 EMOEIEETE TETOLOV €100V GLUTEPLPOPE.,
EMKOWVMOVNOTE AUECHG LLE TOV YIOTPO GOG.

o Orav 1o Pregabalin Accord Aappdaveton poli pe GAia pdppoiko mov Uropel va TpoKaAEGoVY
dVoKOIMOTNTO (OTT®G KATTO €101 TOVGITOVMY PAPUAK®Y), Eival TOOVO Vo eppaviciovy
YOGTPEVTEPIKA TpoPANpaTa (7). SuoKOIMOTNTA, £VIEPO TOL £XEL PPAEEL 1] TAPAAVGEL).
Evnuepoote tov yuatpd cag edv eppavicete duokotlidtnra, Wwitepa GV eloTe EMPPENNS G
avTo TO TPOPAN QL.

. [pw whpete avTO TO EAPUOKO, B0 TPETEL VO, EVIUEPDGETE TOV YIATPO GAG EAV ELYOTE TOTE KAVEL
Katdypnon M elyote eEApTnom and aAKOOA, GLVTUYOYPAPOVUEVE PAPLOKA ) VOPKOTIKA. AVTO
evdéyetan va onuaivel 0Tt dlatpéyete peyaAdtepo kivovvo va avantotete eEdptnon and to

Pregabalin Accord.

. "Eyovv vrtdp&et avapopés omacudVv e T Xp1oT auTol TOL GOPUAKOL 1| GOVTOLO LETA TN
SLoKOT| oL TOV TOV PappdKkov. Edv eppavicete 6nacpo, ETIKOIVOVAGTE UE TOV YI0TPO GOG
PECHG,.

o "Exovv vrdpEet avapopég peimong g eyKe@aikng Aettovpyiog (eykepaiondfela), oe peptkos

acOeveic mov AapPdvouy avtd To AapraKo, OTaV £x0VV Kal GAAeg Tabnoels. Evnuepoote tov
YTPd GOG GV EXETE 1IGTOPIKO OMOLUGINTOTE GOPaPN|G LTPIKNG KATAGTAONG,
GUUTEPTAAUPOVOLEVIG TG NTATIKNG 1| VEPPIKNG VOGOV.

o "Eyxovv vap&et avapopég duokolmy oty avamvor|. Edv €xete dtatapayéc Tov veupikon
GUGTHIOTOG, SLOTAPAYES TOL OVATTVELGTIKOD GUGTILOTOS, VEPPIKY| ducAettovpyia 1 edv giote
dvo TV 65 TV, 0 YIOTPOG GG UITOPEL VO GOG GLVTAYOYPAPTGEL EVA SLOPOPETIKO SOGOAOYIKO
oynua. Emkowvevinote pe tov yioutpo 6og £6v mapovctdleTe TpoPANUATE GTIV OVATVOT| 1| EGV
€xete pNYEC OVOTTVOEC,

e oyéon pe t Oepameia pe mpeykaumarivn Exovv avapepbei cofapd depuatikd eEavOnuota, uetaly
AoV, cvvdpopo Stevens-Johnson kai To&ikn emdeppiky vekpoivan. Eav mapatnpioete
OTO10ONTOTE CUUTTOO. TOL GYETICETOL PE TIG GOPAPEG OEPUATIKES OVTIOPAGELS TOV TEPTYPAPOVTOL
otV TaPaypapo 4, GTALATIOTE VO, XPT|CLLOTOLEITE TPEYKOUTAAIVT Kot ava(NTNOTE AUECHS LOTPIKN
Bondeia.

E&apmon

Opiopéva, atopo evogyeTal va Topovctldcovy e€aptnon omd 1o Pregabalin Accord (avdykn yio va
ouveyicovv va maipvouv to appoko). Evoéyetal va mtapovoidcovv copntopata eEdptnong 6tav
mwhyouv va ypnotponotody o Pregabalin Accord (BA. moapdypago 3, «Ildg va whpete to Pregabalin
Accord» kot «Edv otapatioete vo taipvete o Pregabalin Accord»).Edv éyete mpofinuatiopong ot
evdéyetan va, e&aptrnbeite amd to Pregabalin Accord, ot onuavtikd va copfovievteite Tov yotpo
oG,

Edv damiotmoete omotodnmote amd ta akolovba onpeio evocw moipvete 1o Pregabalin Accord, Oa
Uropovoe va amoteLel EvOEIEn 0Tl £xeTe avanTuéel e€aptnon:

