IMAPAPTHMA I

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 25 mg okAnpd xoydixio
Pregabalin Viatris Pharma 50 mg oxinpd xoydxio
Pregabalin Viatris Pharma 75 mg okAnpd koydiio
Pregabalin Viatris Pharma 100 mg oxAnpd Konydxkia
Pregabalin Viatris Pharma 150 mg cxAnpd Koydxkio
Pregabalin Viatris Pharma 200 mg cxAnpd Koy dxKio
Pregabalin Viatris Pharma 225 mg cxAnpd Koydxkio
Pregabalin Viatris Pharma 300 mg oxAnpd Koydxkio

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Pregabalin Viatris Pharma 25 mg oxAnpd koo
KdéBe oxinpd kaydkio mepiéyet 25 mg npeyKopumaiivn.

Pregabalin Viatris Pharma 50 mg oxAnpd xoydkio
Ka0e orcdnpd kaydxio mepiéyel S0 mg mpeykapmolivn.

Pregabalin Viatris Pharma 75 mg crinpd koydxio
Kda0e orxdnpd koydxio mepiéyel 75 mg mpeykapmolivn.

Pregabalin Viatris Pharma 100 mg okAnpd Koy axia,
KdaBe orxinpd kaydakio mepiéyet 100 mg mpeykapmaiivn.

Pregabalin Viatris Pharma 150 mg oxAnpd koydxio
KaBe oxinpod kaydkio mepiéyel 150 mg mpeykapmaiivn.

Pregabalin Viatris Pharma 200 mg 6xAnpd KoydKio
Kabe cicdnpd koydaxio mepiéyel 200 mg mpeyKapmaAivn.

Pregabalin Viatris Pharma 225 mg okAnpd kowdkio
Kdabe orxhnpd koydxio mepiéyet 225 mg TpeyKOUmToAivn.

Pregabalin Viatris Pharma 300 mg cxAnpd Kowydkio
KdaBe orxinpd kaydakio mepiéyel 300 mg mpeyKapmoAivn.

"Exdoyo pe yvootéc dpdoelg

Pregabalin Viatris Pharma 25 mg okAnpd kowdiio
KdaBe orxinpd kaydkio mepiéyet eniong 35 mg povobdopikn Aoktdln.

Pregabalin Viatris Pharma 50 mg oxAnpd kowdiio
KdéBe oxinpd kaydkio mepiéyet eniong 70 mg povoddpikn Aaktoln.

Pregabalin Viatris Pharma 75 mg okAnpd kowdiio,
Ka0e oicdnpd kaydxio mepiéyet eniong 8,25 mg povoddpikn Aaktoln.

Pregabalin Viatris Pharma 100 mg okAnpd Kowdkio
Kabe orcdnpd kaydkio mepiéyet eniong 11 mg povotidpikn Aaktoln.

Pregabalin Viatris Pharma 150 mg cxAnpd Kowydxio
KdaBe orxinpd kaydkio mepiéyet eniong 16,50 mg povoidpikn Aaktoln.




Pregabalin Viatris Pharma 200 mg cxAnpd Kowydkio
KaéBe oxinpd kaydkio mepiéyet eniong 22 mg povoddpikn Aaktoln.

Pregabalin Viatris Pharma 225 mg okAnpd kowdkio
Kdabe orknpd kaydkio mepiéyet eniong 24,75 mg povoidpikn Aaktoln.

Pregabalin Viatris Pharma 300 mg okAnpd Kowdkio
Ka0e ordnpd kaydkio mepiéyet eniong 33 mg povobidpikn Aaktoln.

IMa tov TANpn kaTdAoyo TV eKdOY®V, PA. Tapdypoeo 6.1.

3. ®APMAKOTEXNIKH MOP®H
2inpd Koy akio

Pregabalin Viatris Pharma 25 mg oxinpd xoydxio
Agvko, mov pépet v emonuavon “VTRS” oto kamdxt kot “PGN 25” oto copo pe podpo peddv.

Pregabalin Viatris Pharma 50 mg okAnpd xodiio
AgvKo, Tov eépel v emonpavon “VTRS” oto kamdit kot “PGN 50” oto odpa pe pavpo perdvt. To
OO0 PEPEL ETIONG EMONUOVOT| LLE PLOOPT) TOLVICL.

Pregabalin Viatris Pharma 75 mg oxAnpd ko dkio
Agvko kot moptokoAl, Tov eépet TNV emonpavon “VTRS” oto kamdxt kot “PGN 75” 610 ocdpa pe
HOvPO HEAGVL.

Pregabalin Viatris Pharma 100 mg 6xAnpd Koydkio
[MoptokaAi, mov eépet tnv emonuavon “VTRS” oto kamdkt kot “PGN 100” 6to cdpa pe povpo
LEAGVL.

Pregabalin Viatris Pharma 150 mg oxAnpd Kowydkio
AgvKo, Tov eépetl v emonpavon “VTRS” oto kamdxt kot “PGN 150” 610 ompo He Lodpo pHedvi.

Pregabalin Viatris Pharma 200 mg okAnpd Kowdkio
Avowtd moptokai, mov eépel TV gmonuavon “VTRS” oto koamdkt kot “PGN 200” oto copa pe
LovpOo PEAAVL.

Pregabalin Viatris Pharma 225 mg okAnpd Kowdkio
Aguko Kat 0voIKTo TopToKaAl, Tov eépet Ty emonpavon “VTRS” oto kamdkt kot “PGN 225” 610
ocOpo pe podpo PEAGVL.

Pregabalin Viatris Pharma 300 mg okAnpd Kowdkio
Agvko kot ToptokoAl, Tov eépet TNV emonpavon “VTRS” oto kamdxt kot “PGN 300” oo copa pe
Lopo HEAGVL.

4. KAINIKEX IAHPO®OPIEX
4.1 OgpamevTikég evoeilelg
Nevporadntikde Tévog

To Pregabalin Viatris Pharma gvdgixvutan yio tn Ogpaneio Tov meptpepticol Kot KEVIPIKOD
VELPOTOONTIKOV TOVOL GE EVIAIKEG.




Envnyia
To Pregabalin Viatris Pharma evdgikvotal og copuninpopatiky Oeponeio 6€ EVIAKES LUE ECTIOKEG

EMUMNTTIKES KPIOELS e M X0PIg SEVTEPOYEVN YEVIKEVOT).

AwTopayn YEVIKELUEVOL GyYOLG
To Pregabalin Viatris Pharma evdeixvutar yuo ) Ogpaneio tng Aatapayrg Ievikevpévov Ayyovg
(AT'A) otovg eviAIKeEG.

4.2 Aocoloyio kol TPpOTOG YOPNYNONS

Aocoroyia
H d6om xvpaivetar omd 150 £wg 600 mg nuepncing, xopnyodueva €ite G dVO 1 GE TPEIS OMPNUEVES
dooels.

NevporaOntikog movog

H Bepamneio pe mpeykopmorivn propel va apyiocet pe pio d6om twv 150 mg nuepnoiong, xopnyodpevo
gite o€ VO 1| € TPEIS dpPNUEVEG 00GELG. Me BdAon TNV amdkpion Kot TNV AveEKTIKOTNTA TOV KAOE
acBevoug, n 66on Uropel, Hetd amd Eva xpoviko ddotnua 3 €og 7 nuepdv, va avénbei og 300 mg
nuepnoime, Kat, €av eivat arapaitnto, otn péylom d6om tov 600 mg nuepnoing PHETd amd Eva
TPOGHETO YPOVIKO StaoTNU 7 NUEPDV.

Emiinyia

H Oepancia pe npeykopmaiivn propet va apyioet pe pia 66on twv 150 mg nuepnoimg, xopnyodueva
gite o€ VO 1 6€ TPEIC dmpPNUEVEG 00GELG. Me Bdon TNV amdkpion Kot TNV aveKTIKOTNTA TOV KAOE
acBevoug, n 86on propet va avénbet petd and pia efdopdda, o 300 mg nuepnoiong. H péyiotn 66on
v 600 mg nuepnoing, propel va emitevydel petd and pio emmAéov efdoudda.

AroTopoyny yeVIKEDUEVOD YOOGS
H d6on xvpaivetar omd 150 £wg 600 mg nuepnoimg, xopnyodueva ce 600 N TPELS SNPMUEVEG dOGELC.
H avayin ywo Ogpoaneio Tpémetl vor ETaveKTYLATOL TOKTIKA.

H Oepancia pe npeykopmaiivn propet va Egkivnoet pe pia d6om tov 150 mg nuepnoing. H d6on, pe
Bdomn TV aTopIKn 0TOKPIoN KoL TV AVEKTIKOTNTO ToV acbgvovg, propel va avénbel oto 300 mg
nuepnoing, énetta and 1 efdopdda. Encita and pio emmpochetn efdopndda, n d6or pmropet va
avénBel ota 450 mg nuepnoinc. H péyiom d6omn tov 600 mg nuepncing propet va emitevydel Eneita
amo pio emmpochetn efdopdda.

A10K0TTH THS TPEYKOUTOLIVHG

ZOUE®VO LE TNV 16YVOVGO KAVIKT TPOKTIKY, EAV 1] ¥PNON TNG TPEYKAUTOAIVIG TPETEL VO SLOKOTEL,
cuviotdral 1 dekomn TG va tpaypotonomBel fabiaio, oe dSidotnpa TovAdyiotov 1 gfdopddac,
avegaptnto and v Evoeldn (BA. mapaypdpovg 4.4 kot 4.8).

Neppwn| dvoiettovpyia

H mpeyxopmodivn amofdiAieton omd T CUGTNHOTIKY KUKAOQOPIo KUPIMG [LE ATEKKPIOT OO TOVG
VEQPOLS MG apeTaPANTO Qappako. Kabdg n kabapon g npeykaumaiiving eivorl eu0éws avaioyn g
KkaBapong g kpeatvivng (BA. Tapdypago 5.2), n peimon g 600mg o€ acOEVEIG LUE ERNPEACHEVT
VEQPIKT Agttovpyia Tpémet va. EAToUIKEDETAL GUUP®VO pe TNV KaBapon g kpeatvivng (CLe), 6mog
eaiveror otov [Mivaka 1, vworoylopevn copewva pe Tov akdéiovbo tomo:

1,23 x[140 - nhwcia (€ § k
CLo(ml/min) = | = all nhaia (Ez17)] x Ppoc (kg) (x 0,85 na yvvaixkeg ocBeveic)

Kpeativn opov (pmol/l)

H mpeyrkopmarivn amopokpOveTol anoteAeGHATIKE 0td TO TAAGHO pe apodoiion (50% tov
eappaxov og 4 mpeg). ' Toug asbeveig mov Kavouv apodwiion, 1 uepnoe 0661 TNG
TPEYKAUTOAVNG TTpénel va Tpocapudletat Bacet TG veppikng Aettovpyiag. Extog and v nuepfiota
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doom, Tpémel va yopnyeitat Kot pict cupuminpouatiky 8001 apécmg Hetd and Kabe 4-wpr cuvedpia
aipodtoieong (PA. [ivaxa 1).

IMivakag 1. Ilpocappoyn s Adong g lpeykapmarivng Baoer tng Negpukic Asrtovpyiog

Kdbapon YuvolKi nuepnola d6on
kpeoTwvivng (CLe) TOEYKAUTalivnc® A0G0LOYIKG oynfjpa
(ml/min) pEyIap s

Apyxn d6om Méyiot d60m

(mg/muépa) (mg/muépa)
> 60 150 600 BID 1} TID
>30-<60 75 300 BID 7 TID
>15-<30 25-50 150 Amo& npepnoimng

BID
<15 25 75 Ama& nuepnoing
ZouTANpoUoTIK) 660on petd v opodoion (mg)
| 25 | 100 | Amog 860"

TID = Tpeig dmpnuéveg d00elg

BID = Avo dmpnpéveg dooelg

*H cvvolikn nuepniota d6om (mg/muépa) mpémet va dropeitar Ommg evoeikvuTal omd T0 S0GOA0YIKO GYLO DOTE
VoL TPOKVLTOVY ME/360M

*H cvpminpoportikn d6om eivar pio dmag emmpdodetn d6om

Hratikn duciertovpyio
Aev amotteitar Tpocapoyn g 66ons o acbeveig pe nmatikn dSvciertovpyio (PA. mapdypapo 5.2).

Hodratpikog minbuopde

H aopddela kot amotelecpatikdmra tov Pregabalin Viatris Pharma o€ modid nAikiog kdto tomv
12 gtddv ko og gpnPoug (MAwiag 12-17 etmv) dev €xetl amoderyBel. Ta dabécipa dedopéva mov
VIAPYOLV TPOG TO TAPOV TEPLYPAPOVTOL OTIG Tapaypdpovg 4.8, 5.1 kat 5.2, aAld dev umopovv va
YiVOUV GLGTAGELS Y10, T1 d0GOAOYIaL.

Hlxwopévot
Y& nAkiopévoug aobevelg pmopel va ypeaotel peimon g d0oNG NG TPeYKAUTAAivG, AOY®
UEWMUEVNG VEPPIKNG Aettovpyiag (PA. mapdypogo 5.2).

Tpomog yopriynong
To Pregabalin Viatris Pharma pumopei va Aappdvetor pe 1 xopig tpoen.
To Pregabalin Viatris Pharma &ivon yio xprion amnd tov otdpatog povo.

4.3 Avtevositeg

YrepevaicOnoio 6tn dpactikn ovcia 1} 68 KATO10 amd T £KO0Y TOV OVUPEPOVTIAL GTNV TAPEYPAPO
6.1.

4.4 E101kég TPoEdomocElS Kol TPoPUAAEEIS KaTd TN (p1jon

Awpnrikol acBeveic

ZOpQava [e TNV 16Y00VG 0 KAVIKT TPOKTIKY, opiopévol dtafntikol acbeveis, mov maipvouv Bapog
Katd tn Oepaneio Pe TPEYKAUTAAIVY], UTOPEL VAL YPELOGTOVY POHOLLOT T®V VTOYAVKALLUK®V TOVG
(QOPULOKEVTIKDOV TPOIOVIMV.

Avtidpdoelg vrepevaichnociog
A7d v amoktndeico epmelpio LETA TNV KUKAOPOPIQ TOV PAPUAKOV GTNV ayopd EXOVV VITAPEEL
AVAPOPEG AVTIOPAGEDY LITEPELALGHN GG, CUUTEPIAAUPAVOUEVOV TEPIMTMOGEWDV aryyEloodnpatog. H




TpeYKOUTaAivn Bo TPEMEL Vo SIOKOTTETAL AUECHOC, AV ELPOVICOOHV CUUTTMOUOTO OYYELOOONLATOG,
OGS 0IdN O TPOCHTOV, TEPICTOUOTIKNG TEPLOYNG T} AVATEPOV AVOTVEVGTIKOV.

2oPapéc depuotikég avemBounteg evépyeteg (SCAR)

e oyéon pe 1 Bepaneia pe mpeykopumaiivn £xovv avapepbel omavio GoPapég dEpUATIKES
avemBounteg evépyeieg (SCAR), o115 onoieg mepthappdvovtar to chvdpopo Stevens-Johnson (SJS)
ka1 1 To&kn emdeppkn vekpdivon (TEN), ot omoieg pmopet va givar anetintikég yia tn {on 1
Bavatneopec. Katd ) cvvtayoypdenon, ot acBeveic Oo mpémel va evIeEPOVOVTOL GYETIKA LE TOL
OTMUELD KO TO CUUTTOUOTO KOl VO, TOPOKOAOLOOUVTOL GTEVA Y10 SEPUATIKEG AVTIOPACELC. XE
TEPITTOOT EPPAVIONG CTUEI®V KOl GUUTTOUATOV OV VITOINADVOLY TETOLEG OVTIOPAGELS, 1 Bepameio
pe mpeykoumolivn 0o mpénel va dtokdnteTan apéows Ko 0o mpémet va eEetaleton To evOgYOIEVO
yopNynong evorraktikng Oepaneiag (katd nepintmon).

Z4a\n, vvnia, andAE GLVEIdNONG, GUYYLON Kot EMNPEACUEVH StavonTik Katdotaon

H Oepancia pe npeykopmaiivn €xet cvoyetiotel pe {aAn kot vevniio, mov pmopel va avEnocovy v
TOAVOTNTA TPAVUOTIGHOD amtd athynpo (TTOCT)) 6ToVG NAMKIOLEVOVGS. 'Exyouv vrdpEet emiong
OVOPOPEG AMMAELNG GLUVEIDNOTG, GVYYLOTG KOl EXNPEAGUEVTG dLOVONTIKNG KATAGTAONG LETA TNV
KukAopopia Tov Tpoidvtog aTnV ayopd. €26 ek T0HTOV, 6TOVG 0oOeveElg TpEmEL va diveTal GuUPOVAN va
glvan TpooekTikoi uéypt va eEotkelmBovv pe Tic ThavEg avTIdPACELS TOL UTOPEL VA £X0VV GTO
(QOPUAKEVTIKO TPOTOV.

AVTIOpAGCELS OYETIKEG LE TNV OPOoT

e eleyyopeves dokég, pia peyaddtepn ovaroyio acBevadv mov eAdpupavay Bepaneia e
npeyKopumarivn avépepav Oappog dpaong, amd 61l acheveig mov eAdupavay Oepameia e EKOVIKO
(APLLOKO, TO OTTOT0 AMESPALE GTNV TAELOYNPIO TOV TEPIOTATIKAV, LLE TI GLVEYLOT TNG YOPNYNONG. XTIG
KAMvVIKEG pHeAETEG oTIC oToieg d1e&nyOnke oPOUALOLOYIKOG EAEYYOG, 1] CLYVOTNTO ELPAVIGNC LElDOTG
NG OMTIKNG 0ELTNTAG KOl LETAROADY TOL OTTTIKOD TTESIOV NTAV PeyaAvTEPT G€ acBeveic OV
erdpupavay Bepaneio pe mpeykapmarivn, and 611 o acbeveig mov eddpPavav Bepameio pe EIKOVIKO
eappako. H cuyvotnta gpedviong fubockomikdv petafolmv nrov peyodvtepn oe aceveic mov
erdppavay Oepameio pe gucovikd eappaxo (PA. Tapdypago 5.1).

2V amoktnbeico gumepio PLETA TNV KUKAOQOPIO TOL QOPUAKOV GTNV oyopd, £xovv avapepOel emiong
OTTIKEG AVETOVUNTES EVEPYELES, CUUTEPIAOUPAVOLEVIC TNG ATDAELNG OpAoNS, TOV BApPovg dpaons M
AV HETAPOADVY TNG OTTIKNG 0EVTNTOGC, OL TEPIGGOTEPES EK TOV OTOIMV NTAV TAPOSIKES.

H dwokont| g mpeykapumaiivng pmopel va €xel 0¢ OmOTELES A TV 0odpopn 1] TN PeAtioon avtdv
TOV ONTIKOV GUUTTOUATOV.

Negpuwr| avendpreio
"Exovv avoaepephel TepITOCELG VEPPIKNG OVETAPKELNS, KOl GE KATOIEG TEPUTTOOELS LLE TN OLKOTN TNG
TPEYKOUTAAIVIG EYEL TAPOVGLUCTEL AVOGTPOPT] AVTNG TNG OVETIBOUNTNG EVEPYELNG.

AWKOT GLYYOPNYOVUEVOV OVTI-EMANTTIKAOV QUPUOKEVTIKOV TPOIOVIMV

Agv vapyovv eTapKN GTOLXELD Y10 TNV SLOKOT] GLYYOPNYOVUEV®V OVTI-ETIANTTIKOV QUPLOKEVTIKOV
TPOIOVTOV, OCTE, OTOV EYEL EMTEVYOEL O EAEYYOG TOV CMAGU®V LLE TNV TPEYKOUTAAIVT ©G
CLUTANpOUOTIKY Bepameia, va divetal 1) TpeyKapmaiivy og povobepameia.

2VUQOPNTIKT] KOPIOKT) OVETGPKELDL

Metd v KuKAOQOPio TOL POPUAKOV GTIV 0yopd, £X0VV VITAPEEL AVAPOPES GLUPOPTTIKNG KOPOLOKNG
OVEMAPKELOG, 0€ KATo10VG acBeveic Tov eAapPavay mpeykaumaiivn. AVTéG ol avapopég
TOPOATIPOVVTOL KVPIWG 68 NAKIOUEVOLS 0.G0eVElS e KapdiayyeloKd TpoPALaTa, KOTE TN JldpKeLd
Oepaneiog pe mpeykapmaAivn yuo pio amd Tig vevpomadntikes g evoeiteis. H mpeykapmolivny Oa
TPETEL VO, YPNCILOTOLEITAL LLE TPOCOYN GE AVTOVG TOVG 0oBeveic. Me T S1oK0T TG TPEYKAUTAAIVIG
UTOPEL VO ATOdPALLEL QDTN 1] AVTIOPOOT).

Oepamneio TOV KeVTIPKOD veVpomadnTikoy tdvov Adyw BAASNG Tov vetaiov pvehol
>t Bepameio Tov KEVIPIKOVH vELpOTTaONTIKOD TOVOL AOY® PAAPNG TOV VOTIoiov pLELoD giye avEndel
YEVIKDG 1) GOYVOTNTA ELPAVIONG TOV OVETIBOUNTMV EVEPYELDV, Ol AVETBVUNTES EVEPYELES TOV




KEVTPLKOV VELPIKOV GUGTNLATOG Kol WkOTEPA 1) LIEVNALL. Avtd pmopel va amodobei oe pia
afpoiotikn dpdon eEartiog TV GUYYOPTYOVLEVOV QUPLOKEVTIKAOV TPOIOVTOV (T.Y. PAPLOKO KOTH TNG
OTOGTIKOTNTOG) TOL YpeLdlovTal yio vtV TNV Katdotaor). To yeyovog autd Oa mpémet va Aapupdvetot
VIOYIV OTOV GLVTOYOYPUPELTOL 1] TPEYKAUTUAIVY GE AVTNV TNV KOTAGTOO.

AVOTVELGTIKY] KOTAGTOM)

"Eyxovv vrap&et avapopEg avomvenoTIKNG KATOGTOANG Papldg Lopeng mov oyetileTot pe tn yp1ion
TpeyKopumaAivng. Ot acBeveic [Le LEIOUEVT] OVOTTVELGTIKT AEITOVPYIQ, OVOTVEVGTIKY| 1] VEUPOAOYIKN
vOG0, VEQPIKT SLGAELTOVPYia, TAVTOYPOVT] YPON KOTAGTAATIKOV Tov KNZ kot o1 nAikiopévol pmopel
va S TpEYOLY VYNAGTEPO KivOLVO VO TOPOVGLAGOVY AVTHV TNV aveTIBOUNTN EVEPYELD BOpLAg LOPPTS.
Evdéyetar va amontnBolv mpocappoyés g 866mG g antovg Toug acbeveic (BA. mopdypapo 4.2).

AVTOKTOVIKOG 10£06UOC KOl QUTOKTOVIKT] GUUTEPLPOPE.

AVTOKTOVIKOC 10€0GOC KOl UTOKTOVIKT) GUUTEPIPOPE Exovv avapepBel o€ acbeveic Vo aywyn He
OVTIETANTTIKA @ApaKo Yo Sidpopes evOeigelc. Mia LETO-0VAADOT] TOV TUYOLOTOUEVOV
EAEYYOLEV®V LLE EIKOVIKO PAPLOKO HEAETMV OVTIETANTTIKOV QOPUAK®V EYEL Eniong oei&et pikpn
avénomn Tov KvduvoL EKONAMOTG AVTOKTOVIKOD 10€0GLOD KOl 0VTOKTOVIKTG GLUUTEPLPOPES. O
UNYOVIGHOG avATTTUENG 0uTOD TOL KIvdvvov dev glval yvwotdc. Exovv mapatnpnbel mepiotatikd
OVTOKTOVIKOD 13€0GHOD KOl GUUTEPIPOPAS G€ acOeVEIG VIO ayWYN LE TPEYKAUTAAIVY GTV
peteykprrikn eunepia (PA. mapdypapo 4.8). Mia emdnuoroyiky] HEAETN TNV omoia xpnoLpoTowOnKe
oXESICLOG OVTOEAEYYOUEVTG LEAETNG (0UYKpLoNG TTEPLOd®V Bepameing pe meptddovg un Bepaneiog o€
éva aTopo) £0e1Ee oTotyeln LENUEVOL KIVOUVOL VENG ELPAVIGT|G CUTOKTOVIKIG GUUTEPIPOPAS KO
Bavdatov and avtoktovio o acBeveic VIO AyWYN LE TPEYKOUTOALVY.

O acBeveig (ko ot ppovTioTég Tmv acBevav) Ba Tpémel va cupfovigvovial va ovalnToovV TPy
GLUPOVAN GE TEPIMTOOT TOV EUPAVIGTOVY GTUELD AVTOKTOVIKOD 10€0GUOD 1] GUUTEPLPOPAS. Ot
aoBeveic mpémel va TapaKoAovHovVTaL Y10 GUUTTAOUOTO AVTOKTOVIKOD 10£0GHOD KOl VTOKTOVIKNG
GUUTEPLPOPAG KoL VoL epappoleTal 1 KatdAINAn Oepancio. Oa mpémet va e&etaleTon To evogydEVO
dlokomng g Bepameiog e TPEYKOUTAAIVT GE TEPITTMON AVTOKTOVIKOD 10£UGUOD KOl CUUTEPIPOPAS.

Mewopévn Aettovpyio T0V KOTOTEPOV YOUOTPEVIEPIKOD COAVOL

Ymépyovv avapopEc TEPICTOTIKMV, PLETA TNV KLKAOPOPID TOV TPOIOVTOG GTNV 0yopd, oyeTilopeva e
LEWUEVT AELTOVPYIO TOV KATATEPOV YOOGTPEVIEPIKOD COANVA (). EVIEPIKT ATOPPUEN, TUPUAVTIKOG
€1Le0C, dHVOKOIMOTITA), LETA OO CLYYOPNYNON TNG TPEYKOUTOAIVIG LE PAPLOKO TOV EVOEXETAL VO,
TPOKOAEGOVYV SVGKOIALOTN T, OTMG T OMLOEWY| ovaAYNTIKE. OTOv 11 TPEYKOUTOAIVY Kot OTLOEWN
yopnynBovv pali, Oo mpémel va AapPdvovior pétpa Kotd g SuoKOIAMOTNTOS (1010iTEPO GE YUVAIKES
aoBeveic Kot NAMKIOUEVOG).

Tavtdypovn ypion Le omoeldn

ZUVIGTATOL TPOGOYN KOTA T GLUVIOYOYPAPTOT TPEYKAUTAAIVIG TOVTOYPOVA LUE OTLOEWDT, AGY® TOV
Kvduvou katactoAng tov KNZ (BA. mapdypago 4.5). Xe pia HeAEn acBevav-poptipov xpnotmv
omoeW MV, ekeivol o1 agBeveig mov Elafav mpeykaumaiiv TavTdypova e VO OTIOEDEG TAPOVGLUGOV
avénuévo xivéuvo Bovatov Tov oyetiletal e To OTIOEWDT] GLYKPITIKA LE TN (PNOT LOVO OTLOEWODV
(ctaBpopévog Adyog cupminpopatikev tlovotitev [adjusted odds ratio - aOR], 1,68 [95% CI, 1,19
—2,36]). Avtdg o avénuévog kivduvog Tapatnpndnie o younAés docelg mpeykapmaiivng (< 300 mg,
aOR 1,52 [95% CI, 1,04 — 2,22]) ko vanpye n Taom ylo. LeYOAVTEPO Kivouvo g vynAdtepeg 600ELg
npeykopmariving (> 300 mg, aOR 2,51 [95% CI 1,24 — 5,06]).

AxatédAinin ypnon, mbavotnta koTdypnong n eEdptnon

H mpeykopmorivn propel vo mpokarésel approkevTiKy e£APTNON, | 0Toio UTOPEL VO TOPOVCLOCTEL GE
Oepanevtikég 000¢€1S. 'Exyovv avapepbel mepimtdoeilg axatdAAning xpnong Kot kotdaypnons. Ot acOeveig
LLE 10TOPIKO KOTAYPTOTG OVOLDV EVIEYETAL VO, SATPEXOVY VYNAITEPO KIVOLVO aKATAAANANG Xp1ONG,
Katéypnomng Kot eEApTnong amd TV TPEYKOUTOAIVY Kot 1) TpeYKapumaAivn B Tpémet va ypnoyLomoteiton
Le TPOGoYN o€ avTovg Tovg acbeveic. [Ipotod cuvtayoypaenbel tpeykapmoarivn, o Tpénet va
a&10A0YElTaL TPOOEKTIKG O KivOuVOog akaTdAANANG XpnoNgs, Katdypnong 1 eEaptnong Tov achevoug.

O1 aoBeveic mov Aappdvovv Bepancio pe mpeykapmaivn 0o Tpénel vo mapakorlovdovvtar yio onueio



KOl GUUTTOUATO OKATAAANANG XPNONGS, Katdypnong 1 eEAPTNoNG amd TV TPEYKAUTAAIVT], OT®S N
avantuén avoyng, n avénomn g 66oMG Kot 1] GUUTEPLPOPE EMIIMENS E0PEOT G PAPLAKOV.

2TEPNTIKG CUUTTMOUOTO

Metd and Srokonn Bpoyvypovioag Kot pokpoypoviog Oepameiog pe mpeykapumalivn, £xovv mopotnpnoet
oTepNTIKA cvurtdpota. 'Eyovv avagepbel ta mapokdto copntodpota: abmvia, Kepaiadyia, vavtia,
ayyoc, d1ippotal, YPITAMIES GUVOPOUO, VEVPIKOTNTA, KATAOANYT), AVTOKTOVIKOC 10EAGOGC, AAYOC,
OTAGHOG, VITEPOpmoia Kot LaAn. H gppdvion otepnTik@V COUTTOUATOV LETA TN SIOKOTN TNG
TPEYKOUTAAIVNG eVOEXETAL VO LITOOEIKVOEL PappakeLTiKn e&aptnon (PA. mapdypaeo 4.8). O achevig Oa
TPENEL VAL EVIILEPAOVETAL Y10 ALTA KaTd TV Evapén g Bepomeiog. Eqv Oa mpémel va dtokomel 1)
TPEYKOUTAAIVY, GUVIGTATOL 0VTO Vo YiveTal 6Tad10KE, 68 Stdotna TovAdyiotov 1 efdopddag,
avegaptnto amd v Evoelln (BA. mapdypapo 4.2).

Yroopol, copmeptiapufavopévou Tou status epilepticus Kot TV GTUCUOV YEVIKEVUEVNC ETANYIOG,
pmopel va epeavicBoldv kotd T SdpKeLa ¥proNG TS TPEYKAUTOAIVIG 1 cOVTOUE HETA TN SOKOTT TNG
TPEYKOUTAAVNG.

Avopopikd e T dlokomn pakpoypoviag Bepaneiog pe Tpeykapumoiivn, ta dedopéva VTOSEKVHOVV OTL
1 CLYVOTNTO EUPAVIGTC KOt ] BopOTNTO TOV GTEPNTIKOV CUUTTOUAT®OV UTOopEl va. gival
d060eEAPTMUEVEG.

Eyxepaiondbeia
"Exovv avagepBel mepiototikd eykepaionddeiog, Kupimg o acBeveic [Le VTOKEILEVES KATOGTAGELS TTOV

umopel va TpokoAEcovy eyKe@alomdOelLa.

lvaikeg oe avamapaymykn NAkio/ AvVTicOAA YN

H ypnon tov Pregabalin Viatris Pharma xotd 10 TpdTo Tpipnvo tng KiMong EVOEXETOL VO, TPOKOAEGEL
peifoveg ouyyeveig avopoiies oto ayévvnto noudi. H mpeykapmarivn dev Oa npémet va ypnotponoteiton
KAt T S1GpKELD TNG KOMONG, TAPA LOVOV €4V TO OPEAOG YO TN UNTEPO. EIVOL GOPDOG LEYOADTEPO A0
TOV dLVNTIKO Kivouvo Yo T0 £UPBpvo. Ot YOVAIKES GE OVATAPAY®YIKT NALKIO TPETEL VO, YPNCLOTOLOVV
OTOTEAECUATIKN AVTIGVAAN YT KaTd T O1dpKela TG Oepaneiog (PA. mapdypoeo 4.6).

Avcavegia otn Aoktoln

To Pregabalin Viatris Pharma mepiéyel povoidpikn Aaxtolrn. Acbeveic e omdvia kKAnpovopukd
mpofAnuata dvocavesiog onv yoraktoln, v EAdewyn Aaktdong Lapp 1 tnv ducoamoppodenon
YALKO{NG-yahaktolng, dev Ba mpémet va AapPAvouy avTd TO POPUUKEVTIKO TPOTOV.

[epiextikdnTo 6€ VaTpLo

To Pregabalin Viatris Pharma mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd okinpd Koydxkio.
O1 acBeveic Tov akolovBovv dlatteg pe YapnAn TpdSAnyn vatpiov HTopovv vo eviipepwbovv 0Tt
ovTO TO PUPHOKEVLTIKO TPOioV givar «eAeHBEPO vaTpiovy.

4.5 Almiemopdaosic pe GAAo QUPUOKEVTIKA TPOTIOVTA Kol GAAEG HOPQES aAAnreTidpaong

H mpeykopmodivn, dev eivor mBavo va TPoKAAEGEL 7] VO VTTOGTEL PUPLOKOKIYNTIKEG OAANAETOPAGELS,
kaOdc amekkpivetar Kupiog apetdfintn ota 00pa, VPIGTATOL AGHUAVTO HETOPOMGO GTOV AVOpOTO
(< 2% g d6oNG avakTHONKe 0TO OVPA OG LETAPOAITES), OEV AVOGTEALEL TO LETABOAIGUO TOV
QOPUAK®V in Vitro Kol 0EV GUVOEETAL UE TIG TPWOTEIVEG TOL TAGGUOATOC.

In vivo peléTeg Kol QUPUOKOKWYNTIKY avaAvon og delypa TAnBusuov

Kotd cvvéneln, og pehéteg in vivo, dev mapatnpnonkov kKAviKd a&100MUel®TEG POPUOKOKIVITIKEG
aAMNAETSPAcELS HETAED TNG TPEYKOUTAAVIG KO TG QAIVOTOIVIG, TNG KapPapalenivng, Tov
BoAmpoikov 0&Eog, TG AAUOTPLYIVIG, TNG YKOUTATEVTIVIG, TNG Aopalemaung, Tng oEukmOOVNgG 1 TNg
aBavoAng. Gappakokivntikn avéAvon og delypa TAnBucpol £€0e1&e 0Tt Ta 0md TOLV GTOUATOG
avTIOPNTIKA, TO SIOVPNTIKE, 1) IVGOVAIVT, 1| GavOPapPLTdAn, N TIoyKopmTivn Kot 1) TOTPAATn dEV
glyov KAvIKA onpoavtikn opdon oty kafopon g TpeYKaUTOAIVIG.




Amd 10V 6TOUATOG AVTIGLAANTTIKA, VOopauBioTeEPOVN KoM a1fuvuloloTpadioln

H ovyyopnynon g npeykapumoiivng He To and Tov GTOUATOS OVTIGVAANTTIKA vopoidiotepovn Ko
a1BuvuAoIoTPadIOAT dev emNpedlel T POPUAKOKIVITIKN 6 oTafepomomuévn Katdotao], Kapds aro
T1g 600 OVGiEs.

DapuokevTiKd Tpoidva Tov exnpedlovy 10 KEVIPIKO VELPIKO GOLGTNLLOL
H mpeyxapmorivn mbavov va evioydoet tn dpdon g abavoing Kot g Aopalemdung.

Ymv amoktbeico gpmelpio HETA TNV KUKAOQOPIO TOL POPLAKOV GTIV 0yOPd, VITAPYOVY AVAPOPES
OVOTVEVOTIKTG AVETAPKELOG, KOWTOG Kot Bavatov og acbeveic o1 omoiol Aappdvovv mpeykopumaiivn
KOl OTTL0ELON KOV GAAOL QAPLOKEVTIKA TPOTOVTO KOTUGTOANG TOV KEVTIPIKOD VEVPIKOD GLUGTNLLOTOG
(KNX). H mpeykapmorivny gaivetal 0Tt dpa abpototikd enl TG dpacng e 0EuKmdOVNG OTNV EKTTMOGT
TG VONTIKYG KOl TG GUVOAIKTG KIVITIKTG AELTovpyiog.