* Xpe1aleote vo ToipVETE TO QAPUAKO Y10 LEYOADTEPO YPOVIKO SLAGTNUE ad EKEIVO TOV GOG EXEL
GLOTNGEL 0 YLTPOG TOV TO GLVIAYOYPAPNCE

* Awo0dveote OTL ypeldleTal vo TAPETE TEPIGGOTEPO OO TN GLVIGTAOUEVT dOGN

* XP1GILOTOIEITE TO PAPLLOKO Y10 OLOUPOPETIKOVEC AOYOVG atd EKEIVOVE Y10, TOVE 0TTO10VG GO EEL
ouvtayoypaen et

* 'Eyete kdvel emavelAnUUEVES, OMOTUYNIEVEG TPOoTADELES VO S1OKOWETE 1) VO EAEYEETE TN YP1OT| TOV
POPULAKOD

* Otav dokdmTeETE TN YPNON TOL PapudKov acbdveote adidbetoc/n Kot 0cBdveste KaAdTEPA OPOD
TAPETE KO TAAL TO PAPLOKO

Edv dwomiotmoete oTIONTOTE OO ALTA, LUANOTE LE TOV YLOTPO GaG Yo Vo Gu{NTHOETE TNV KOADTEPN
mopeia Bepamneiog Yo €60G, CLUTEPIAAUPAVOUEVOD TOV TOTE EIvaL KATUAANAO VO GTAUOTHCETE KOl TMOG
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V0. TO KOVETE LE AoPAAELD.

Moo ko £éenpor

H aopddeia kot 1 amotelecpoticdTnTo 68 Todld Kot €@noug (nAtkiog kdto Tov 18 eTmv), dev €xet
tekunpuwOel Kot cuVEnMG 1 TPeYKAUTaAivY dev Ba TPENEL VL YPTGLULOTOIELTAL GE VTNV TNV NAKIOKN
opada.

Alro gappoxa ko Pregabalin Accord
Evnuepoote tov yratpd 1 Tov gopLoKoTold Gag Qv TAIPVETE, £XETE TPOCPOTA TAPEL 1) UWITOPEL VOl
mwhpeTe GALO PapUAKOL.

To Pregabalin Accord kot opiopéva dArla pappaka propet va exnpedlovv to éva 1o dAro
(aAAnAemidpaon). Otav to Pregabalin Accord Aapupdvetor pali pe cuykekpipévo eapuoKo. To omoio
£YOVV NPEUICTIKEG OPpAoElg (CVUTEPIAAUPAVOUEVOV TV OTIOEWOMV), UTOPEL VO EVIGYVGEL TIG OPUCELS
aTES, Kot B0l LIropovoe VoL 00N YNGEL GE OVOTVELGTIKT AVETAPKELD, KON kot Odvato. O Pabuog Laing,
VIVNALOG Kot HELWUEVNG GLUYKEVTPMOTS, Umopel va avénbet av to Pregabalin Accord Aappdveton pe
QapLOKO, TOV TEPLEXOVV:

O&uk®dOVN - (XPMOLLOTOLEITAL MG TOVGITOVO)
Aopalemdun - (ypnowomoteiton yio tnv Oepameio Tov dyyovg)
AXKOOA

Av106 T0 QPappaKo PTopel va AaUBAvVETL LE OO TOL GTOUATOG CVTICLAANTTIKA.

To Pregabalin Accord pe
TPOP1], TOTO KL OLVOTVEDRATMOON

AvT06 T0 PAPUOKO PUTOPOVV VO AopPavovTal pe 1 yopic Tpoe.
SUVIGTATOL VO UMV KATAVOADVETE OAKOOA, EVD AapuPdvete avtd T0 QapuaKo.
Kinon kot Onhaopog

AvT106 10 PappaKo dev TPEMEL VO AapAveTal KaTd T dldpKeLo TG eyKLpHooHVNG 1] Otav Onhalete,
€KTOG €0V 0 YIOTPOG 00G GAG dMoel GALes 0dnyiec. H ypniom tng mpeykapumaivng katd ) ddpKelo Tmv
TPOTOV 3 VAV TG KONOTG EVOEYETAL VO TPOKAUAEGEL GLYYEVEIC OVOUOAIEC 0TO ay€vvTo TTaudi Tov
YAPEALOVTOL OTPIKT CVTILETOTION. L€ Lo, LEAETT TOV £EETOCE OESOUEVE, OO YOVAIKES OTIG
OKOVOWVOPIKES YDPEG TTOV TPV TPEYKOUTOAIVT KATE TOVG TPAOTOVS 3 PVES TNG KON oNG, 6 LOpA o
ka0e 100 iyav tétolov €id0VG cLYYeveic avouaiies. Avto cuykpivetar pe 4 popd oto 100 wov
yevvnOnkov amd yovaikeg mov dev Elafav Oepameio pe Tpeykoumorivy otn neAét. AvaeépOnkay
AVOUUAIEG TOV TPOCOTOV (GTOUATOTPOCOTIKEG GYIOTIEG), TO HATIOT®V 0QOUAU®VY, TOL VELPIKOV
GLGTAATOG (CUUTEPTLOUPOVOUEVOD TOV EYKEPAAOD), TMV VEQPPAOV KOl TOV YEVVNTIKMOV 0PYAVOV.

Ot yovaikeg mov fpiokovtaol G€ avoTapay®yIKn NAKio TPETEL Vo, AAUBAVOUY amOTEAEGHOTIKG LETPOL
avticLAANYTG. Edv gicbe éykvog 1) Onhalete, vouilete 6t umopei va giche £ykvog 1 oyxedialete va
amokthoete Toudi, (NToTe ™ GLUPOVAR TOV YLOTPOD 1 TOV PAPUAKOTOLOD GOC TPOTOV TAPETE ALTO TO
QapLOKO.

Oonynon kot EPLGROS PNy avnpdTev
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Av16 10 apuaKko umopel va pokaréost {AAn, vevniio Kot pHelopévn cuykévipwon. Agv o Tpémel va
00N YNOETE, Va xeplobeite moldmAoka punyavipata 1 va epmiokeite o€ GAleg, mBavdS EMKIVOLVES
dpaSTNPLOTNTES, EMG OTOV SLOMIGTMOGETE AV OVTO TO PAPUOKO EXNPEACEL TNV IKAVOTNTA GOG VO
dedryete AVTEC TIG OPOUGTNPLOTNTEG.

To Pregabalin Accord wepiéyel vétpro

To @appako avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd okdnpd Koydxio, eivat ovtd
mov ovopdlovue «ehevbepo vatpiovm.

3. log va wapete To Pregabalin Accord

ITavtote va maipvete To eApHaKo avtd CVGTNPE GOUPOVA LE TIG 00N Yieg Tov YiaTpo¥ cag. Edv €yete
apPIPOAIESC, pPMTAGTE TOV YTPO 1) TOV PUPUOKOTOL0 oG MV TaipVETE TEPIGGOTEPO PAPUAKO OO
0G0 cLVTAYOYPUETONKE.

O y10tpdg oag Ba amopacicel mota d6or givar KATAAANAN Yo GGG,

Av10 10 PappaKo glvar LOVO Yo gpoN Ad TOV GTOHOTOG.

Ieprepepkdg Ko KEVTPIKOG vevpomadNTIKOg TOVOG, eminyia 1 Awotapayn ['evikgopévov Ayyovg:

o Noa Aoppdavete Tov aplfud tov kayokiov, cOUE®V UE TIg 00NYieg TOV Y1aTpoD 6ag.

. H d60m, 1 omoia £xel TPpoGUPHOGTEL GE EGAG KOl TNV KATACTOOT GOC, B0 KOPOIvVETOL YEVIKA
petald tov 150 mg kot tov 600 mg v nuépa.

o O y1atpdg oag Ba cag mel vo AapPavete avtd To eAappako gite 000 gite TPES POPES TNV NUEPO.

Mo mv mepintoon Myng 6o Qopég v NuEpa, va Aapupdvete ovtd T0 PAPUOKO Ui To Tpi
Kol pio To fpadv, mepimov v idto dpa kabe nuépa. o Ty mepintmon ANYng Tpelc Popé TV
Nuépa, va AapPavete avtd To PApLaKo [io To Tpmi, o To amdyevpa Kol pio To fpadv, mepinov
v 010 dpa kdOe nuépa.

Edv &yete v eviommon 611 1 dpdon awtod Tov eapudiov eivat eite vtePPoAKA 1oYVPN ElTE
vePPoAKA acBeviic, EVNUEPDOOTE TOV Y1TPO 1) TOV PUPLOKOTOLO GOG.

Av glote nukiopévog aobevig (MAikiag dvm tov 65 eTdv), Tpénel va AapuPavete Kavovikd avtd 1o
OAPUOKO, EKTOC KL OV EXETE TPOPANUATO LLE TOVG VEQPOVG OOG.