AlMnlemdpdoeic kot nMKiopévol
Aev &yovv die&aybel e1d1KEG PEAETEG PUPUAKOSVVOUIKNG OAANAETIOpaoNG G€ NAMKI®UEVOLG £0EAOVTEG.
Meléteg ardnieniopaong Exovv deEayBel poVO og EVIAIKEG,

4.6 Tovipotnra, kKOMoN KO yorovyio

Iluvaikeg oe avorapaymyikn niio/ AviicOAAnyn
O1 yuvaikeg 0€ ovaTOpoy®YIKN NAKIK TPETEL VAL YPTCLLOTOIOVV OTOTEAEGLOTIKY OAVTIGOAANYN KOTA
T Sudpxeta tng Bepaneiog (PA. mapdypago 4.4).

Kbnon
Meléteg og mepapatdloa Ede1&ay ToEKOTNTA TNV avaTopay®YIKY tkavotta (PA. Tapdypaeo 5.3).

"Exel xataderyBel 6T | TpeyKapmoriv S0mepVE TOV TAAKOUVTO GTOVG apovpaiovs (BA.
Tapdypoeo 5.2). H apeykopumaiivn evogyxetat va, S10mepVi TOV TAOKOVLVTA TOV avOpdmov.

MeiCoveg cuyyeveic duouopeieg

Ta dedopéva amod o oKovOvafikn LEAETN Tapatipnong o€ Teplocotepes omd 2.700 eyKvpocvveg
TOVL EKTEONKAV GE TPEYKAUTAAIVY KOTA TO TPATO TPIUNVO KATESEEQV VYNAOTEPO EMTOAAGLLO
pellovov ouyyevav ducpopeidv (MXEA) peta&d tov tadratpikov minbvcpov ((dvtog 1 Bvnoiyevong)
7oV ekTEONKE oTNV TIpeyKauTaiivn oe cuykplon pe Tov TAnBuoud mov dev extédnie (5,9% Evavt
4,1%).

O «ivévuvog MEA peta&d tov Todiatptkod TAnBucHol mov ekTédnke 0TV TPEYKAUTAAIVY KOTH TO
TPMTO TPIUNVO NTOV EAAPPDG VYNAOTEPOG GE GVYKPLOT LE TOV TANOLGUO OV dev eKTEOMKE
[Tpocaplrocévog AdYog EMIOANGLOV Kot S1dotna epumictocvuvns 95%: 1,14 (0,96-1,35)] kot og
ovykplon pe Tov TAnbuoud mov gixe extebel otn Aopotpryivn [1,29 (1,01-1,65)] 7| ot vrovio&etivn
[1,39 (1,07-1,82)].

Ot avoADoELG Y10 GUYKEKPIHEVEG OLGUOPPIES KATESEIEAY DYNAOTEPOLS KIVOVUVOUGS Y10 SUGHOPPIES TOV
VELPLKOV GLGTIHHATOS, TOL OPOAALOD, GTOUATOTPOCOTIKEG GYIOTIEG, SVGLOPPIEG TOV OLPOTONTLKOV
KoL SVCUOPPIEG TV YEVVITIK®DY 0pyAveV, dALd ot aptdpol eival pukpoi kot o1 EKTIUNGELG Eival
avakpipeic.

To Pregabalin Viatris Pharma dev mpénet va ypnotiponoteitol kotd ) SiépKelo TG EYKVUOGVUVNG EKTOG
eav gival cap®c amapaitnto (4v T0 OPEAOG Y10 T UNTEPA VTEPKOAVTTEL GOPDS TOVG THAVOVG
KvdUVoLg yia 1o EpPpuo).

Oniaoudg

H mpeyxopmoaiivn anekkpivetoan 1o pntpkd yéia (BA. mopdypago 5.2). H emidpaocn g
TPEYKOUTOAIVG oT0 veoyva/Bpéen etvan dyvoot. [Ipénetl va amopaciotel gdv Oa dlokomel o
Onraopog 1 Oa draxomei 1 Oepaneia pe Tpeykopmaiivn, Aappavoviog veoyn 1o 6pelog Tov InAacpon
v To Toudi Ko To 6pelog TG Bepamneiag yio Tn yuvaiko.



Tovipdnto
Agv vtapyovv KAVIKA SEd0UEVO GYETIKA LE TIG EMOPACELS TG TPEYKAUTOAIVIG GTN YUVOIKEiD

yovipdtnra.

e pio KAV 6oKiun yio Ty 0E0AGYN o TG ETIOPACTG TNG TPEYKOUTAAIVIG OTNV KIVITIKOTNTO TOV
OTEPLLOTOC, VYN APPEVO ATOUN EKTEOMKAY GTNV TPEYKAUTOAIVY, o€ pia 66om Twv 600 mg/Mmuépa.
Metd and 3 punveg Bepomeiog, dev LANPYOAV EMOPACEIC GTNV KIVITIKOTNTO TOV CTEPLLOTOC.

Mio pedétn yovipotntog o€ OnAvkong apovpaiovg £xel dei&el avemBounteg emOpAcEIS GTNV
avoamopay®yn. MeAETeG YOVILOTNTOG GE apGEVIKOVS apovpaiovg £xovv deilel avemBuunteg emdpaoelg
oTNV avamapoy®yn kot v avartuén. H khvikh onpacio autov tov evpnudtov ival dyvootn (PA.
Tapaypoeo 5.3).

4.7 Emdpdaoseig 6TV IKEVOTNTA 001161 KOL XELPLOHOD pnyovipndTov

To Pregabalin Viatris Pharma pmopei va €xet pikpn 1 p€tpila enidpacn oty tKavotnTo 0d1ynong Kot
yepopov unyavnudtwov. To Pregabalin Viatris Pharma pmopet va mpoxaiécetl {aAn ko vvniio kot
EMOUEVMG, UTOPEL VO, EXNPEAGEL TNV IKOVOTITO, 001 YNONG KAl XEPIGHOD unyovnudtov. Ltovg acteveig
mpénel va 6ivetan GuUPovAn va pnv odnyovv, va un yepiloviol TOAOTAOKE UNYOVILLOTO KoL VO, UMV
TOIPVOUV HEPOG OE EVOEXOUEVMG EMIKIVOVVES dPAGTNPLOTNTES, HEXPL VO YIVEL YVOOTO €0V 0LTO TO
(QOPUOKEVTIKO TTPOTOV EMNPEGLEL TNV IKOVOTNTA TOVG VO, EKTEAOVV OVTEC TIG OPUCGTNPLOTNTES.

4.8 AvemOOunteg evépysieg

270 KAMVIKO TPOYPOULLO TNG TPEYKOUTAATVTG cuppeteiyov tave ard 8.900 acbeveic mov e&etébnoay
GTNV TPEYKAUTOAIVY, €K TV 0oimV Tave armd 5.600 cvppeteiyav oe SUTAA-TOPAEG PHEAETEG,
eAEYYOLEVEG e EIKOVIKO PappaKko. Ot o cuyve ovapepOLeveg avemBounTeg evépyeteg nrav {ain Kot
vavnAia. Ot avemBOunTeg evépyeleg NTay cLVHOOE NG MG LETPLAG PapdTNTOC. Xe OAEG TIG
eAEYYOLEVESG HEMETEG, TOL TOCOGTA SLOKOTNG AMOY® avemBountev evepyelav frav 12% yu acbeveic Tov
AGppavay Tpeykopumtorivn kot 5% yuo acbeveic mov Adppavay gikovikod eappoko. Ot o cuyveg
avemBounteg evépyeleg mov 0dnyovoay o€ dlakomy NG Bepansiog pe mpeyKapmaivn ntav 1 CoAn Kot
M vvnAia.

Oeg o1 avemBopunteg evépyeleg TOV TOPOVGLAGONKAV GE TOGOGTO PEYAAVTEPO OO AVTO TOV
EIKOVIKOD (OPLAKOV K0l GE TEPIGGOTEPOVS TOV VOG acbeveis, Tepthapupdvoviotl 6Tov mivoka 2 Tov
akoAovBel Katd Katnyopia Kot cuyvotnto (moAd cuyvég (= 1/10), cuyvéc (= 1/100 éwg < 1/10), ox1
ovyvés (= 1/1.000 émg < 1/100), omdvieg (= 1/10.000 émg < 1/1.000), Tord omdvies (< 1/10.000), pn
YVootég (dev pmopovv va ektiunBovv pe Baon to drebéoipa dedopéva)). Evidc kdbe katnyopiog
GLYVOTNTOG ELPAVIOTS, Ol avemBOUNTES EVEPYELEG TapatiBevTal KoTd Bivovca oelpd coPapdtnrtag.

Ot avemBOuNTES EVEPYELEG TOV TEPLYPAPOVTAL, UTOPEL £MioNg va oxetiCovTon pe TV vokeipevn voco
KOU/1| TO GLYYOPTYOOUEVO QOPUOKEVTIKG TPOTOVTAL.

>t Bepomeia oL KeVTpKoy vevporadnTiko movou e&attiag PAAPNS ToL voTiov LueAoD lxe
av&nOel YeViIK®OG 1 ouyvOTNTA ELEAVIOTG TOV AVETIOVUNTOV EVEPYEIDV, Ol AVETIOVUNTEG EVEPYELEC TOV

KNZ kot eidikotepa  vivniia (PA. Tapdypoeo 4.4).

Emmpdcbetec avidpdoeic mov avaeéphniay and v anoktndeica epmelpio petd v KukAogopio Tov
QOPUAKOV TNV ayOpd, CUUTEPIAMOUPAVOVTOL PLE TAAYLOL YPALUOTO, GTOV TOPOUKAT® TIVOKO.
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Mivaxag 2. AvemOopntes Evépyeres g Mpeykapmarivng

Katnyopia/Opyaviko AvemOOunteg Evépysieg @appakov

XovoTnuao

AOPAEELS KOL TAPACITOCELS

Xuyvég Pwoopapuyyitida

AWTOPayES TOV ULPHOTOUTIKOD KOl TOV AERPIKOD GUGTI|LATOG

Oyt ouyvég Ovdetepomevia

AWTAPaYES TOV GVOGOTOUTIKOD CUGTI|LATOG

Oy ovuyvég YrepevaroOnaio

Ymhvieg Ayyerooionua, alrepyicn aviiopoon

Awtapayés Tov petapfoiiopod ko g Opéyng

Zoyveg Opedn avinuévn

Oy ouyvég Avopegia, vroylvkaipio

Yoyratpikég Avatapayég

Yoyvéc Evpopikn cuvailsOnpatikn dubeon, cuyyvon, gvepebictdora,
OTOTPOGUVOTOAMGHOG, ADTVID, LEIWUEVT] YEVETIOLO OPUN

Oyt ovyvég YevdaiocOnomn, kpion mavikod, avnovyia, dSi€yepon, katdOiuym,

KkatodlmrTikn 61a0gom, eEnpuévn cuvansnuotikn 61abson,
emBetikothTO, S10KVULAVOELS TNG cLVOLCONUATIKN G S130gomC,
OTOTPOCMOTOTOINGT|, JuGKOAiN avikAnong AéEemv, dtatapaypéva
ovelpa, aENUEVN YEVETNGLO OpUn, avopyoouic, arddsio

XIAviEG ApoN OVOGTOANG, VTOKTOVIKT GUUTEPLPOPA, AVTOKTOVIKOG
10eaonog

Mn yvootég Dapuoxevtikn eCaptnon

AWTOPayES TOL VEVPIKOV GUGTIOTOG

IToAv cvyvég Z4An, vvnAda, Kepolahyio

Yuyvég Atadia, un eLo10A0YIKOS GUVTOVIGHOG, TPOUOG, dvcapbpia,

apvnoia, EXNPEAGUEVT VI, SloTapay] GTNV TPOGOoYN,
napatcOnoia, vroucdnoio, KATAGTOAN, SaTapoy TNG 1GOPPOTIAS,
Mbapyog

Oyt ouyvég Xvykony], AMBapyoc, LLOKA®VOGS, arwlEio ovVEIOnoNG,
WYOYOKIVITIKY VIEPKIVNTIKOTNTO, dvokivncio, {aAn Béong, Tpopog
KOATA TIC EKOVGLEG KIVIGELS, VOOTOYUOS, VONTIKN dtaTopayn,
ETNPEATUEVN O10VONTIKI KaTdoToon, dlatapayn Adyov, ELdTTmon
OVTOVOKAQGTIK®V, vIepalodnoia, aichnorn kavcov, ayevoia,
aloOnua Kaxovyiog

Zrdvieg 2raouot, Topociia, VToKwnoia, Suoypaeio, TAPKIVGOVIGUOG
000aipikég Satapoyés

Suyvéc Opaon Bapmr, Simhorio

Oy ovyvég AmdAE0 TEPUPEPIKNG OPOIOTG, OTTTIKT dtaTapayy, oidnpa Tov

oBoApol, EAlelppo oto OnTIKE TEdia, OMTIKN 0EHTNTA HELWUEN,
7OVOG ToL 0POoApOY, acbevomia, poToyia, EnpoeOaiuia,
dakpvppota avénuévn, epediopog Tov oeBaipon

EIAViEG Anwiero opoong, kepatitida, OPUOT] KATO TNV OTTOL0, TO, AVTIKEILEVOL
@OivovTol TOAOVTELOUEVA, OAALOLOUEVT] OTTTIKT] OVTIATYT TOV
BaBovg, podpiacn, otpafiopdc, Adumov PAEppa

AwTapayis Tov MTOG Kol ToV Aafopiviov

Xuyvég TAvyyog

Oy cvyvég Ynepoaxoio

Kaporakéc owatapayéc

Oyt ovyvég Tayvkapdic, KOATOKOIMOKOG ATOKAEIGHOG TP®TOL BabLoD,
oAePoroufikn Bpadvkapdia, coupopntikn kKapdioki averapkeLn

ErAViEG Hopazoon draotiuoros OT, eheforxopufikn Tayvkapdia,

oAePoropfikn appobuia
Ayyewokéc dwatapayég
Oy cvyvég Yrdtacn, vaéptaon, edyelc, EEayn, TEPLPEPIKT YUYPOTNTO

1"



Katnyopia/Opyavikd AvemO@Ounreg Evépyeieg @appaxov

TooTnuao

AWTapay£S TOV AVATVEVGTIKOD GUGTI|LATOG, TOV OdpaKa Kot Tov pecodmpakiov

Oyt ovyvég Avenvola, emictaln, Pyog, pviky cupedpnor, pitida,
POYXAANTO, ENPOTNTA PIVIKOD PAEVVOYOVOL

Ymhvieg Ivevuoviko oionua, GOGELYKTIKO aicOnpa Aoipnod

Mn yvooTtég AVOTVELGTIKN KOTAUGTOAN

AWTapayés TOL YOOTPEVTEPIKOD

Yuyvécg "Epetog, vavtia, duokotdtra, didppola, LETEMPIGHOG, O10TO0N
g Kotiiag, Enpoctopio

Oyt ovyvég I'ouoTpoolco@aytkn TaAVIpOUNGCT|, VIEPEKKPLOT GLEAOV,
vrosOnoio otopaTog

Travieg Aocxkimg, Taykpeatitda, oidnuo yAoocag, dvoeoyio

AWTapayEG TOL NTATOS KAL TV YOANPOPOV

Oyt ouyvég Avénuéva nratikd Eviopo*

Zrbvieg Tktepog

Mo\ omdvieg Hratikn averdpkeia, nrotitidon

AwTapayés Tov 0EPRATOg KOl TOV VTOOOPLOV L6TOV

Oy ouyvég E&avOnpo Pratidmdee, kvidwon vrepdpwaia, Kvouos

EmAVIEG Tocikn emdepirn vexpolvon, avvdpouo Stevens-Johnson, kphog
10pAOTOC

AWTOPayES TOV HVOGKELETIKOV GUGTI|LATOS KOl TOV GUVOETIKOV 16TOV

Yuyvécg Mvikn kpapma, apBpadryia, ocQLoiyic, TOVOC 68 GKPO, OVYEVIKOS
oTaoHOG

Oyt ouyvég Awdykwon dpBpwong, pvakyio, poikég deGHOMOELS, avyevalyia,
LLIKN duoKopyio

ErAViEG Papdopvodrvon

AWTapayic TOV VEQPAV KOL TOV 0VPOPOP@V 00OV

Oy ovuyvég Axpdzeio ovpwv, ducovpia

XrAvVIEG Neppikn avemdpkelo, oAtyovpio, Katoxkpdtnon ovpwy

AWTAPaYES TOL OVOTAPAYOYIKOD GUOTILATOS KOl TOV HAGTOD

Xuyvég 2otk Suciettovpyia

Oy ouyvég ZeEovolikn dvorertovpyia, KoBVOTEPNOT EKGTEPUATIONG,
dvounvoppota, LoeToduvia

Xravieg Apnvoppotia, EKKpion LaoTtol, avénon Tov peyébovs Tov HaeTov,
YOVOIKOUAOTIO

I'evikég draTapayés Kol KATAOTAGELS TG 0000 opNYNoNg

Yuyvég Oidnua Teppepkd, oidnua, BASIGUA U1 PVCIOAOYIKO, TTMGT,
aioBnom pédng, aicbnon un pucoAoyKY, KOTMON

Oyt ovyvég [evikevpévo oidnpa, o0idnuo mpoowrov, aichnpua cOoPLYENS TV
Oopaxka, dAyog, Topeéia, diya, piyn, eEacbévion

Hoapaxivikég eEeTdoeg

Yuyvég Zopatikd Bapog avénpévo

Oyt ouyvég Kpeatvopmopokivdon aipatog avEnuévn, yAvkoln aipoatog
avENUEVT, aplOUOC OUOTETAAIOV HELOUEVOS, KPEOTIVIV OiILOTOG
avEnpévn, KOO aipOTOG HELMIEVO, COUOTIKO PApOg LEI®UEVO

EIAVIEG Ap1Bpdg AevKOKLTTAP®V PELOUEVOG

* Apwvotpavoeeepdon g akovivng avénuévn (ALT) ko acmaptiky opwvotpavepepdon avénuévn (AST).

Metd and drakonr Bpayvypdvias kot pokpoypdvias Bepaneiog pe mpeykaumaivn, £xovv mopotnpnoet

oTEPNTIKA cvumtdpoto. Exovv avaeepbel ta mtapakdto copntodpatae: odmavia, kepaiaiyio, vouTtia,
Ayyoc, d1ippota, YPIIAMOES GUVOPOLO, CTOCHUOL, VEVPIKOTNTA, KATAOANYT), CVTOKTOVIKOG 10EAGHOC,
&Ayog, vepdpmaio Kot LAAN. AVTE To GUUTTMOUOTO EVOEXETOL VO DVTTOOTAMVOLV POPLOKEVTIKT
eEapmnon. O acBevig Ba mpémel va evnuepoveTal yio anTd Kotd v Evapén tng Oepaneiog.
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Avopopikd e T dlokomn pokpoypoviag Bepaneiog pe Tpeykapumoiivn, ta dedopéva VTOSEKVHOVV OTL
1 GLYVOTNTA EUPAVIONG KOL 1] GOPAPITNTO TOV GTEPNTIKAOV CUUTTOUATOV UTOPEL VoL Eivat
docoeEaptmpeves (BA. mtapaypdpovg 4.2 kot 4.4)..