O y10TpO¢ 060G UTOPEL VAL GAG GLUVTAYOYPOUPNTEL £Va. SIOUPOPETIKO S0GOA0YIKO TPOYPALL Ko dOGN,
av £yeTe TPOPANLLA LE TOVG VEPPOVS GOG.

Noa koTanivete T0 Kayakio oAOKANPO, e vePO.

Na cvveyilete va maipvete autd TO PAPUOKO, LEXPL O YIOTPOG GG VO GUG TTEL VO TO CTUUOTIOETE.

Edv mapete peyorvtepn 66on Pregabalin Accord amd Tnv kavovik

Emcowvmviote pe tov y1atpd cag 1 TNyoivete aUES®mG GTO TANCIEGTEPO VOGOKOLELD, OTN HovAda yio
ta, emelyovta teploTotikd. Na £yete pali 6og To KouTi 1§ TV ELIAN TOV KOWOKIOV 0vToh TOV
QOPUAKOV. XE TEPITTOOT) TOV TAPETE UEYOAVTEPT] dOGT ALTOL TOV PAPUAKOV GO TV KAVOVIKY], Elvat
mBovov vo arsBavOeite vvniia, coyyvon, diéyepon N avnovyia. ‘Exyovv avagepbel emiong emAnmrikég
KPIGELS Ko amdAELlo, a1cOnce@V (KdOU).

Eav Egyaoete va mapete To Pregabalin Accord

Eivor onpavtikd vo Aapavete ta Koy dkio outod ToL QopUAKoD TAKTIKA, TV 1010 dpa Kabe nuépa.
Edv Eeydoete va mapete pio d60M, TAPTE TN HOMC TO Bopunbeite extog €dv TANGLALEL 1 DA Yo TNV
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EMOUEVT BOGT|. X€ OLTNV TNV TEPITTMOT], GUVEYIGTE KOVOVIKA LLE TNV ETOUEVT 000N, MV Ttapete SImMAN
3001 Yo va avamAnpadcete T d0om mov Eeydoarte.

Edv otapatiocere va naipvete To Pregabalin Accord

Mnv ctapatioete EAEVIKA T ANy avutol Tov eopupdakov. Edv Béhete va otapatioete va maipvete
aTo 10 PaPLAKO, GLENTNOTE TO TPMTA LE TOV YiaTpd coc. Exelvog Ba cog el Tdg va 1o Kavete. Av 1)
Oepaneio oag otopatioet, 1 dwokont| O Tpémel va yivel fabuiaia, oe ¥povikod S1AeTNHo TOVAGYLIGTOV
pog efdopdadac. Metd tn dwokony| pakpoypdvioas 1 Ppayvypoviag Bepamneiag pe Pregabalin Accord,
npénel va yvopilete 0TL pmopel va eueavicete opiopéves avemBOunTes evépyeleg mTov ovopdaiovtot
OTEPNTIKA CUUTTOMOTA. AVTEC TEPILOUPAVOVY SLGKOAIN GTOV VTTIVO, TOVOKEPAAO, VALTIA, aicOnua
Gryxovg, 614ppola, CLUTTMOUOTO TOL OPOLALOVV LE QVTA TNG YPITNG, OTOGUOVG, VEVPIKOTITA,
KatdBAym, oxéyelg TpokAnong PAAPNg 1 BavdTov otov gavtd cag, movo, pidpmaon Kot LaAn. Avtég
o1 gvépyeleg umopet va cuufodv mo cuyva 1 pe peyardtepn cofapdtnta ebv Aapupdvarte oavtd to
QAPLOKO Y10 LEYAADTEPT XPOVIKT TEPT0d0. EQV TapovcidceTte 6TepnTIKE GuUIT®OpOTO, B0 TPETEL VOl
EMKOWVMVNGETE LLE TOV YIOTPO GOG.

Edv éxete meplocdTEPEG EPOTNCELG GYETIKA LLE T YPNOT] AVTOL TOV QUPHUAKOV, POTHGTE TOV Y10TPO 1)
TOV (POPLOKOTOLO GOG.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha To eAppOKa, £TGL KOL GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, OV
Ko 0gv Tapovoldalovtal 6 GAOVG TOVE aVOPOTOLG,.

IHoAv ovyvég (nmopel vo emmpedoovy nepiocdtepPovs amd 1 atovg 10 avOpdmovg):
Z4&An, vavniia, ToVoKEPAAOG.
Yoyvéc (umopel va eanpedoovy £mg kot 1 otovg 10 avBpamovg):

*  Avnuévn opeln.

o AicOnon evpopiag, cOy LT, OTOTPOSAVOTOMGUOG, Leimon TG oe&ovolikng emtBupiag,
evepedioToOTNTO.

o AwoTopoyn oty TPocoyn, adeElOTNTO, EXTNPEACUEVT] UV, GTTOAELN UVHUNG, TPOLOG, OVGKOALN

otV optMa, aicOnon pupunkicong, povdlaca, KatactoAn, AMbapyos, abnvia, KOTwmo, un

QVO10A0YIKT aicOnon.

Oaumnn 6pacn, SImAOTI.

‘TAtyyog, TpoPAfjuota Le TV 160ppoTic, TTMGCT.

Enpootouia, SLEKOIAOTNTA, EUETOC, LETEMPLGUOG, O1dppota, vaTica, TPREO OTNY KOIALA.

Avokolieg otnv oTHON.

[IprH&yo Tov GOUATOG, CVUTEPIAAUPBAVOUEV®Y TOV GKPOV.

AicOnon pébng, un evcloroykd Padicpo.

AvEnon couatikod Bapovc.

Mvikég kpdumeg, mOvog oTig apdpmaoelg, Tdvog ot péomn (oopualiyia), TOVOG 6e AKPO.

[Tovolaocg.

Oy ovyvég (nmopei va emmpedocovy émg kot 1 otovg 100 avlpdmovg):

. Anoieia 6peéng, andAsia Bépovg, younAd exineda cakydpov aipatog, VYNAA enineda
GaKydpov aipotog
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o Amonpocwnonoincm, avnovyio, katdbiuyn, S1€yepcor, SIOKLVUAVOELS TG CLVAIGONLATIKNG
duibeomg, dvokoria avakinong Aécewv, yevdaichnoelc, tapdteva dvelpa, KpiceS Tavikov,
andbelo, embetikotTa, E£0pon cvuvoloOnuatikng 61a0eomng, ennpeacuévn dlavonTikn
KOTAoTOOT), SUGKOAID OTNV GKEYT, avEnon T 6eE0VaAKNG emtBuping, TPOPANIAT LE TN
oceEovalkn Aettovpyia, GUUTEPTAAUPAVOUEVIC TG OVIKOVOTNTOG VO EMITOYETE GEEOVOALKO
opyacpd, kaBvuoTepnLEV EKCTEPLLATION

o Metaforéc oy Opact, acLVABELG KIVIOELS TOV LATIOV, LETABOAEG GTNV OpaoT,
GLUTEPIAAUPAVOLEVIC TNG OPACTIG KATA TV Omoia Ta avTIKEILEVA PaivovTal Gav PEGa amd
COMVO, AGUYEIS POTOG, ATOTOUEG KIVGELS (TVAYLOTA), EAATTMGCT AVTAVOUKAOGTIKOV,
vreprvnTikodTTa, (AN o€ 0pbia BEom, evaucOncia oto déppa, andAiga yebong, aicinon
KGO0V, TPOLOG KATA TNV KivNoT|, LEL®pEVT] GLVELON oM, amdAEl GLVEIdNoNG, AMmobuytia,
avénuévn evaicncia oto B6pLPo, aicOnua adredeciog

. EnpoeBoipia, Tpr&ino patiov, tdévog oto patt, e€acbevnuévn dpaon, daxpippota, epediopds
LaTIO

o Awotapayéc kKapdiakod puOuov, avénon Kapdakod puouov, YoOUNAn apTneLaKY TEGT, VYNAN

apTnploKn mieon, petafolés otov kapdlakd puiuod, Kapdlokn avemdpkeLlo

E€aym, e&ayelg

Avokolia oty avomvon, ENpotnta 6tn PHTY, PVIKH GUUEOPTION

AvEnuévn mapoyoyn 6lEA0L, Kaohpa, LOUIAGHA YOP® ad TO GTOLM

Eopidpwon, e&bvOnua, piyn, mopetog

Enavoiappavopeves pikég cvondoelg (tik), mpiéuto apbpwong, poikn svokapyio, mOvog,

GUUTEPTLOUPAVOUEVOD TOL LVIKOD TTOVOL, TOVOG GTOV QLYEVA.