Hodwapikog TAnfuopog

To mpoPil acPALELNS TNG TPEYKAUTOAIVIG TOV TOPOTNPNONKE OE TEVTE TOUSIOTPIKEG LEAETEG OF
ao0eveic e e0TIOKEG EMANTTIKEG KPIoELg e 1) yopic dgvtepoyevn yevikevon (LeAETn
OOTEAECUATIKOTNTOG KOl ao@aielag didpkelag 12 efdopddmv o acbeveig nhikiog 4 €og 16 et@v,
n=295, HeAETN amOTEAEGUOTIKOTNTAG KOl AcPdAelag diapkelag 14 nuepdv o€ acbeveic nAikiog 1 unvog
€mG KATO TV 4 €10V, n=175, HeEAETN QAPUAKOKIVITIKNG KOl LEAETT] OVEKTIKOTNTOG, =65 ka1 600
peréteg 1 £TOVG, AVOIKTAG EMOTLOVONG, LETA TIG LEAETES AGPAAELNG, N=54 kot n=431) fTav TapOLo10
pe avtd oL TapaTnPNOnke oTig pekéTec evAikmVv acbevav pe emAnyio. Ot o cuyveg averBounteg
evépyeleg mov mapatnpnonkav otn perétn 12 efdopddwv pe ) Bepaneia pe TpeyKapmaiivn nToav
vvnAia, Tope&io, AoIU®EN TOV AVAOTEPOL AVATVEVGTIKOD GUGTNUATOG, OpeEN AVENLEVT], COUUTIKO
Bapog avénuévo kot pwvopoapuyyitida. Ot wo cuyvég avemBounteg evEPYELES TOV TOPATNPNONKOY GT
perém 14 nuepmv pe ) Bepaneio pe mpeykapmaiivn oy vIvnAio, AoIP®EN TOL AVAOTEPO
OVOTVELGTIKOD cLOTHHOTOG Kot Tupeéia (BA. Tapaypdeovg 4.2, 5.1 kot 5.2).

Avoopd mBovoloyoueEvmV aveTIBIUNT®V EVEPYELDV

H avagopd mBovoroyodpevov avemBOUnTmv EVEPYELOY HETA A0 TN XOPNYNOT| AOEL0G KUKAOPOPIOG
TOL QOPHOKEVTIKOV TPOIOVTOG givan onpavtiky. Emrpénetl ) cvveyn napakorodnomn g oxéong
0PEALOVG-KIVODVOV TOV QOPHOKEVTIKOD TPOIOVTOG. ZnTeital and Tovg EnayyeAIOTIEG VYEiNG VO
AVOPEPOVY OTTOLEGONTOTE TOOVOAOYOVUEVES OVETIOOUNTEG EVEPYELEG HECH TOV EOVIKOD GUGTILATOG
ovapopds mov avaypdestor oto Iapdptnua V.

4.9 Ynmepdoocolroyia

Yy aroktnBeica epmeipio LETA TV KVKAOQOPIO TOV QAPLAKOV GTNV 0yopd, OL TLO GLYVHL
avapeEPOUEVEG aveETIOOUNTEC EVEPYELEC, OL 0TolEg glyav mapatnpNndel pe TV vTePdoGoAoYia TNG
TPEYKOUTAAMVNG CUUTEPIEAGUPOVOY VIIVNALL, GUYYVTIKT KOTAGTOOT, SIEYEPOT KAl vVIOLYiaL.
Avoeépbnkay emiong emANTTIKEG KpioELS.

Y& OMAVIEG TEPMTAOGCELS, EXOVV avaPEPBEl TEPIOTATIKE KDOWUOTOG.

H Bepancio tng vrepdocoroyiog pe TpeyKaumTaiivn Tpénel va TepLoAVEL TA YEVIKA DVTOGTNPIKTIKA
PETPOL KO i6mG apodwiion, edv gival anapaitnt (BA. mapdypapo 4.2 IMivaxag 1).

5. ®APMAKOAOTIIKEX IAIOTHTEX

51 ®oappokodvvapikég 1O10TNTES

Ddappokobepamentikn Katnyopio: AVoAynNTIKd, GAAX OVOAYTTIKA KOl QVTUTUPETIKA, Kodwog ATC:
NO02BF02

H dpaoctikn ovoia npeykopumaiivn ivar avédioyo tov y-aptvopovtupikod o&Eog [(S)-3-(apvousdui)-5S-
pebvie&avoiko o&v].

Mnyovicpog dpéong
H mpeykaumaiivn cuvogetol 6g [ ETKOVPIKT VTOOUASA (02-0 TPMTEIVN) TOV EVEPYOTOLOVUEVOV OO
SLopopd SLVOUIKOV S1VA®V AGRECTION GTO KEVIPIKO VELPIKO GUGTNLLO.
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KMvikn omotelec LOTIKOTNTO KOl 0GQAAELD,

Nevporadntiog movog

AmoteleopatikotnTa £xet deiydel o€ Sokég Yo Sopntikn vevpordbeta, HebepmnTikn vevpodyio Kot
BAGPN Tov votiaiov poerot. H anotelespatikdtnta dgv £xet diepevvn0el g GALEG LOPOEG
VELPOTOONTIKOV TOVOL.

H mpeyxapmorivn Exer pehetndet oe 10 gleyyopeves kKAvikég dokpEG, ddpketog €oc 13 efdouddov pe
docoloyia 600 popéc v nuépa (BID) kot didpketog £mc 8 efoopadmv pe docoroyio TpES PopES TNV
nuépa (TID). Tevikd, ta Tpo@id aGPAAELNS KO OTOTEAECUATIKOTNTOS Y10 TO SOGOAOYIKA GY1LLOTA
BID kot TID, fTov Ttopdpota.

Y& KMVIKES doKIEG dudpkelag £mg 12 efSoUAd®V Yo TOV TEPLPEPIKO KOL TOV KEVTIPIKO VELPOTAONTIKO
7ovo, peimwon tov Tovov mapotnphnke and v 1" EBdoudda kat dotnpndnke Kotd v Sidpkew e
Oepamneiog.

e eheyyOUeveG KAMVIKEG SOKIUES OTOV TTEPLPEPLKO vEVPOTAONTIKO TTOVO, 35% TV 0cBevdV TOVL TOVG
xopnyndnke mpeykapumaiivn kot 18% twv acbevov mov eddapPavay ewovikod edppoxo, tyav 50%
Bedtioon oty Paduoroyio tovov. I'a tovg acbeveig mov dev mapovciocay vevniia, avt 1N Pertioon
napatnprOnke oto 33% tov acbevdv mov Tovg yopnyndnke npeykapmorivn kot 18% twv acbevav
7oL EAApPavay gikovikd eappaxo. I'a tovg aobeveic Tov Tapovsiocay VIVNAia, T0 TOGOGTA
avtamoxpong Nrav 48% yo v mpeykopmarivn kKot 16% yio to 1kovikd GAproKo.

e gleyyouevn KAVIKT SOKIUN GTOV KEVIPIKO VEVPOTadnTiKd movo, to 22% Ttov acbevadv 6Toug
omoiovg yopnynnke npeykoumorivn kot 10 7% tov acdevdv Tov eAdppoavay gucovikd eapuaxo, elyav
50% Pektioon otnv fabporoyio TOHVOL.

Erninyio

SoumAnpopotikn Oepaneio

H mpeykopmodivn €xel peketndei oe 3 eleyyopeves kKAvikég doxipég duapketag 12 efdopddmv, pe
docoloyia BID 7 TID. I'evikd, Ta Tpo@ik ac@AAELNG KOl ATOTEAEGLOTIKOTTOC Y10, TO SOGOAOYIKA
oynuata BID kot TID, ftav mapopota.

A6 v 1" EBdopdda mapatnprinke pio peimon otn cuyvotnto TV ETANTTIKOV KPIGEMV.

Hodwapicodg TAnduopog

H aopddelo kot 1 amoTeEAEGUATIKOTITO TG TPEYKAUTOAIVIG OG GUUTANPOUOTIKNG Bepameiog yio T
emnyio og Todtotpikovs acheveig nhikiog kdto tov 12 etdv kot pnPovg dev Exovv tekunplodet.
Ot avemBOuNTEC EVEPYELEG TOL TOPATNPNONKAY GE P LEAETT] POPUAKOKIVITIKNG KOl AVEKTIKOTITAG,
otV omoia cuppeTelyav aobeveig nhikiog 3 pnvav émg 16 etdv (n=65) pe emANTTIKES KPIoELG
E0TIOKNG EVAPENG, NTAV TAPOUOLESG LE AVTEG TOV TopaTPHONKOY 6ToVG EVijAikec. Ta amoteléopata
pog eAeyyOUEVNG LE EIKOVIKO PappoKko pelétng didpkelag 12 gfdopddmv o 295 maudoTpikong
aocBeveic nhikiag 4 £0g 16 TV KoL LL0G EAEYYOUEVNG LE EIKOVIKO PAPUAKO HEAETNG OLAPKELNG

14 nuepov og 175 nandratpikong acbeveic nhikiog 1 unvog €og Kato tov 4 €Tmv, 1 onoia
TPOYLOTOTOMONKE Yo TNV A&loAOYNON TNG AMOTEAECLATIKOTITOS KO TNG AGPAAELNS TG
TPEYKOUTOAIVIG OC GCUUTANPOUATIKNG Ogpameiog 1o TNV AVTIHETOMTION TV ETANTTIKOV KPioE®V
€0TIOKNG EvapENg Kot 300 HEAETOV 0OPAAELNG AVOLKTNG EMoTLavong 1 £Tovg, 6Tig omoieg cuppeteiyay
54 ko 431 madratpikoi acBeveic, avtiotorya, nhikiag 3 unvov €ng 16 etdv pe emnyia,
VTOSEIKVOOLY OTL 1} TVPEEia Kot 01 AOUMEELG TOL OVATEPOL OVOTVEVGTIKOD GUGTHLOTOG
TOPATNPHONKAV G AVETIBOUNTEG EVEPYELES TTLO GLYVA GE GUYKPLOT) HE TIG LEAETEG EVIAIK®V 0.60EVADY
pe eminyia (BA. Tapaypdpovg 4.2, 4.8 kot 5.2).

> ddpkerog 12 efdopddov eheyyOUEVNG LE EIKOVIKO QApUOKO HEAETN, Ol ToudtoTpikol acbeveig (4
¢wg 16 etdv) katovepnOnkay otn AMym mpeykapmaiivng 2,5 mg/kgmuépa (Léyioto, 150 mgmuépa),
npeykopumaiivng 10 mg/kgmuépa (Léyioto, 600 mg/muépa) 1 eucovikod eappdakov. To T10606T6 TV
acBevav pe tovddyiotov 50% peiwon otig eminntikés Kpiloelg eoTioknG Evapéng Onmg cuykpibnke pe
v évapén rav 40,6% tov acbevav mov EhaPav Bepameia pe tpeykopmoiivny 10 mg/kg/muépa
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(p=0,0068 £vavtt Tov gkovikoD apudrov), 29,1% v acBevav mov éhaPav Bepancio pe
npeykapmarivn 2,5 mg/kgmuépa (p=0,2600 Evavtt TOL E1KOVIKOD OPUAKOV) Kot 22,6% avTdv oV
Elafav ercovikd papaKo.

2TV eleyyOUeEVN LE EIKOVIKO PAPLOKO HEAETN dudpkelag 14 nuepdv, Toudatpikoi acBeveig (1 unvog
£€mG KATO TOV 4 £TOV) KatavepunOnkav ot ANyn mpeykaunaiivng 7 mg/kg/muépa, TpeyKapumaiivng
14 mg/kg/muépa 1 eucovikod eappdiov. H gikoottetpdmpn Sdpecn ocvyvomTo EMANTTIKOV KPIoE®mV
Katd v évapén Kot v televtaio exiokeyn Ntav 4,7 kot 3,8 yuo v mpeykapumaiivn 7 mg/kg/muépa,
5,4 ko 1,4 o v mpeykapmaiivn 14 mg/kg/mpuépa kot 2,9 kat 2,3 yio 10 €IKOVIKO pAPLHAKO,
avtiotoyo. H mpeykapmaiivn 14 mg/kg/muépa peiwoe onuovtikd tn AOYoplOpikd HETACYNUATIGHEVN
GLYVOTNTA EMANTTIKOV KPIGE®V E0TIOKNG EVAPENG EVOVTL TOV EIKOVIKOV papudiov (p=0,0223). H
npeykapunarivn 7 mg/kgmuépa dev eppdvice Pektioon og oXECT LLE TO EIKOVIKO PAPLOKO.

e o eheyyOuevn Ue EIKOVIKO appako perétn odpketag 12 efdopddmv oe acheveic pe mpmtoyeveig
vevikevpéveg tovikokhovikég (Primary Generalized Tonic-Clonic, PGTC) eminmtkég kpiceig, 219
aocBeveic (Mliag 5 émg 65 €10V, K TOV onoiwv, 66 NTav NAkiag 5 £éog 16 eTdv) kKataveundnkav ot
My npeykapmarivng S mg/kgmuépa (péyioto 300 mgmuépa), 10 mg/kgmuépa (Léyioto

600 mg/Muépa) N EIKOVIKOD QUPLAKOL MG GUUTANPOHOTIKY Ogpaneia. To T10606TO TV 060evMV pE
TovAdyoTov 50% pelwon 610 T0cootd emAnntik®v Kpioewv PGTC Ntav 41,3%, 38,9% kot 41,7%
v TNV Tpeykapmoiivny 5 mg/kg/Mmuépa, v tpeykoumorivy 10 mg/kg/muépa kat to gikovikod
(QAPLOKO, AVTIGTOLYC.

Movobepaneia (veodiayvocBévieg acheveic)

H mpeykopmorivn €xer peketndei og 1 eheyydpevn khvikn peAén didpkelog 56 efoopddmv pe
docoloyia BID. H mpeykapmadivn dev enédeiée un-kat@tepdtnta £vVavTl TG AAHOTPLYIvVIG GOUP®VOL
LE TO TEMKO ompeio Tng amovoiag otacudv otovg 6 unves. H mpeykapmaiivn kot n Aopotpryivn
TOPOLGINCAV TOPOOLN ACPAAELD KoL KOAN avoyn].

Awtapayn evikevpévov Ayyovg

H mpeyxapmoaiivn €xer peietn el o 6 eheyyoueveg dokiuég didpketog 4-6 foonadmv, oe pio LeAETn
nAkiopévov didpkelag 8 BSopddmv Kat og ptio Lakpoypovia LEAETT TPOANYNG TOV VIOTPOTTAV, LE
po SIAA-TVPAY PACT] TPOANYNG TV VITOTPOTAOV SAPKELNG 6 PUNVAOV.

H avokodeion omd ta coprtdpato e ATA, 6mwg avtavakidtor otnv KAiipoke Extipnong tov
Hamilton (HAM-A), topoatnpndnke péypt tv 1" EBdopdda.

e eleyyopevec KAviKEC SokpEG (ddpketog 4-8 efdopnadmv), 1o 52% tov acbevov mov ehdupavoy
npeyKapumaiivn kot 1o 38% tov achevodv mov eAdppoavay gucovikd eapoko Tapovsiacay Pertioon
Katd TovAdyiotov 50% ot cvvoikn Badporoyio g HAM-A tov tedikod onpeiov, oe oyéon ue

avTVv g Evapéne.

e gleyyouevec SokEG, pia peyaddtepn avaroyio acBevamv wov eAdupavay Oepaneio pe
mpeyKopumaAivn avépepav appog dpaongc, amd 61t acbeveig mov eAdufovay Bepaneio e EKOVIKO
QAPLLOKO, TO OTTO10 ATESPALE TNV TAELOYNPI0 TOV TEPIGTUTIKAOV, LE T GUVEYIOT] TNG XOPNYNONG.
OpBaiporoyikog Eleyyog (cuumeptAapfovouévon eAEYYOV OTTTIKG 0&EVTNTOG, LeBodkoD eAEYYOV
onTiKoV mediov kot Pufockomikov eEAEyyov pe podpiaon) deEnydnke o avo Twv 3600 acbevav, ota
oo EAEYXOUEVOV KAIVIKOV SOKIUMV. Xg anTovs Toug acbeveic, n ontikn o&utnta peimbnke oto
6,5% tov acBevov mov eAduPavay Oepaneio pe npeykapumaiivn kot oto 4,8% twv acbevav mov
elapPovay Oepaneia pe eikovikd eappako. Metafolég 6to ontikd medio evroniotnkay oto 12,4% twv
acBevav mov ehapPovav Bepaneio pe mpeykapmorivn kot 610 11,7% t@v acbevav mov ehdppavay
Oepaneio pe eucoviko eappoxo. Bubookomikég petapforég mopatnpnonikay oto 1,7% tov acdevav mov
erdppavay Oepaneia pe npeykapumaiivn kot oto 2,1% tov acbevdv mov eldpPavav Bepaneia pe
EIKOVIKO QAPLLOKO.
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5.2 ®appokoxiviTIKEG 1010TNTES

H poppakoxivntikn g mpeykapunaiivng oe otabepomompévn Katdotaon eival Tapopola o€ vylelg
eBehovtég, o€ emnTTiKoVg acbeveic, Tov AapPavouy aVTIETANTTIKA PApLaKa Kot 68 acbeveis pe
POVI0 TOVO.

Amoppoenon

H mpeyxopmoarivn, xopnyobuevn ent kevoh GTOUAYOV, ATOPPOPATAL TAYEWMGS, LE TIG LEYIOTES
GLYKEVTPMGEIC 6TO TAAGLLO VO ETLTVYYAvVOVTAL EvTOG 1 dpag Letd amd ™ xoprynon epamaé 1
ToALOTA®V 06ce@v. H Brodiabesiotnto Tov amd Tov GTOUTOS YOPTYOVUEVIG TPEYKAUTOAIVIG
vroloyileton 6Tt eiva > 90% ko givon aveEaptntn g 600Mc. MeTd and emavellnppuévn xopniynon, n
otabepomomuévn Katdotaon enttuyydvetat eviog 24 £mg 48 mpav. O puBudg aroppdenong g
TPEYKAUTOMING LetdveTar Otav yopryeitar pe Tpo@n, mpokaidvtog Helwomn g Crax Kotd 25-30%
TEPITOL Kot EMPPASVVOT| TOV tmax O TEPITOV 2,5 Mpeg. Eviovtolg,  yopynomn g mpeyKapmoiivig
LLE TPOQPT gV £XEL KAVIKG ONUOVTIKT NiOpacT 6To Pabpd amoppdenong e TpeyKaUmaAivng.