[T6vog tov poactov

Avckolia oty 00pMoN 1 ETOIVVN 0VPNGT|, AKPATELL OVPOV

Advvapia, dtya, aicOnua cucetyéng tov Bdpaka

Metaforéc 6TO AMOTEAECUATA OUATOAOYIKAOV KOl NATIKOV e£eTAcE®V (AuENUEVN

KPEUTIVOPOGPOKIVAGT] QULOTOC, GVENIEVT] OUVOTPAVGPEPEOT TNE olavivig, avénuévn

OGTOPTIKN AUVOTPAVGPEPAOT], LELMUEVOS aPOUOG OUOTETOA®Y, 0VOETEPOTIEViD, AVENGT OTNV

KpeaTivn aipotog, peimon oto KeAo aipaTog)

. YnepevoicOnoia, Tpnopévo TpocwOnO, Payovpa, eEAvON LA, KaTappor], aipoppayia poTng,
Prixas, poyxaintd

. Endovvec éuunveg pooeig

. PoypotnTo TV ¥EPIOV Kot TOdSIMV

Yrdwieg (pmopel va exnpedoovv £0g kot 1 otovg 1.000 avlpomovg):

. Mn @ucloroyikn aicOnon dceppnone, 6pacn Kot TV oroin Ta ovTIKEIEVY QaivovTot
TAAGVTEVOUEVO, OAAOIMUEVT] AVTIAN YT TOL BAOOVG, ONTIKY POTEWVOTNTA, OTOAELL OPOCTG.
Ateotodpéveg kOpeS, aAANBmpiouQ.

Kpbog 1dpmtoc, cuoryktikd aicOnuo Aoov, Tpnopévn yAmoo.

DAeyHOV] OTO TAYKPENC.

Avokolia oty Kotdmoon).

Apyn N petpévn kivnon Tov coOIToG.

Avckoria otV opbn ypaen.

AvEnpévo vypd oV Kotid.

Yyp6 GTOVG TVEDLLOVEG.

XnacGOol.

Metaporéc oto nAekTpokapdoypaenue (HKT), mov avtiotoyovv pe datapoyég Tov
KapdLoKoy puOpov.

Mvyikn KdKoon.

"Exxpion paotov, un gueloloyikn avénon pactov, avartuén LooTOV 6TOVG AVOPEC.
AwokomtOpeVES ELUNVEG PUCELS.

Neppikn avendpkelo, LELOUEVOS GYKOG 0VP®V, KOTAKPATNGT 00pmV.

Meiwon otov aptBpd AeVKOKLTTAP®VY.

AvaplooTn GLUTEPLPOPA, AVTOKTOVIKT GUUTEPUPOPE, CVTOKTOVIKES CKEWYELG.
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o AMAepyKéC avTIOPACELS TOV UTopel Vo TEPIAaUPAvouY SUCKOAID GTNV OVOTTVOT], PAEYLLOVT| GTO
pdria (kepatitida) Kot coPapés depUATIKES AVTIOPATELS OV YopaKkTNpiloviol amd KOKKIVMOTEG,
eninedeg oToY0eWdElC 1) KUKAMKEG TAAKES GTOV KOPUO, GUYVE [Le PAVKTOVEG GTO KEVTPO,
EePLoDOIG L0 TOV dEPUOTOG, EAKT] GTO GTOUM, TOV QAPVYYQ, TN LOTN, TO YEVVITIKA OpYOVa. KoL TOL
pétio. Avtd to coPapd deppoticd eovOnuate propel vo ekdNAm®VoOvVTOL LETE 0md TUPETO Kot
YPI®ON cupmTdpata (cHvopopo Stevens-Johnson, ToEikn emdepUIKT VEKPOALGN).

. Tktepog (KITpiviGHO TOV dEPUATOG KOL TMV LOTIOV).

o [lopkiveoviopdg, SNAadN CLUTTOUATO TOL OpOdCovY pe TV VOG0 Tov TlapKiveov, OTmg TPOOG,

Bpadvkivnoia (petwpévn ikavdtra Kivnong), kot axopyio (poikn dvokapyia).

IHoAd omavieg: propel va ennpedoovy ¢ kar 1 otovg 10.000 avlpaomovg

o Hratum avendpkera.
e Hraritda (pAeypovi Tov fmatog).

Mn yvoo1ég: i 6vvoTNTO 08V pmopel va ektipun0ei pe faon ta Srbécipa dedopuéva
* Avantoén e€aptnong amod to Pregabalin Accord («g€Gptnon amd T0 QAPLOKO»).

Metd ) dtaomn pog Bpayuypoviag 1 pakpoypoviag Bepaneiog pe Tpeykopumaiivn, Oa mpénet va
yvopilete OTL EVOEYETAL VO TOPOVGLAGETE OPIGUEVEG AVETIOOUNTEG EVEPYELEG, TTOL OvoudlovTal
otepnTikd cvpntodpota (PA. «Edv otapatioete va maipvete to Pregabalin Accordy).