Kartavoun

e TpokMvIKEG pehétec, 0eiyOn 0Tl 1 TpeyKoumTaiivn Slomepva TOV AUATOEYKEPOUAKO PPAYLO GE
poeg, emipveg Ko mOfrkovg. Edeiydn emiong, 611 n mpeykapmorivy S1amepva TOV TAAKOVVTO TV
EMUVOV Kol avevpiokeTal 610 Yaha OnAaldviov enipdov. LTtovg avlpmdmovg, 0 patvopevog dyKog
KOTOVOUNG TNG TPEYKOUTOAIVIG LETA T YOPTYNON OO TOL 6TON0TOG givan tepimov 0,56 1/kg. H
TPEYKOUTOAIVT OEV GUVIEETAL LUE TIG TPMTEIVES TOV TAACUATOG.

Buouetaoynpotiopodc

H mpeyxoprarivn veiotator aonuovo petafoAlcpd otov avBpwmno. Metd amd yoprynon
POOLOETIGLOGUEVNG TTPEYKAUTOAIVIC, TTEPITOV TO 98% TN padIEVEPYELNG TTOV OVOKTHONKE GTAL OVPA
ntav apetdfintm npeykopmorivn. To N-pebviiopévo Tapdymyo g TpeyKapmoiiving, Tov KHPLov
petafodritn g mpeyKapmaiivng Tov gvromicOnke ota obpa, aviieTotyovse 6to 0,9% g ddomng. Xe
TPOKAMVIKEG HEAETEG, OEV LANPYOY EVOEIEELS POKEUOTOINGNG TOV S-EVAVTIOUEPOVS TNG TPEYKAUTAAIVIG
oe R-gvavtiopepéc.

AmofBoln

H mpeykopmorivn omofaAreTol 0md T GLOTNUATIKY KUKAOQOPio KUPImg Ie améKKPLon amd TOVG
veppoUg, ¢ apetdfinto eappako. O pécog xpovog nuilmng g amofoAng e TpeYKaUTaAivng ival
6,3 opec. H xdBapon amd to mAdopa kot 1 veppikt| kdBapomn g tpeykapmaiivig etvat evBéwg
avdioyeg g kdBapong g kpeatvivng (BA. Tapdypapo 5.2 Neppikr dvchieitovpyia).

Eivon amapaitnt n tpocoppoyn g 06omg o€ acheveis Le petwpévn veepikn Agttovpyio 1 o€
acBeveic mov kdvovv arpodtviion (BA. mapdaypapo 4.2 IMivaxa 1).

CpoppicotnTo/pn-ypapukotno

H poppokokivntikn g mpeyKapmaiivng eivor YpoppKn yio To €0pog TG GUVIGTOUEVIG UEPTOLUG
docoloyiag. H peta&d atopmv gappokokivntikg HeTaBANTOTNTA Y10, TNV TPEYKAUTAATVY Elval younAn
(< 20%). H pappoxokivntikn TV ToAariodv 60cemv pumopel vo tpoPreebdei amod ta otoygio tov
ama docewv. Emopévac, dev eivorl amapaitnn 1 LETPNON TOV CLYKEVIPMGEMY TG TPEYKAUTAAIVIG
070 TAAGO, €T TAKTIKNG PAGE®C.

doro
Ot KAMVIKEG OOKIUEG DTTOSEIKVOOVV OTL TO VA0 gV £YEL KAVIKG OMUOVTIKY] EXLOPOOT] OTIG
GUYKEVTPMGELS TNG TPEYKAUTAAIVIG OTO TAAGLLAL.

Negpwkr| dvoiettovpyia

H kéBapon g npeykapmarivig eivar evbéwg avaloyn g kabapong kpeativivng. Emmiéov, n
TPEYKOUTOAIVT] OTOUOKPOVETOL ATOTEAEGLATIKG OO TO TAAGHA, PE aLodAlon (LETA amd cuvedpia
alpodwAong 4 ®padv, 0l GCUYKEVIPMOGELG TNG TPEYKAUTOAIVIG GTO TAAGLO LELOVOVTOL KATEH TEPITO
50%). Kabmg n veppikn anékkpion givor 1 kOpo 080¢ amékkpiong, N peiwon e d6ong oe acheveig
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LLE VEPPIKT SVGAEITOLPYIO KOl GUUTANPOUATIKT OOCT] LETA amd OlodALo, ival arnapaitntn (BA.
napaypoeo 4.2 Iivaxa 1).

Hrortwr) duchettovpyia

Agv €yovv de€oyOel e101kEG PaproKOKIVNTIKEG LeAETeS o€ acbeveic pe nratikn duciettovpyio. Kabmg
N TpeyKapmorivny dev petaforletal onUOvVTIKE Kot omekKpiveTal Kuping og AUETAPANTO @apLaKo oTa
00pa, M NTATIKN SVGAELTOVPYIR OV OVAUEVETOL VO LETOPAAEL CTLOVTIKA TO ETITEDD TNG
TPEYKOUTAAIVNG 6TO TAGGULA.

Hodwopikodg TAnfuoepog

H gappoxokivntikn g npeykopmarivig a&loAoynnke oe Toudatpikovg aobeveis pe emanyio
(MAwuokég opddeg: 1 émg 23 unvav, 2 €og 6 etov, 7 £og 11 etov kot 12 éng 16 etdv) ot ernineda
docoloyiag 2,5, 5, 10 ko 15 mg/kg/mpuépa, og pio LEAETN POPUOKOKIVITIKNG KOl OVEKTIKOTITOG.

Metd v and Tov GTOUATOG YOPTYNOT TG TPEYKAUTOAIVIG o€ TadlaTpikovs acheveis o€ KOTAGTAON
VNoTElNG, 0 YPOVOG TOL XPELACTNKE Y10 TNV EMTEVLEN HEYIOTNG CLYKEVIPMONG GTO TAAGHLO OV,
YEVIKA, TOPOLOL0C GE OAOKANPT TNV NAKLEKT opdda kot emitevydnke 0,5 dpec €0g 2 dpeg petd
xopnynon g doong.

Ot topaperpot Cmax kot AUC g mpeyKapumaAivng avEndnkay ypappkd e oxéon e v adénon g
d6ong og kabe nikiokn opdda. H AUC ftav yapniotepn kotd 30% oe moudiatpuong acheveic pe
Bapog katw amd 30 kg, Loym avEnuévng kdBapong Tpocapociévng 6to copatikd Bapog kotd 43%
Yo a0 TOVG TOVG 0.60eVEic o8 ohyKplon pe Tovg acbeveic pe Papog >30 kg.

O 1elkdg 1pdvog NEONGS TG TPEYKAUTAAIVIG TaY KATA LEGO Opo mepimov 3 w¢ 4 dpeG o€
madlatpikong acbeveic nhikiag Emg 6 eT@v Kot 4 £0¢ 6 MPeEG 0TOVG 0eOeVElG NAIKiG 7 ETOV KAl AVED.

H avélvon gappokokivntikig tov TAnfucpot £6gi&e 6t 1 kGBapon TG KPEOTVIVIG NTAV ONUAVTIKY
GUUUETOPANTH TG KABOPOTG TNG A0 TOV GTOLOTOC TPEYKOUTAAIVNG, OTL TO GOUATIKO BAPOS NTOV
OTLOVTIKT GUUUETOPANTI TOV QAIVOUEVOD OYKOV KATAUVOUNG TNG Ot TOL GTOLOTOG TPEYKOUUTOAIVIG
KoL OTL AVTEG Ol GYECELG NTAV TAPOLOIEG GTOVS TOUSLOTPIKOVG KOl TOVG EVAAIKES 0.G0EVELS.

H gappoxokivntikn g npeykapmorivig og acbeveic nhikiog KaTm tov 3 pnvov dev £xet pehetn et
(BA. mapaypapovg 4.2, 4.8 kau 5.1).

Hlxiopévor

H kd&Bapon tng mpeykapumarivng teivel va petdvetor Kabog avédvetor n nikio. H peiowon avt) oty
KGOapon TG and ToV GTOUATOS YOPTYOVLEVNG TPEYKAUTAAIVIG Vol COUP@VT PE TN Helmon TG
Kk&Bapong g kpeatvivng mov oyetileton pe v avénon g niiog. [MBavov va ypelachei peioon
g docoloyiag tng mpeykaumaiivng og aceveic mov mopovcstdalovy HelOT TG VEPPIKNG Aettovpyiog
mov oyetiletan pe v nAkia (BA. Tapdypago 4.2 Tivaka 1).

Onialovoeg unTépeg

H poppaxoxivntikn 150 mg npeykopumaiivng yopnyoovpevns kébe 12 apeg (nuepnota d6orm 300 mg)
a&oroyndnke og 10 OnAdlovoeg yovaikeg petd omd 12 efdopnadeg Aoyeiog TovAdyiotov. H yakovyia
emnpEace EAAYIOTO EmG KOOOAOL TN QUPUOKOKIVNTIKY TNG Tpeykautoiivne. H mpeykapmaiivn
amekKpiinke 610 UNTPIKO YAAQ LE LEGEG CUYKEVIPDGELS GTAOEPOTOMUEVG KOTAGTACNG TOV
OVTIGTOLYOVV TEPimov oto 76% exeivav Tov untpikov mhdacpatos. H ektiudpevn d6om oto Bpépog
oo TO UNTPIKO YAAQ (EKTILMVTAG TNV PEST KoTavalmaon ydAiaktog 150 ml/kg/muépa) ya Tig yovaikeg
nov AapPovav 300 mg/muépa 1 T péytot d6on tv 600 mg/Mmuépa Ba oy 0,31 7

0,62 mg/kg/muépa, aviioTolym. AVTEC 01 EKTILMEVES dOGELS efvar Tepimov To 7% TNG GLVOMKNG
nUepNog UNTpikng d6omg o€ Paon mg/kg.

5.3 Ipoxivikd dedopéva yia Ty ac@aiera

Y& ouvnbeic PupRaKOAOYIKEG LEAETEC aoPaleing e Lda, 1) TPEYKOUTAAIVY] NTOV KOADG OVEKTN OE
AVALOYEC SOCELG, LLE OLTEG TOL YPTCLULOTOLOVVTOL GTIV KAIVIKY TPAEN. e pehéteg To&kdTnTog
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enovalapPovopevng docoroylag, o€ emipveg Kot TOKovs Tapatnpndnkav avidpdoeis tov KN,
GUUTEPMOUPOVOLEVIC TNG VTOKIVITIKOTNTOG, VIEPKIVNTIKOTNTOG Ko ata&iog. AvEnpévn cuyvotnta
atpopiag Tov apEIPANGTPOEBOVS, TOV GLYVE TapATNPEITAL GE NMKIOUEVOVS EMILVEG e aAPvioud,
nopatnpiOnkKe petd amd pokpoypdvia £kbeon oe Tpeykapumorivn > 5 popég and ) péon Ekbeon Tov
avOpOTOL GTN LEYIOTN GUVICTAOUEVT KAWVIKT dO0M.

H mpeyxaumorivn dev gival tepatoydvog e poeg, emipveg 1 kovikhovg. H mpeykapmodivn Tpokdiecs
eUPPLOTOEIKOTNTO GE EMIPVES KOl KOVIKAOVG LOVOV PETE 0t EKOECT) ETOPKMG LEYOADTEPT OO TNV
éxbeomn tov avOpmmov. Te PHELETEG TPOYEVVITIKNG/ UETAYEVVITIKNG TOEIKOTNTOG, 1] TPEYKOUTOATYN
TPOKAAEGE TOEIKOTNTA GTIV OVATTLEN TOV ATOYOVOV GE EMIPVEG PUETA 0md EkBECT > 2 POPEG amd TN
LEYIOTH GUVICT®HEV £kBEGT TOV aVOpDOTOV.

AvemBOpunteg emOPAGEIS GTN YOVILOTNTA, GE OPCGEVIKOVS Kol BnAvkovg apovpaiovs, mapatnpnnkay
povo og ekbéoelg apkeTd LVYNAOTEPES TG Bepamentikng Ekbeong. AvembBOunTeg eMOPAGELS OTA
OPGEVIKA OPYOVOL AVATOPOY®YNG KO OTIG TOPOUETPOVS TOV GIEPLATOS NTOV AVASTPEYLLES KoL
eppavicdniav pHovo o€ ekBEceLS apkeTd VYNAOTEPES TNG BEPameVTIKNG £xBeong 1| GyeTioTNKOV LUE
avBopunTES S10d1KAGIEG EKPVAIONG OTA OPCEVIKA OPYAVO OVATOPOYMYNS TOV 0POLPAIoD. ZVVETMS, Ol
emdpdoels Bsmpeitar 60T £xovv pikpn 1 kaBOA0L KAVIKT onpocia.

H mpeyxopmarivn dev €xetl yovidioto&ikn| dpdon, BAGEL TV AmOTELECUATOV P0G GEPAG SOKIUDY in
VIitro Kal in vivo.

Aletelg peAéteg KopKIVOYEVESNG e TPEYKaUTaAiv, dteEnynoay og emipveg kot poes. Agv
TapoTNPNONKAY OYKOL GE EMIUVES, GTOVE 0TOI0VG YopMNYNONKAVY dO0ELS EmG 24 POpEC LEYaADTEPES OO
v péon €kBeon Tov avBp®TOL 6T UEYIGTN CLUVIGTAOUEVT KAVIKY d6om Tmv 600 mg/muépa. tovg
poeg, dev mapatnpnOnke avEnuUévn cLYVOTNTA ELPAVIONG OYK®V, G OOGELS TOPOLOLEG LE TNV HEST
€xBeomn tov avBpmmov, aAAd Tapo TP ONKE AVENUEVT] GUYVOTNTA ELGAVIOTG OLLOYYELOCAUPKOUATOV
og VYNAoTEPES SOGEIG. O UN-YoVISIOTOEIKOG UNYOVIGUOS GYNUATICHOD OYK®OV, OPEIMOUEVEOV GTIV
TPEYKOUTOAIVT), GTOVG HOES, TEPILOUPAVEL LETAPOAES GTA OUOTETAALN KOl GLOYETILOUEVO
TOMOTAAGIOGUO TOV EVOOOMAMOK®OV KVTTAP®V. AVTEC 01 HETAPOAEG OTOL OLLOTETAALY OEV
TapaTNPNONKAY 6TOVG ETIPLES 1| GTOVG AVOPMOTOVE, OTMS PaiveTal oo Ppayvrpddecio Kot
TEPLOPICUEVO LAKPOTPOBEGHA KAVIKA dESOUEVA. AEV VTAPYOVY GTOLYEID TOV VO VIOSEIKVHOVV
oYETIKO Kivduvo 6Tovg avBp®movg.

2g aVIAIKOLG ETIHVESG O LOPPEG TOEIKOTNTOG OEV SLAPEPOLV TOLOTIKA OO AVTEG TTOV TOPATHPTONKOY
o€ EVAMKOVG emipveg. Q6T0G0, 01 AViALKOL ETHVEG givat o gvaictntotl. Ze Oepamevtinég exbécelg,
eppaviotnkoy KAvikd onueia omd 1o KNZ, 0nmg vrepKivnikdTnTo Kot TpLyrog 0d0vVImv Kol KATolEg
aAlayéc otV avamTuén (Tapodikn KOTAGTOAN TG abENONS TOL GOpATIKOV Bapovg). [Tapatnprnkov
EMOPACEIS GTOV KOKAO 016TPOV, GE BepamenTikég ekBEGEIC TEVTATAAGIEG OO TIG GLVIOEIS TOV
avBpodmov. Mewmpévn avtidpacn oe apvidia akovoTikd epedicpata topatnpndnke e aviAtkovg
emipoeg 1-2 gfdopadec petd amd €kbeon > 2 popéc amd ) Bepomevtikn €xbeon tov avBpomov. Evvéa
ePoopdoeg petd amd Ekbeon avtn N avtidpacn dev mapatnpeito TAEOV.
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6. ®APMAKEYTIKEX NAHPO®OPIEX
6.1 Kataloyog ekddymv

Pregabalin Viatris Pharma 25 mg, 50 mg, 150 mg oxAnpd koo

Hepieyduevo kayakiov:
Aoxtoln povoidpikn
Apapocitov auviro
TéAxng

Kéheog kayakiov:

Zghativn

Tiraviov d10&gido (E171)

Nartpro AaovporoBeukd

[Mupitiov 10&eidio, KOALOEIBES, GvLdPO
KekaBapuévo 0dmp

Melrévt ektdnmong:

Koppea Adxkag

Méhav cidnpov o&eidio (E172)
[IpomvievoyAlvkoin

KoAiiov vépoteidio

Pregabalin Viatris Pharma 75 mg, 100 mg, 200 mg, 225 mg, 300 mg okAnpd Kowaxia,

[epieydpuevo koyokiov:
Aoxtoln povoddpin
Apapocitov auoiro
Tarkng

Kéhoeog kayakiov:

Zehativn

Titaviov d10&gido (E171)

Nartpro AaovporoBeukd

[Muprriov 610&€1d10, KOALOEWES, GvLOPO
KekaBappévo Hdmp

EpvBpd o1ompov o&eidio (E172)

Melévi eKTOm®OoNG:

Koppea Adxkag

Mélav cidnpov o&gidio (E172)
[IpomvievoyAlvkoin

KoAiov vopoteidio

6.2 AovpPatoTnTeg

Agv gpapudletar.

6.3 Awdpxera Comg

3 ypdvia.

6.4 Iowitepeg TPoPLLAEELS KATA TN @VLAEN TOV TPOIGVTOG

Agv vLapyovV E10IKES 0dMYiES S10TPTONG YOl TO TPOTOV OVTO.
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6.5 ®@Von KoL GVOTOTIKG TOV TEPLEKTN

Pregabalin Viatris Pharma 25 mg oxAnpd kowydxio,

Koyéheg (blisters) amd PVC/alovpivio, mov mepiéyovv 14, 21, 56, 84, 100 1 112 oxinpd koyaxio.

100 x 1 oxAnpd xaydkia o€ didtpnteg koyéreg (blisters), povadwv d6ong and PVC/alovpuivio.
D1éAn morlvaBvieviov vyning mtokvottag (HDPE) mov mepiéyet 200 oxdnpd Konydkia.
Mmropei va unv KuKA0@OpoUV OAEC 01 GUGKEVUGIES.

Pregabalin Viatris Pharma 50 mg oxAnpd kowdio

Koyéheg (blisters) amd PVC/olovpivio, mov mepiéyovv 14, 21, 56, 84 1 100 oxAnpd koydxia.
100 x 1 oxAnpd Koydkio og ditpnteg kKoyéleg (blisters), povadwv d6ong and PVC/aiovpivio.
Mmropei va unv KuKAO@OpOUV OAEC 01 GUGKEVUGIES.

Pregabalin Viatris Pharma 75 mg oxAnpd kowdkio

Koyéheg (blisters) and PVC/aiovpivio, mov mepiéyovv 14, 56, 100 1 112 oxdnpd Koydxia.
100 x 1 oxAnpd Koydkio og ditpnteg kKoyéleg (blisters), povadwv d6ong and PVC/aiovpivio.
D16 morlvaBvieviov vyning Tokvotrag (HDPE) mov mepiéyet 200 oxidnpd Koydxia.
Mmropet va. unv KuKA0QOopovV OAEG 01 GUGKEVOGIES.

Pregabalin Viatris Pharma 100 mg okAnpd koydkio

Koyéheg (blisters) amd PVC/alovpivio, mov nepiéyovv 21, 84 1 100 oxinpd koyaxia.

100 x 1 oxAnpd xaydkia o€ didtpnteg koyéreg (blisters), povadwv d6ong and PVC/alovpuivio.
Mmropet va unv KuKA0QOpoUV OAEG 01 GUGKEVOGIES.

Pregabalin Viatris Pharma 150 mg cxAnpd Kowydkio

Koyéheg (blisters) amd PVC/adovpivio, mov mepiéyovv 14, 56, 100 1 112 oxdnpd Koydxia.
100 x 1 oxAnpd kaydkia o€ didtpnteg koyéreg (blisters), povadwv d6ong and PVC/alovpuivio.
D16An TorlvaBvAeviov vyning mokvotntag (HDPE) mov mepiéyel 200 oxinpd koydkia.
Mmropei va unv KuKAO@OpOUV OAEC 01 GUGKEVUGIES.

Pregabalin Viatris Pharma 200 mg ckAnpd Kowaxia,

Koyéheg (blisters) and PVC/aiovpivio, mov mepiéyovv 21, 84 1 100 oxinpd Koydxia.

100 x 1 oxAnpd Koydkio og didtpnteg Koyéleg (blisters), povadwv d6ong and PVC/aiovpivio.
Mmropei va unv KukAo@OopovV OAEG 01 GUGKEVUGIES.

Pregabalin Viatris Pharma 225 mg okAnpd kowydkio

Koyéheg (blisters) and PVC/aiovpivio, mov mepiéyovv 14, 56 1 100 oxinpd Koydxia.

100 x 1 oxAnpd Koydkio og ditpnteg kKoyéleg (blisters), povadwv d6ong and PVC/aiovpivio.
Mmropei va unv KukAo@OopovV OAEC 01 GUGKEVUGIES.

Pregabalin Viatris Pharma 300 mg cxAnpd Koydxio

Koyéheg (blisters) and PVC/aiovpivio, mov mepiéyovv 14, 56, 100 1 112 oxdnpd Koydxia.
100 x 1 oxAnpd kaydkia o€ didtpnteg koyére (blisters), povadwv d6ong and PVC/alovpuivio.
D16 morlvaBvieviov vyning Tokvotrag (HDPE) mov mepiéyet 200 oxdnpd Koydxia.
Mmopel va. unv KukAo@opohv OAEG 01 GLOKEVAGIEC.

6.6 Iowitepeg TpouAdEels amoppLrync

Kopia g0 vroypémon yuo amdpprym.
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7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX
Pregabalin Viatris Pharma 25 mg oxAnpd kowdxio.

EU/1/14/916/001-007
EU/1/14/916/044

Pregabalin Viatris Pharma 50 mg oxAnpd kowdxio,
EU/1/14/916/008-013

Pregabalin Viatris Pharma 75 mg oxAnpd kowydxio,
EU/1/14/916/014-019

Pregabalin Viatris Pharma 100 mg okAnpd Kowyaxio
EU/1/14/916/020-023

Pregabalin Viatris Pharma 150 mg oxkAnpd kowyaxia,
EU/1/14/916/024-029

Pregabalin Viatris Pharma 200 mg ckAnpd Koy axio,
EU/1/14/916/030-033

Pregabalin Viatris Pharma 225 mg okAnpd Kowyaxio
EU/1/14/916/034-037

Pregabalin Viatris Pharma 300 mg okAnpd Kowyaxio
EU/1/14/916/038-043

9. HMEPOMHNIA IPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia tpotg £ykpiong: 10 Ampiriov 2014
Hpepounvia televtaiog avavémong: 12 Askepppiov 2018

10. HMEPOMHNIA ANAOEQPHXHYX TOY KEIMENOY

Agntouepeic TANPoQopieg Y10 TO TaPOHV POPUOKEVTIKO TPOTOV etvarl dtaféciuec 6ToV dIKTLOKO TOTO
tov Evpordaikov Opyoavicpod Gappdkmv http://www.ema.europa.cu.
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ITAPAPTHMA II

MHAPAXKEYAXTHX(EX) YIIEYOYNOZX(OI) I'TA THN
ATIOAEEMEYXH TQN ITAPTIAQN

OPOI'H NEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
OPOI'H NEPIOPIXMOI ZXETIKA ME THN AX®AAH KAI

AITIOTEAEEMATIKH XPHXH TOY ®PAPMAKEYTIKOY
IMPOIONTOX
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A. TIAPAXKEYAXTHX(EX) YIEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

‘Ovopo kot d1e0vven Tov(tmv) TopaskevacTi(®V) Tov givor vtenduvvoc(ot) Yo THY omTodECUEVCT TWV
TaPTIdOV

Pfizer Manufacturing Deutschland GmbH
Mooswaldallee 1

79108 Freiburg Im Breisgau

Iepuavia

l

Mylan Hungary Kft.
Mylan utca 1
Komarom, 2900
Ovyyapia

270 £VILTIO QUALO 0ONYIDV XPNOTG TOL PUPLOKEVTIKOD TPOTOVTOG TPEMEL VAL VALY PAPETAUL TO OVOLLXL
Kat 1 d1evBvuvoT TOV TAPUCKELAGTH TOV £ivall LTEVOLVOG Y10 TNV OTOIEGUEVCT TNG GYETIKNG TOPTIOAS.

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

DoppoKeLTIKO TPOIOV Y10 TO OTOI0 OTOLTEITAL LOTPLKT GLUVTAYY.

I. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0soe1g Teprodkig mapakorovdneng g acpaierag (PSURS)

Ot anattioelg yo v vaoPoin twv PSURSs ywo 10 gv A0Ym Qappokevtikd mpoiov opilovral
GTOV KOTAAOYO UE TIG NUepOpnVieg avapopds g Evoong (katdAoyog EURD) mov mapatiBeton
oV mapdypapo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kdbe emakodrovdng
EMKOLPOTOINGNG OTMG OMLOGIEVETAL GTIV EVPOTOIKT] SIKTLAKT] TOAN Y10 TO PAPLLOKCL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Xyéo10 oraygipiong Kivovvou (ZAK)

O Karoyog Adelag Kvkhogpopiag (KAK) Ba die&aydyet Tig amaitovpeveg dpactnploTnTeg Kot
TAPEUPAGELS POPLOKOETOYPVOTVIIONG OGS Tapovstdovtotl 6to suppwvnBéy ZAK mov
napovotdleTar otnv evotnta 1.8.2 g ddelog KukAoQopiog Kot 0To1EGONTOTE ETUKOAOLOES
eykekpipéveg avabempnoeig tov TAK.

‘Eva emkaiporompévo XAK Oa mpénet va katotedel:

. Meté and aitnpo tov Evponaikov opyaviopod @apudkov,

. OnoT1edNTOTE TPOTOMOLEITOL TO GVGTN IO, SL0YEIPLONG KIVOHVOU, EOIKE MG ATOTELEGHO ANYNG
VE®V TANPOQOPLDOV TOV UITOPOVV VO ETLPEPOVY GNUAVTIKT OAAAYT) OTN GYEGT) OQPELOVC-KIVILVOL
N ®¢ oamOTELEG A TNG EMITEVLENC EVOG GNUAVTIKOD OPOCTLOL (PAPHOKOETOYPOTVIION 1
glayloTomoinon Kvdvvov).
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IMAPAPTHMA I1I

EIIIXHMANZXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KovTi g 6vokevaciog koyéing (tov 14, 21, 56, 84, 100 kot 112) ko TS 6vokevaciog
oaTpnINg Kuywéing, povadomv o6onc (100) o Ta okinpa koydkio Tov 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 25 mg okAnpd koydiio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd kopdkio mepiéyet 25 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV ¥PNONG Y0 TEPIOCOTEPES
TANPOPOpPIEG

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd ko dxio

21 oxnpd KoyaKio

56 oKAnpd Koyakio

84 ciKhnpd Kayakio

100 oxAnpd Konydiio
100 x 1 okAnpd konydxio
112 oxAnpd Konydicio

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

Am6 o1opATOG XPNOT.
Awpdaote 1o @OALO 0N YLDV XPHONG TPV OO T YPNOoT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®OQNA ME THN OIIOIA TO PAPMAKEYTIKO
TMPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No puAdooeton og Béon, v onoia dev PAETOVY Kot dev Tpoceyyilovv To TG,

[7.  AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHEH(EIY), EAN EINAI AIAPAITHTH(EY) |

Zopayopévn Xvokevacio
Mnv 1o ypnoyLonolEite av To KOVTi £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHEH
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EJAIKEX XYNOHKEX OYAAEHX

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKQN IMTPOIONTOQN ‘H TQN
YIHHOAEIMMATQN ITIOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

[ 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Karto Xopeg

| 12.

APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/001-005
EU/1/14/916/006
EU/1/14/916/007

| 13.

APIOMOX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 25 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16316.6T0TOG YPAUR®TOS KDdwKaS (2D) mov @épet Tov TeEpneHEVTO LovadIKO avayvOPIoTIKO KOSIKO.

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

PC

SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ZTOLYELMONG GVGKEVAGIO PLAANGS Y10 TO GKANPA Kayakio TV 25 mg — ovekevacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 25 mg oxAnpd koydxio
TPEYKOUTOAIVN

[2.  TYNOEXH IE APAXTIKH(EX) OYXIA(EY)

Ka0e oicdnpd kopdkio mepiéyet 25 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

[Mepiéyel povoddpikn Aaktoln. Aafdote T0 GOUAAO 0OMYIDV ¥PNONG TPV Ao TN YPNHON.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxAnpd Koydio

| 5. TPOITIOX KAI OAOX(OD) XOPHI'HEHX

Amd o1épATOG XPNON.

6. EIAIKH IIPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dev Tpoceyyilovv To ToIdLd.

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

| 8. HMEPOMHNIA AHEZHX

AHEH

| 9. EJAIKEX XYNOHKEX OYAAZEHX

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN IMTPOIONTOQN ‘H TQN
YIHOAEIMMATQOQN ITOY IMTPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/044

[ 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 25 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAY (2D)

A160106T0T0G YPOUUOTOG KOSIKAS (2D) mov @Epel Tov TEPIMNPOEVTA LOVOSTKO 0vVayVOPLGTIKO KOSTKO.

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

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio kKuyéing (tov 14, 21, 56, 84, 100 ko 112) ko cvckevacia S1dTpnTng KOYEAGS,
povédmv d6ong (100) Yo Ta oxkinpd Koydaxio Tov 25 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 25 mg oxAnpd xoydxio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti )¢ 6vokevaciag koyéing (tov 14, 21, 56, 84 kot 100) kor Tng 6VOKEVAGIAG SLATPNTNG
KVWEANG, povadwv 66onc (100) o Ta okinpd kaydkio Tov S0 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 50 mg oxAnpd xoydiio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd koypdkio mepiéyel SO mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV ¥PNONG Y0 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd ko dxio

21 oxnpd KoyaKio

56 oKAnpd Koyakio

84 ciKhnpd Kayakio

100 oxAnpd Konydicio
100 x 1 okAnpd Konydicio

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

Amo6 oTOHATOC Yp1OT).
AwPaote T0 PUALO 0INYIDOV XPNOTG TPV Al TN (PN oM.

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

Na pvidooetar og Béom, TV onoia dev PAETOLV Ko dgv mpoceyyilovv Ta Toudid.

[7. AAAH(EX) EIAIKH(EX) IPOEIAOIMOIHEH(EIZ), EAN EINAI AITAPAITHTH(EY)

Yopayopévn Xvokevacio
Mnv 1o ypnowonoteite av To kovti el avoryTei.

| 8. HMEPOMHNIA AHEHX

AHEH
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EJAIKEYX YYNOHKEX OYAAZEHX

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AITIO AYTA, E@OXON AITIAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH KATOXOY THX AAEIAYXY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/008-013

| 13.

APIOMOX ITAPTIAAX

Hoaptida

| 14.

I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 50 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOE TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPoUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVASIKO OVAYVOPITTIKO KOIIKO.

18.

MONAAIKOX ANATI'NQPIETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tov 14, 21, 56, 84 ka 100) kol cvokevacio SLaTPNTNS KOYEANGS, HOvAd OV
d6on¢ (100) yro To oxkinpd koydaxio Tov 50 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 50 mg oxAnpd xoydxio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ZTOLYELMONG GVGKEVAGIO PLAANGS Y10 TO GKANPA Kayakio ToV 75 mg — ovekevacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 75 mg okAnpd koydiio
TPEYKOUTOAIVN

[2.  TYNOEXH IE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd kopdkio mepiéyel 75 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

[Mepiéyer Aaxtoln povoiidpikn. Alafdote To POUAAO 0OMYIDV ¥PNONG TPV Amd TN YPNON.

| 4. OPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxAnpd Koydio

| 5. TPOITIOX KAI OAOX(OD) XOPHI'HEHX

Amd o1épATOG XPNON.

6. EIAIKH IIPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dgv TPoceYYiLovv To ToIdLd.

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

| 8. HMEPOMHNIA AHEZHX

AHEH

| 9. EJAIKEX XYNOHKEX OYAAZEHX

10. TAIAITEPEX IPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN IMTPOIONTOQN ‘H TQN
YIHOAEIMMATQOQN ITOY IMTPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYXY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/018

[ 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 75 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAY (2D)

A160106T0T0G YPOUUOTOG KOSIKAS (2D) mov @Epel Tov TEPIMNPOEVTA LOVOSTKO 0vVayVOPLGTIKO KOSTKO.

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

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KovTi g svokevaciog koyéing (tov 14, 56, 100 kot 112) kot TG 6VOKEVAGIAG S1ATPNTNG
KVWEANG, povadwv 66onc (100) Yo Ta okinpd koydkio Tov 75 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 75 mg okAnpd koydiio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e oicdnpd kopdkio mepiéyel 75 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV ¥PNONG Y0 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd ko dxio

56 oxAnpd Koy aKio

100 oxAnpa KonydKio
100 x 1 okAnpd konydxio
112 oxAnpd Konydicio

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHX

Amd otOpATOG XPNON.
Awpdote To pUALO 0dNYIDV XpYONG TPV amd TN (PN oM.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
TMPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No puAdooceton g BEon, v onoia dev PAETOLY kot dev TPooeyyilovv To TodLd.

[7.  AAAH(EZ) EIAIKH(EX) TPOEIAONOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

Yopayopévn Xvokevocio
Mnv 1o ypnoonoteite ov To KouTi £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEZHX

AHEH
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EIAIKEX XYNOHKEX ®YAAEHX

10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHZIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY NPOEPXONTAI AITIO AYTA, E@OXON AIIAITEITAI

[ 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

| 12.

APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/014-016
EU/1/14/916/017
EU/1/14/916/019

| 13.

APIOMOX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 75 mg

17.

MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163166T0TOG YPAPR®TOS KDdwKaS (2D) mov épet Tov TeEpNeHEVTO LoVadIKO avayVOPIoTIKO KOSIKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tov 14, 56, 100 ko 112) kol cvekevoacia SLATPNTING KOYEANGS, HOVAS @OV
d6on¢ (100) yro To oxkinpd Koydaxio Tov 75 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 75 mg oxAnpd xoydxio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KovTi g 6vokevaciog koyéing (tov 21, 84 ko 100) kor TG 6VOKEVAGING SLATPNTG KOYERNG,
povédmv d6ong (100) Yo To oxinpd kaydaxio tov 100 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 100 mg oxAnpd Koy dxkio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e oicdnpd kaydakio mepiéyel 100 mg mpeykapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV YPNONG Y0 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

21 oKxAnpd KoyaKio

84 oxAnpd Konydiio

100 oxAnpa KonydKio
100 x 1 oxAnpd konydxio

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

Amo6 oTOHATOC Yp1OT).
AwPaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT-

6. EIAIKH IIPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudid.

[7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIZ), EAN EINAI ATTAPAITHTH(EY)

Yopayopévn Xvokevocio
Mnv 1o ypnoyLonoleite av To KOVTi £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQOQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

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

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/020-023

| 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. NAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 100 mg

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

A160106T0TOG YPoUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVASIKO OVAYVOPITTIKO KOIIKO.

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

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tav 21, 84 1 100) ko cvokevacio S1ATPNTNGS KVYWEANG, HOVAd®V d06NG
(100) ywo Ta oxkinpd kayaxio Tov 100 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 100 mg oxAnpd Konydxkio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ZTOLELMONG GVOKEVAGTLO PLAANGS Y10 TO GKA P Koyakie Tov 150 mg — cvokevacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 150 mg oxAnpd Konydxkio
TPEYKOUTOAIVY

[2. TYNOEXH IE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd kaydxio mepiéyetl 150 mg mpeykapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV ¥PNONG Y0 TEPIOCOTEPES
TANPOQPOpPIEG.

| 4. DOPAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

200 oxAnpd Koydxio

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

Amd otépaTOG XPNON.
AwPaote 10 PUALO 0INYIDOV XPNOTG TPV Al TN (PN OT.

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

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dgv TPoceYyifovv To ToIdLd.