Av gpoavicfei Tpn&ino 610 TPOSOTO GG 1| 6T YADOCW 60C 1| EAV TO OEPNO. 0OG KOKKLVIGEL Kol
apyiogl va Bydler povokdairec N va Ee@Aovodilel, TPEMEL VO avaLNTIGETE GPECOGS LOTPIKY
ovppovin.

Opiopéveg avemBounTeg evépyeleg, OTMC 1) VIIVNALL, UToPEl va ivat o oLy VEG, YlaTi ol aioeveig e
BAGPN Tov votiaiov puelov pumopel va Aappavouy Kot GAAa pappaka yio Ty Oepamneio,
TAPOOETYLLATOG APV, TOL TOVOV 1] TG OTAUCTIKOTNTAS, TO OTOIN £Y0VV TOPOUOIEG AVETOOUNTES
EVEPYELEC UE TNV TPEYKOUTOAIVT Kot 1) GOPapOTNTO AVTOV TOV AVETIOOUNTOV EVEPYEIDV UTOPEL VO
avéndel 6tav AopPavovraon pali.

"Eyetl avapepOei n mapoakdtom avemBountn evépyeia amnd v eumelpio LETA TV KUKAOQOpPio 6TV
ayopd: [IpdPAnua otV avamvor|, pnyn avomTvor.

Ava@opd avemOOunTOV evepyatdv

Edv mapotnprioete Kdmoo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO 1 TOV QPOPLOKOTOLO GO,
Av10 1oyt Kot Yo kdBe mbavr avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPAV PUALO 0dNYIDV
yphone. Mnopeite emiong va avapépete avembounteg evépyeleg anevbeiag, Hécw Tov 0vikod
GLGTNHILOTOG OVAPOPAS TTOL avaypapeTol 6to Tlapdptnua V. Mécwm g avaeopdc avertdountov
gvepPYEL®V pmopeite va fondfoete 0T GLAAOYN TEPICTOTEP®V TANPOPOPLAOV CYETIKA LUE TNV ACPAAELD
TOV TTOPOVTOS POPUAKOV.

5. H®g va puracoete To Pregabalin Accord

To @appoko ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV KoL OV TO POAVOLY TO TOUdLA.

Na pn xpnoHoToLEiTe aVTO TO PAPUAKO LETA TNV NUEPOUVIC ANENG TTOV AVAPEPETOL GTO KOVTL 1] 0N
o18An. H nuepopnvia Anénc etvon ) tedevtaio nUéEPA TOL PRVO TOL OVOPEPETOL EKEL.

Agv vapyovV e101KEC 00N Yiec SoTHPNONS Y1 TO PAPUOKO QVTO.

89



H ovokevacio graing HDPE 6a npénel va ypnoyonoteitar evrog 30 nuepmv (Yo ta 30 konydikio) Kot
100 nuepov (yio ta 200 koydxio) PETO TO TPMTO AVOLYLLO.

Mnv metdte APLOKO GTO VEPO TNG OMOYETELOTG 1) OTA GKOVTIOIN. POTAGTE TOV QUPUOKOTOLO GOG Yo
TO TTAOG VO, TETAEETE T PAPLLOKA TOV OEV YpNGLLoToLeite . Avtd ta pétpa Ba Bondncovy oty
TpocTacio Tov mepPdArovtog.

6. Iepreydpeva g cvokevaciag KoL Aoutég TANpopopieg

T mepréyer o Pregabalin Accord

H dpaoctikn ovoia givar | mpeykapmorivy. Kabe orxknpd koydkio tepiéyetl 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg, 300 mg mpeyKaumaAivng.

Ta dAha cvotatikd givar: mpolehativomompévo apvio, Taikng (E553P), Lelativn, 610&eidio Tov
Titoviov (E171), Aaovpuiobeukd vaTplo, Lovpo HELAVL (TO 0010 TEPLEYEL KOUUED AAKKOC,
TPOTVAEVOYAVKOAN, péAav o&gidto tov adrpov (E172) kot vopoleidio tov kaiiov).

Ta kayaxia tov 75 mg, 100 mg, 200 mg, 225 mg kot tov 300 mg, Tepiéyovv emiong epvdpd o&eidio
Tov anpov (E172).

Epnoavien tov Pregabalin Accord kol mepieyépeva TG 6V6KEVAGIOG

25 mg Koy dxio Ad10pavEg Aevkd/ Koy Ak, 0d1apovoDS AEVKOD XPMOIOTOG LE GKANPN
Cehativn, uéyebog «4», ue yapoyuévn v évoelén «PG» oto kamdxt Kot
«25» o010 ompa. Kdbe kaydkio éxel pfixog mepinov 14,4 mm.

50 mg Koyduio Ad10pavég Aevkd/KaydKio adtopovods AEVKOD XPMOUOTOS LE GKANPN
Cehativn, uéyebog «3», ue yapoyuévn v évoelén «PG» oto kamdxt Kot
«50» o0 ompa. Kdbe kaydkio éxel prxog mepinov 15,8 mm.

75 mg koydiio AS10pavEG KOKKIVO/ KO AKLO ad1opavods AEVKOD YpMUOTOS e GKAN PN
Cehativn, uéyebog «4», ue yapoyuévn v évoelén «PG» oto kamdxt Kot
«75» o10 ampa. Kabe kaydkio éyxel unkog mepimov 14,4 mm.

100 mg kaydxio AS10pavEG KOKKIVO/ KON EKIO ad1opovodg KOKKIVOL YPOUOTOG LLE
okAnpn| Lelativn, péyeboc «3», pe yapaypévn v évositn «PG» oto
kamdkt kot «100» oto odpo. Kabe konydxio £yl pnkog mepimov 15,8
mm.

150 mg xayaxio Ad10pavég Aevkd/Kaydkio adtopovods AEVKOD XPMOUOTOS LE GKANPN
Cehativn, péyebog «2», pe yapoyuévn v évoeén «PG» oto kamdxt Kot
«150» ot0 copa. Kédbe koayakio €yel uikog mepimov 17,8 mm.

200 mg koydxio Ad10pVEC TOPTOKOA/ KOWAKLN 0OLAPOVOVG TOPTOKAAL YPDOUOTOC UE
okAnpn Celativn, puéyebog «1», pe yapayuévn v évoeitn «PG» oto
kamdkt kot «200» oto odpa. Kabe koydxio £yel pnkog mepimov 19,3
mm.

225 mg KayaKio AS10pVEG TOPTOKOAL/KONWAKLOL AOLLPAVOVG AEVKOD YPDUATOG LLE
okAnpn Celativn, puéyebog «1», pe yapayuévn v évoeitn «PG» oto
Kamdkt Kot «225» oto ohpa. Kabe koydxio £yel pnkog mepimov 19,3
mm.

300 mg KoydxKio AS10QaVEG KOKKIVO/KOWEAKLO ad1opovoDg AEVKOD YpMUOTOS e GKAN PN
Cehativn, péyebog «O», pe yapoyuévn v évoelén «PG» oto kamdt Kot
«300» oto copa. Kédbe koyakio €yel pikog mepimov 21,4 mm.

Ta oxAnpd kaydxio Pregabalin Accord 25/50/75/100/150/200/225/300 mg SwatiBevton o€
ovokevaoieg koyelmv (blister) (PVC/aiovuivio) mov mepiéyovy 14, 21, 56, 60, 84, 90, 100 7

112 orinpd kaydaxio. EmmAéov Pregabalin Accord 75 mg eniong dwtifevtan o koyédeg (blisters)
a6 PVC/alovpivio, og peyédn cvokevaciog 70 okAnpd koydiia.
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Ta oxdinpd koydkio Pregabalin Accord 25/50/75/100/150/200/225/300 mg dwotifevtar o€ 100 x
1 oxAnpd kaydxkia og dratpnteg Kowéreg (blister), povadwv d6ong and PVC/akovpivio.

Ta oxdnpd kaydkio Pregabalin Accord 25/50/75/100/150/200/225/300 mg dwotiBevton emiong o€
oA HDPE mov mepiéyet 30 1) 200 ochnpd konydakio.

Mmropei va, un KuKAOQOPOUV OAEG 0L GUGKEVUGCIES.

Kéroyog Aderag Kvkrhogpopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

Hopaockevotig

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéy
OAovdio

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, ITolwvio

Accord Healthcare Single Member S.A.
64th Km National Road Athens, Lamia, 32009, EALGSa

To mapév evAro 0dNYLOV YpfioNS avabemp1Onke Yo TELEVTALN POPA OTIS
Addeg TNYEG TANPOPOPLOV

Aemntopepeic mAnpoeopieg yio to pappako avtd eivar drabéoipeg oto dikTvakd TOTo ToL Evpmmaikon
Opyaviouod @apudxmv: http://www.ema.europa.cu
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