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

| 8. HMEPOMHNIA AHEZHX

AHEH

1 9. EJAIKEYX YYNOHKEYX OYAAZEHE

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHHOAEIMMATQN ITOY NPOEPXONTAI AITIO AYTA, E@OXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®QOPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/028

[ 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. MAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 150 mg

17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAY (2D)

A160106T0T0G YPOUUOTOG KOSIKAS (2D) mov @Epel Tov TEPIMNPOEVTA LOVOSTKO 0vVayVOPLGTIKO KOSTKO.

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

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti g 6vokevaciog koyéing (tov 14, 56, 100 kot 112) Kot TG 6VOKEVAGLAG S1ATPNTNG
KVWEMG, povadav 66onc (100) Yo ta oxinpd kaydxio tov 150 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 150 mg oxAnpd Konydxkio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd koydkio mepiéyetl 150 mg npeykapmaiivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Lovoidpikn Aaktoln. Agite To PUALO OOMYIDV ¥PNONG Y10 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd ko dxio

56 oxAnpd Koy aKio

100 oxAnpa KonydKio
100 x 1 okAnpd konydxio
112 oxAnpd Konydicio

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHX

Amd otOpATOG XPNON.
Awpdote To pUALO 0dNYIDV XpYONG TPV amd TN (PN oM.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
TMPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No puAdooceton g BEon, v onoia dev PAETOLY kot dev TPooeyyilovv To TodLd.

[7.  AAAH(EZ) EIAIKH(EX) TPOEIAONOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

Yopayopévn Xvokevocio
Mnv 1o ypnoonoteite ov To KouTi £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEZHX

AHEH
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EIAIKEX XYNOHKEX ®YAAEHX

10.

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPI¥YH TQN MH
XPHZIMOIIOIHOENTQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN ITOY NPOEPXONTAI AITIO AYTA, E@OXON AIIAITEITAI

[ 11.

ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

| 12.

APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/024-026
EU/1/14/916/027
EU/1/14/916/029

| 13.

APIOMOX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZEH I'TA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

IMAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 150 mg

17.

MONAAIKOX ANATNQPIETIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A163166T0TOG YPAPR®TOS KDdwKaS (2D) mov épet Tov TeEpNeHEVTO LoVadIKO avayVOPIoTIKO KOSIKO.

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tov 14, 56, 100 1 112) kot cvokevacio S1ATPNTNG KVYEANG, POVAd®V
d6on¢ (100) Yo To oxkinpd kayaxio Tov 150 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 150 mg oxAnpd Konydxkia
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KovTi g 6vokevaciog koywéing (tov 21, 84 1 100) kor TG cvokevaciog S1aTPNTIG KOYEAGS,
povédmv d6ong (100) Yo To oxinpd kaydaxio tov 200 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 200 mg cxAnpd KoydxKio
TPEYKOUTOAIVY

[2.  TYNOEXH XZE APAXTIKH(EX) OYXIA(EY)

Ka0e cicdnpd kaydkio mepiéyel 200 mg mpeyKopmaAivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiEyel Aaktoln povobdpikn. Agite T0 PUALO OINYIDV ¥PNONG Y0 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

21 oKxAnpd KoyaKio

84 oxAnpd Konydiio

100 oxAnpa KonydKio
100 x 1 okAnpd konydxio

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

Amo6 oTOHATOC Yp1OT).
AwPaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT-

6. EIAIKH IIPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ Béom, TNV onoia dev PAETOLV Kot dev Tpoceyyilovv To Toudid.

[7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIZ), EAN EINAI ATTAPAITHTH(EY)

Yopayopévn Xvokevocio
Mnv 1o ypnoyLonoleite av To KOVTi £XEL AVOLYTEL.

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQOQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYXY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/030-033

| 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. NAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 200 mg

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

A160106T0TOG YPoUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVASIKO OVAYVOPITTIKO KOIIKO.

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

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tav 21, 84 1 100) ko cvokevacio S1ATPNTNGS KVYWEANG, HOVAd®V 306N G
(100) ywo Ta oxkinpd kayaxio Tov 200 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 200 mg cxAnpd Konydxkio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti g cvokevaciag koyéing (tov 14, 56 1 100) kot TG 6vokevaciog S1aTPN TG KOYEMGS,
povédmv d6ong (100) Yo To oxinpd kaydaxio tTov 225 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 225 mg oxAnpd xoydkio
TPEYKOUTOAIVY

[2.  XYNOEXIH XIE APAXTIKH(EZ) OYZIA(EY)

Kda0e orxdnpd koydkio mepiéyet 225 mg mpeyKoUmoAivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyel Aaktoln povobdpikn. Agite To PUALO 0dNYIDV ¥PNONG Y10 TEPIOCOTEPES
TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 oxAnpd koyakio

56 oKAnpd Koyakio

100 oxAnpd Konydicio
100 x 1 oxAnpd konyducio

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

Am6 o1opATOG XPNOT.
Awpdote To pUALO 0ONYIDV XpYONG TPV amd TN (PN o).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
TMPOION IPEINEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

No puAdooceton e BEon, v onoia dev PAETOVY Kot dev Tpoceyyilovv To TodLd.

[7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Tepayiopévn Zvokevacio
Mnv 1o ypnoonoteite av To KouTi £XEL AVOLyTEL.

| 8. HMEPOMHNIA AHEZHX

AHEH

| 9. EIAIKEYX XYNOHKEYX ®OYAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATQOQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYXY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/1/14/916/034-037

| 13. APIOMOZ IAPTIAAX

Moptida

| 14. TENIKH KATATAEZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

| 16. NAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 225 mg

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

A160106T0TOG YPoUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVASIKO OVAYVOPITTIKO KOIIKO.

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

PC
SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tav 14, 56 1} 100) ko cvokevacio S1ATPNTNGS KVYWEANG, HOVAd®V 306N G
(100) ywo Ta oxkinpd Koyaxio Tov 225 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 225 mg oxAnpd Koydxkia
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

2TOLEIMONG GVOKEVAGTLO PLAANGS Y10 TA 6K P Kayakie Tov 300 mg — cvuokevacio Tov 200

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 300 mg oxAnpd Konydxkio
TPEYKOUTOAIVY

[2.  XTYNOEXH XIE APAXTIKH(EX) OYZIA(EY)

Ka0e cicdnpd kaydkio mepiéyel 300 mg mpeyKapmaAivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyel Aaktoln povobdpikn. Agite T0 PUALO 0INYIDV ¥PNONG Y10 TEPIOCOTEPES
TANPOPOPIES.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

200 oxAnpd Koydxio

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

Amo6 oTOHATOC Yp1OT).
AwPaote 10 PUALO 0dNYIDOV XpNOTG TPLY AT TN (PN OT-

6. EIAIKH IIPOEIAOITIOIHEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, TV onoia dev PAETOLV Kot dgv TPocEYYiLovv To TOIdLd.

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

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EJAIKEYX XYNOHKEX OYAAZEHE

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTQN ®APMAKEYTIKOQN IMTPOIONTOQN ‘H TQN
YIHOAEIMMATQOQN ITOY ITPOEPXONTAI AITIO AYTA, EOOXON AITAITEITAI
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[11. ONOMA KAI AIEYOYNEZH KATOXOY THE AAEIAX KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOMOX(OI) AAEJIAYX KYKAO®OPIAX

EU/1/14/916/042

| 13. APIOMOX ITAPTIAAX

optida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15. OAHIIEX XPHIHX

| 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 300 mg

17. MONAAIKOX ANATNQPIEZTIKOZ KQAIKOX — AIZAIALTATOX TPAMMQTOX
KQAIKAX (2D)

A163166T0TOG YPAPR®TOS KDdwKaS (2D) mov épet Tov TeEpNEHEVTO LoVadIKO avayVOPIoTIKO KOSIKO.

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

PC
SN
NN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

Kovti g 6vokevaciog koyéing (tov 14, 56, 100 kot 112) Kot TG 6VOKEVAGLAG S1ATPNTNG
KVWEMG, povadav d6onc (100) Yo ta oxinpd kaydaxio tov 300 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 300 mg oxAnpd Konydxkio
TPEYKOUTOAIVY

[2.  XLYNOEXH ZE APAXTIKH(EX) OYZIA(EY)

Kdabe orxknpd kaydkio mepiéyel 300 mg mpeyKapmaAivng.

| 3. KATAAOI'OX EKAOXQN

To mpoidv mepiéyel Aaktoln povobdpikn. Agite T0 PUALO 0INYIDV ¥PNONG Y10 TEPIOCOTEPES
TANPOQOpPIEG.

| 4. OPAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

14 oxdnpd ko dxio

56 oxAnpd Koy aKio

100 cxAnpd KoyaKio
100 x 1 okAnpd konydxio
112 oxAnpd Konydxio

[5.  TPOHNOX KAI OAOX(OI) XOPHTHZHX

Amd otépaTOG XPNON.
Awpdote To pUALO 0ONYIDV XpYONG TPV amd TN (PN oM.

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

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev TpoceYyilovv To ToIdLd.

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

Yopayopévn Xvokevocio
Mnv 1o ypnoonoteite av To kKovti el avoryTei.

| 8. HMEPOMHNIA AHEZHX

AHEH
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EJAIKEYX YYNOHKEX OYAAZEHX

IATAITEPEX ITIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOTHOENTON ®APMAKEYTIKQN ITPOIONTON 'H TQN
YIHOAEIMMATON ITIOY IPOEPXONTAI AITIO AYTA, E@OXON AITIAITEITAI

[ 11.

ONOMA KAIT AIEYOYNXH KATOXOY THX AAEIAYXY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den 1Jssel
Kato Xopeg

[ 12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/038-040
EU/1/14/916/041
EU/1/14/916/043

| 13.

APIOMOZX ITAPTIAAX

Haptida

| 14.

I'ENIKH KATATAZEH I'lA TH ATAGEXH

| 15.

OAHT'IEX XPHXHX

| 16.

INAHPO®OPIEX XE BRAILLE

Pregabalin Viatris Pharma 300 mg

17.

MONAAIKOZ ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOEZ T[PAMMQTOX
KQAIKAX (2D)

A160106T0T0G YPOUU®TOS KDdKaG (2D) mov pépeL Tov TEPIANPOEVTO HOVASIKO OVAYVMPIOTIKO KOOIKO.

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

PC

SN
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EAAXIXTEX ENAEIEEIX TIOY IIPEITEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

Yvokevaoio Kuyéing (tov 14, 56, 100 1 112) kot cvokevacio S1ATPNTNG KVYEANG, POVAd®V
d6on¢ (100) Yo To oxkinpd kayaxio Tov 300 mg

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Viatris Pharma 300 mg oxAnpd Koydxkio
TPEYKOUTOAIVY

| 2. ONOMA KATOXOY THX AAEIAY. KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

Moptida

5.  AAAA ITOIXEIA
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B. DYAAO OAHI'TQN XPHXHX
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®VOrAo ooNyIOV xpions: ITAnpogopies yia Tov yprioT

Pregabalin Viatris Pharma 25 mg oxinpa xayaxua,
Pregabalin Viatris Pharma 50 mg oxinpé xaydxia,
Pregabalin Viatris Pharma 75 mg oxinpa xoydaxia,
Pregabalin Viatris Pharma 100 mg oxinpé kaydxia,
Pregabalin Viatris Pharma 150 mg oxinpd kayaxua,
Pregabalin Viatris Pharma 200 mg oxinpd kaydaxua,
Pregabalin Viatris Pharma 225 mg oxinpd kaydaxua,
Pregabalin Viatris Pharma 300 mg cxinpd kayaxia
TPEYKAUTAAIVY

Awpaote TPoceEKTIKA 0AOKANPO TO GVALO 03N YLAV YP1)O1|S TPV UPYICETE VA TALPVETE AVTO TO

PaPROKO, OLOTL TEPLAUUPAVEL GILAVTIKES TANPOPOPIES YU GAC.

- DuidEre avtd TO EUALO 0dNYIBV Yprons. Tomg ypelaotel va to dopdoete Eava.

- Edv &yete Toyov mepartépm anopiec, poTNoTE TOV Y1OTpd 1) TOV GAPUAKOTOLO GOG.

- H ocvvtayn v avtd to pappoko xopnynonke amokAeloTiKd yio cog. Aev TPENEL Vo SMGETE TO
@apuako o€ GAlove. Mmopel va Toug TpokaAéaetl PAAPT, oo Kol OTOV To onueio Tng
acBéveldc Tovg givort 101 pLe T, O1KA Gag,.

- Ed&v mapotnproete kKanowo avemBOUNTN EVEPYELD, EVIILEPDOTE TOV YLOTPO 1) TOV PAPUAKOTOLO
0aG. Avtd 1oyVEL Kol Yo KGOe Thov avemBOUNTY EVEPYELX TTOV JEV AVAPEPETOL GTO TAPOV
@OAAO 0ONyLdV yprong. BAéne mapdypago 4.

T epréyer To Tapov VAo 00N YLOV:

T etvon to Pregabalin Viatris Pharma kot mowa givo ) yprion tov
T npéner va yvopilete npv mapete to Pregabalin Viatris Pharma
[wg va napete to Pregabalin Viatris Pharma

[MBavég avemBOUNTES EVEPYELES

[Mog va pvrdcoete to Pregabalin Viatris Pharma

[epieyodpeva T GLOKELOGIOG Ko AOITEG TANPOPOPIES

AN

1. T givar To Pregabalin Viatris Pharma ko mowa givan 1 xpijon tov

To Pregabalin Viatris Pharma avrjketl o€ pio opddo oppdkov mov ypnoipomoovvtat yio tn Oepaneio
g emANyiag, Tov vevpomadnTikov movou kat tng Atatapoyng [evikevpévov Ayyovg (ATA), og
EVNAIKEC.

Meprpepkdg kat KEVTPIKOS vevpomadnTkég Tévog: To Pregabalin Viatris Pharma ypnoiponoeiton
v N Bepoameio Tov TOVOL pokpas dtapkelag mov opeiletar 6e PAAPT TV vevpwv. [Teprpepikog
vevpomadnTIkKog TOVOG pmopel va TpokAn el omd didpopeg achéveleg, OTmMG 0 dStafrTng 1 0 £pMNG
Loompac. H aicOnon tov ndvov uropei va meprypaeei cav aicOnua {Eotng, kabsov, Eviovov
oQEINATOG, TIVAYIOTOG, Hayoipldsg, GOVPALAS, KPAUTOGS, TOVOD, HOPUNKINoNG, LOVOIAGHOTOC,
TOUTNUATOV 0o Koppitoeg Kot PeAoveg. O TepLPePIKOC Kot KEVTPIKOG VELPOTOONTIKOG TOVOC UTOPEL
EMIONG VO GUGYETIOTOVV pE aAAayEG d1abeong, dratapayés VTVOL, KOTWoT| (KoVpaoT) Kol Uropel vo
EMNPEACOVY TNV PLGIKN KOl KOW®MVIKH AEITOVPYIKOTNTA, KOOGS Kot TNV GUVOAIKT ToldTNTO LN,

Eminyia: To Pregabalin Viatris Pharma ypnowomoteitar yio tn Ogpaneio piog cuykekpiuévng
pLopeng emAnyiog (0Tlokég EMANTTIKES KPIGELS e | YOPIG OELTEPOYEVT] YeViKeLoT), oe evijAikes. O
ywTpdg oag B odg cuvtayoypaproet To Pregabalin Viatris Pharma yio ™) Ogpaneio tng eminyiog,
otav M ayyn mov akoAovdeite onpepa dev ELEYYEL TNV KOTAGTAGT G0G. B0 Tpémel vo AapPAaveTe To
Pregabalin Viatris Pharma emimléov g aywyng mov akolovbeite onuepa. To Pregabalin Viatris
Pharma dev mpoopiletat yio va ypnoiponoleital povo tov, oAAG Bo Tpémel mhvto va ypnoLoToteital
o€ GLVOLOCUO PE AAAN avTiemAnTTiKn Beponeia.

Awrapayi] T'evikgopévov Ayyovg: To Pregabalin Viatris Pharma ypnowonoteitat yio m Oepomeio
g Alatapoyng Ievikevpévov Ayyovg (AT'A). Ta cvuntdpato e AIA glvan mapateTapévo
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vrepPorkd dyyog kot avnovyia, mov gival 60ckoro va gleyyBovv. H ATA pmopetl emiong va
TPOKAAEGEL VEVPIKOTNTO 1 aicOnua Evtovng Tapoyng | @OPov ammdAelag EAEYYOL, aicOnua E0KOANG
KOmwong (kobpaong), Suckoiio 6T cuykévipmon 1 aichnua adeldoatog Tov pvoiod, aictnua
evepebloTdTOG, LVTKN TACT N dloTapayT TOV VTVOV. AVTA SLLPEPOVY GO TO OTPESG KL TNV
vIEPEVTAOT TNG Kadnpepvig (ong.

2. T péner va yvopilete mpwv mapete 10 Pregabalin Viatris Pharma

Mnyv népete To Pregabalin Viatris Pharma
Y mepinton aALePYIog oTNV TPEYKAUTAAIVY 7] GE OTO0ONTOTE GALO OO TO GLGTOTIKA AVTOD TOV
QOPUAKOV (aVaPEPOVTAL TV TAPAYPAPO 6).

Ipocdomou|ceis Kot TPOPVAGEELG
AmevBuvbeite 6ToV Y10TPO 1] TOV POPLOKOTOLO GOG TPV Tapete To Pregabalin Viatris Pharma.

. Opopévor aoBeveig mov Aapfdavovv Pregabalin Viatris Pharma éyovv avagépel copntopota
OV LTOINAMVOLY OAAEPYIKT AVTIOPAGT). AVTA T CUUTTONOTA TEPIAAUPAVOLY Ol
(mpn&ipo) 610 TPOGOTO, 0T YEIAT, 0TI YADGGA Kot 6TO Aapd, Kabdg Kot didyvto e&dvinua
010 dépua. Edv mapovsidoete kdmola amd autég Tig avTidpaceLs, Oo TPEMEL Vo ETIKOVMVIGETE
OUEGMG LLE TOV YIOTPO GOC.

. e oyéon e t Bepamneio pe mpeykapumaAivn €xovv avapepbel coPapd deppotikd eEavOnuata,
peta&d dAlwv, cuvopopo Stevens-Johnson kot To&ikr emdeppiky vekpdivon. Eav
TOPOTNPCETE OTOLOINTOTE COUTTOMO, TTOVL GYETICETOL PE TIG GOPapEG SEPUATIKEG AVTIOPACELS
OV TEPLYPAPOVTOL GTNV TTOPEYPapo 4, GTAUNTGTE VO XPTCLUOTOIEITE TPEYKAUTAATVY Kot
avalnmote apéocmc wTpikn Pondela.

. To Pregabalin Viatris Pharma éxe1 cvoyetiotei pe {aAn kot vevnio, mov pmopel vo avéncovy
v mOavOTNTA TPOVUATIGHOD OO ATOYNUA (TTMOGCT) 6€ NAKI®UEVOLS 0oBgvelS. (g ek TOVTOV,
TPETEL VO, €I0TE TPOGEKTIKOL, PEXPL VO cLVNBIGETE OTO10ONTOTE OVTIOPACT) UTOPEL VoL EYETE GTO
@appoKo.

. To Pregabalin Viatris Pharma pmopei va mpoxaiécel Oapunrn 6pacn 1 andAER TG OpacnS 7
Aheg HETOPOAEC GTNV OPOOT], O1 TEPICCOTEPES AMO TIG OTOIEG EIVOL TPOSMOPIVEG. o TPETEL VO
EVNUEPADOETE AUECMG TOV YIUTPO GOG, EAV TOPOVOIAGETE OTOLNINTOTE LETAPOAN OTNV OpAcN
o0,

° Kémorot dwafntikoi acheveic, mov maipvouv Bapoc, evocm AapPAvouy TpeyKapmaiivy umopei va
YPEWGTOVV OAAOYT) OTO VTSP TIKG PAPUAKA TOVG.

. Opiopéveg avemBounTeg evépyeieg, Ommc N vavNAia, PTopel va gival o GLYVES, YaTi ot
aoBeveig pe PAEPN Tov votioiov puerol pmopel va Aappdavouv Kot GAAD GApLLOKa Yo TV
Oepameio, TOPAdELYHATOS YAPLV, TOV TOVOL 1 TNG OTAGTIKOTNTOS, TO OTOI0 EXOVV TAPOLOLES
OVETBVUNTEG EVEPYELEG LLE TNV TPEYKAUTOAIVI] KO 1] GOBOPOTNTO OVTAOV TV OVETIBOUNTOV
gvepyeldv pmopel va avéndel otav Aapfdavovtor poli.

. "Eyxovv vrdpEet avapopég kapdiokng avendpkelog o€ opiopévoug acbeveic mov Adpupavav to
Pregabalin Viatris Pharma. Avtoi ot ac6gveic Ntav kupimg nAKIOUEVOL, 1E KAPSIyYELOKA
npofAnuata. [pwv va Aafete avTd TO QAPROKO TPETEL VO EVILEPAOGETE TOV YLATPO GAS EAV
£xe1€ 16TOPIKO KOpdLaKNS TAONONG.

. "Exovv vrdpEet avapopég veppikng avenTapKeLag oe opltopévoug acbeveig Tov Adpfavay o
Pregabalin Viatris Pharma. Edv napatnpfcete peimon oty ovpnon, evd Aapupavete to
Pregabalin Viatris Pharma, 8o tpémetl vo evnuepmoeTe Tov Y101pd 560G, KaOmG 1 S10KOTY| TOV
Qappdaxov pumopel va 1o PEATIOGEL ALTO.

60



. Opiopévor aoBeveig mov eAdpufavay avIlemAnTTiKy aymyn, 6nwg to Pregabalin Viatris Pharma,
glyov okéyelg Tpoxinong PAaPnG 1 Bovdtov 6ToV €0VTO TOVG 1} ELEAVIGAV OVTOKTOVIKT
ooumeppopd. Edv omoladnmote oty £xeTe MAPOUOIEG OKEWYELG 1 ELPAVIGETE TETOLN
GUUTEPLPOPU, ETKOVAOVIOTE AUECHOG LLE TOV Y1OTPO GOG.

. 'Otav 1o Pregabalin Viatris Pharma Aappdveton poli pe dGAia @dppoxe tov propei va
TPOKAAEGOVV SVOKOIAMOTNTO (OTWS KATOW £I0T] TOVGITOVOV PapUAK®OV), givar THAvO va
euPavicBov yootpeviepikd TpofAnpata (T.y. SLUGKOIAMATNTA, EVIEPO OV EXEL PPAEEL I}
maporvcel). Evipepdote Tov yioatpo cog edv epeovicete SuGKOIMOTNTA, Wlaitepa Qv gloTe
EMPPETNG GE AVTO TO TPOPANLLQL.

. IIpwv mépete awTO TO PAPLOKO, EVILEPDTTE TOV YITPO GOG EAV £XETE TOTE KAVEL KATAYPMON M
glyate €EAPTNON OO TO AAKOOA, OO GUVTAYOYPUPOVUEVA PAPUAKO. 1] 0TO TOPAVOUEG OVGIEC.
Av10 egvdéyetar va onpaivel 0Tt StoTpéyete peyolvtepo kivouvo va avartoéete eEdptnon ond o
Pregabalin Viatris Pharma.

° "Eyxovv vrdp&et avapopég cmacudv pe  ypnomn tov Pregabalin Viatris Pharma 1 cOvtopa petd
1 dwakony) tov Pregabalin Viatris Pharma. Edv epeovicete onacpd, enikovoviote Le Tov
YTpo GOG OUECMG.

. "Eyxovv vrdpEet avapopég peimong g eyKe@alkng Aertovpyiog (€YKEQUAOTADELR), OE PHEPIKOVG
acbBeveig mov Aappavovv Pregabalin Viatris Pharma, dtov £govv ko dAleg mabnoels.
Evnuepoote tov ylotpd 6og €4V £XETE 1GTOPIKO OTOLLGONTOTE GOPOUPNG LUTPIKNG KATAGTAGTC,
GUUTEPIAAUPOVOUEVIG TNG NTUTIKNG 1) VEQPIKNG VOGOU.

. "Exovv vrap&et avapopég duokoMav atny avorvor. Edv éyete datapayég Tov veupikov
GLGTNUATOC, SLOTAPAYEG TOV AVATTVEVGTIKOD GUOTHILOTOG, VEQPIKT SUGAEITOVPYiD 1] €AV gloTE
v TV 65 €MV, 0 YIOTPOC GOC UTOPEL VUL GOC GUVTAYOYPUPNGEL VO SIUPOPETIKO JOGOLOYIKO
oynuo. Emkowmvnote pe tov y1tpd cag edv Topovctdlete TpofANLOTO GTNV avamTvon 1 e6v
€xete pNYES OVOTTVOEC.

E&dpton

Opopéva dtopa evdéyetar va avantoEovv eEdptnon amod to Pregabalin Viatris Pharma (avdyxkn va
ocvveyilouv va maipvouv 10 pappoko). Evoéyetal vo mapovusticovy GTEPNTIKG GUUTTOUATO OTOV
dtakdyovuv TN xpnon Tov Pregabalin Viatris Pharma (BA. mapdypago 3, «Ildg va tapete 1o Pregabalin
Viatris Pharmay kon «Edv otapaticete va maipvete o Pregabalin Viatris Pharmay). Edv
mpoPAnuatifeote 611 evdgyetan va avantuéete eEdptnon and o Pregabalin Viatris Pharma, givat
OTLOVTIKO VO GUUPOVAEVTEITE TOV Y10TPO GOGC.

Edv mopatnpioete onotadnmote and Tic Topakato evoeibels evoowm maipvete 1o Pregabalin Viatris
Pharma, 6a propovce va anoteret £voeiln OtL avortuecete eEaptnon:

. A60daveote TNV avayKn Vo TAPETE TO PAPUOKO Y10 LEYOAVTEPO S1AGTNLO OO EKEIVO OV GOg
GLULPBOVAEVGE O YLITPOG TTOV GOG TO CUVTAYOYPAPNGE

. A60aveote 0T YpeldleoTe Vo TAPETE TEPIGGOTEPO OO TN GLUVIGTAOUEVT dOGN

. XP1OUYLOTOLELTE TO PAPLLOKO Y10 AAAOVG AOYOVG EKTOG OO EKEIVOVS Y10, TOVG OTTOI0VG
GLVTOYOYPOENONKE

° "Eyete kdvel emavelAUUEVES, OTOTUYNIEVEG TPOCSTAOELEC VO, dlakoOyeTe 1) va EAEYEETE T
¥PNOMN TOL PAPUAKOV

. Ortav dwokomTeTe T My Tov eappdkov aobdveote adabesio kot acbiveste Kalvtepa

otav apyiceTE VoL TOPVETE KOl TAAL TO QAPLOKO
Edv mopoatnpioete onoadmote and TG Tapamdve evOeiEELs, LUANGTE e TOV YIUTPO GOG Y10, VOl
ov{nmoete TV kaAvTEPT 000 Bepameiag yio €64¢, KaODS Kot TOTE Eival MGTO Vo S10KOWETE TO
(APLOKO KO TAOG VO, TO KAVETE LE OCPAAELXL.
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Howord ko £épnfor

H aopdlelo kot 1 amoterecpatikotnTo 08 TodLd Kot pnPoug (MAkiag KaTm tv 18 etdv), dev £xel
TEKUNPLOOET KOl GUVETMG 1| TPEYKOUTOAIVY deV Bal TPETEL VAL P CIULOTOLEITAL GE ATV TNV NAIKLOKT
opada.

Alha @appoko ko Pregabalin Viatris Pharma

Evnuepaote tov y1o1po 1| TOV Qapprokomold cog eqv moipvete, £xete mpdo@ata mapet 1) pmopel va
TAPETE AAAA PAPLOKA.

To Pregabalin Viatris Pharma kot opiopéva dAra eappoka propet va exnpedlovv 1o £va to GAA0
(aAAnAenidpaon). Otav to Pregabalin Viatris Pharma Aappdveton pali pe cuykekpipévo aproka o
omoia £0VV NPEUCTIKEG OPAGELS (GUUTEPIAAUPAVOUEVOV TV OTIOEWOMV), UTOPEL VO EVIGYVOEL TIG
dpdoelc avTég, kot o LTOpovGE v 03Ny GEL GE AVATVEVGTIKT AVETAPKELD, KO Kot Odvato. O
Babpog Laing, vrvnAiog Kot HELOUEVIG GUYKEVTIPWOTS, Hropel vo avénbei av to Pregabalin Viatris
Pharma Aopfdvetot pe pappoko Tov tepiEyovV:

O&uk®dovTN — (YPNOYOTOLEITO MG TAVGITOVO)
Aopalendpn — (ypnoomoteiton yio v Bepaneio Tov dyyovg)
AXKOOA

To Pregabalin Viatris Pharma propei va Aappdvetor pe amd 100 GTOUATOG AVTIGLAANTTIKA.

To Pregabalin Viatris Pharma pe tpo@1], T0oT6 Kan owvomveopatdon
Ta xayakio Pregabalin Viatris Pharma prmopovv va Aappdavovtol pe 1 xopic tpoem.

YuvIcTATOL VoL PV KOTOVOA®VETE OAKOOA, evd Aopfdvete Pregabalin Viatris Pharma.

Kitnon ka1 Onraocpdg

To Pregabalin Viatris Pharma dev mpénet va Aapfdverar katd t didpkela tng €yKupochvig 1 6tav
Onralete, extdc €4V 0 YLoTpOG Gag GAG dmdaet GAdeg 0dnyiec. H xprom g mpeyKkaumaiivng Kotd
SIPKEL TOV TPDOTOV 3 UNVOV TNG KOTONG EVOEXETAL VO TPOKAAEGEL GUYYEVEIS AVOUAAIES GTO
ay&vvnTo Todi Tov ¥petdlovTal 1TPIKT AVTILETOMTION. L€ (o LEAETT TOV eEETa0E OEGOUEVO OO
YOVaAIKEG 0TI OKAVIVAPIKES YDPES TOL TPV TPEYKAUTAAIVN KATE TOVG TPDTOVG 3 UNVES TNg
Konong, 6 nopd oe kébe 100 giyav tétolov €idovg cuyyeveis avopaiiec. Avtd cuykpivetot pe 4 popda
ota 100 mov yevvhOnkov amod yuvaikeg mov dev Ehafav Oepaneia e mpeyKapmaAivn ot HeEAET.
Avapépinkay avopaMEG TOV TPOCHTOV (GTOUATOTPOCHOTIKES GYLOTIES), TV 0QOUALDYV, TOV VELPIKOD
GLOTNATOG (CLUTEPTAAUPOVOIEVOD TOV EYKEPAAOD), TOV VEPPOV KOL TOV YEVVITIKOV OPYAVOV.

Ot yvvaikeg Tov BpiocKovTol GE avOTapay®YIKN NAKio TPETEL VoL AAUPAVOVY ATOTEAEGLOTIKG LETPO.
avtioVAAMyNG. Edv gioBe éykvog 1 Onidlete, vouilete Ot pmopel va gicbe £yxvog 1 oyedidlete va
amoktnoete Toudi, {NTHote T GLUPBOVAN TOL YITPOL T} TOL POPUAKOTOLOD GOG TPOTOV TAPETE AVTO TO
(QAPLOKO.

00N yNoN KOl YEPLGROS PUNYAVIILATOV

To Pregabalin Viatris Pharma propei va mporaréoet {GAn, vvniio Kot HELOUEVT GLUYKEVTPOOT. Agv
0o Tpémerl va odnynoete, va xepiobeite ToAOTAOKA pUNYOVALLOTO 1) VO EUTAOKEITE € GALEG, TOOVDG
EMKIVOLVEG OPACTNPLOTNTEG, EMG OTOV SLATIGTMOGETE AV AVTO TO PAPUOKO ETNPEALEL TNV KAVOTNTA
oag vo. S1eEAYETE QVTEG TG OPACTNPLOTNTEG.

To Pregabalin Viatris Pharma nepiéyer povoiopuciy Aaxtoln

Av 0 yuTpdg 60C, 00G EVINUEPMGTE OTL £(ETE KATOln ducaveSio. GE OPIGUEVH GAKYOPM., ETKOIVOVI|OTE
LLE TOV Y10TPO GOG TPV TAPETE AVTO TO PAPLOKO.
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To Pregabalin Viatris Pharma wepiéyer varpio

To @dappoko avtod nepiéyet Mydtepo and 1 mmol vatpiov (23 mg) avd okAnpd Koydkio, givot avto
mov ovopalovpe «ekevbepo vatpiovm.

3. og va mapete 1o Pregabalin Viatris Pharma

[Tavtote va maipveTe To PAPUAKO QVTO QVGTNPE COUPOVO. LE TIG 00N Yieg TOL Yiatpol cag. Edv éxete
apeBoliec, pmTNOTE TOV Y1OTPO N TOV PAPUAKOTOL0 60G. MNV TaipVETE TEPIGGOTEPO PAPLOKO OO
0G0 GLVTAYOYPUPTONKE.

O ywatpog oag Ba amopacicel mola door givar KATdAANAN Yo €60G.

To Pregabalin Viatris Pharma givon pévo yua yprion and tov 6topatog.

Ieprpepikdg Ko KEVIPLKOS vEVPOTTaONTIKOG TOVOG, emAnyia 1 Awatapayn ['evikeopévoo Ayyovg:

° Noa Aappdavete Tov apluod tov Kayokiov, OOV LE TIG 001YIEG TOL YIOTPOV GOC.

. H d060m, n onoia £yel mpooapocTel 68 £60G Kat TNV KATAGTACT G0G, Ba KupaiveTot yevikd
petaéd Tov 150 mg kot twv 600 mg v nuépa.

. O yatpog oag Ba cag mel vo Aapfavete to Pregabalin Viatris Pharma gite 000 gite Tpeig popég

v nuépa. INa v tepintwon Ayng 600 popéc v Nuépa, va Aapfdvete to Pregabalin Viatris
Pharma pio to Tpwi kon pio to Bpddv, Tepimov v idta dpa. kb nuépa. Ta tnv mepintwon
AYMG TPELG PopES TNV NEPA, va AapPdavete to Pregabalin Viatris Pharma pia to mpwi, pio to
amoysvpa Kot pio To fpadv, mepimov TV idlo dpa kdBe Nuépa.

Edv €gete v evidmmon o0t 1 dpdion tov Pregabalin Viatris Pharma eivan gite vepPolikd ioyvpn| gite
vrepPorKA acBEVIG, EVIUEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.

Av glote nAkiopévog aobevig (MAikiag Gve tav 65 eTdv), Tpénel va AapPavete Kavovikd 1o
Pregabalin Viatris Pharma, extdc k1 av €xete mpoPAnpota Le ToVg veppos Gog.

O y10tpog 600G UITOPElL VoL GGG GLUVTAYOYPAPTOEL £VEL S1OUPOPETIKO S0GOA0YIKO TPOYPApLLN KauT dOGN,
av EYeTe TPOPANLLO LLE TOVG VEPPOVS GOC.

No Kotamivete To Koyaklo 0AOKAT PO, LE VEPOD.

Na cvveyilete va maipvete to Pregabalin Viatris Pharma, péypt o yiatpog cag va 66g mel va to
GTOLLOTICETE.

Eav ndpete peyardtepn 66on Pregabalin Viatris Pharma am6 tnqv kavovui

Emikowvoviote pe tov yiotpd oag 1 TNyoivete apécwms 6To TANGIEGTEPO VOGOKOLELD, GTN LOVAdO. Y10
ta engiyovta meptototikd. No éyxete pali cog to Kouti 1 v LaAn tov kayakiov Pregabalin Viatris
Pharma. Ze nepintwon mov ndpete peyakvtepn do6on Pregabalin Viatris Pharma ané v xovovikn,
elvar mBavov va aebaveite vvniia, coyyvon, diéyepon i avnovyio. Exyovv avapepbel emiong
EMUMNTTIKES KPIGELS KOt AmTMAELD TV aucOncewv (kdpa).

Eav Eeyaoete va mapete 10 Pregabalin Viatris Pharma

Etvon onpavticd va Aapfaverte ta koydkio Pregabalin Viatris Pharma taxtikd, tnv idwo dpa kabe
nuépa. Eav Eeydoete va mapete pia doom, mapte ™ pPoAig to Bounbdeite extog edv mAnoualel n mpa yuo
TNV EXOUEVT OGT. LE VTNV TNV TEPITTWGT), GUVEYIOTE KOVOVIKA LLE TNV ENXOUEVT dOGM. MV Ttdpete
dumAn 066N Yo Vo, aVOTANPOGETE T 006N TOL EEXAGUTE.

Edv otapatioete va maipvere To Pregabalin Viatris Pharma

Mn otapartioete Eapvikd va mtaipvete To Pregabalin Viatris Pharma. Edv 0éiete va otapoatioete va
naipvete to Pregabalin Viatris Pharma, cul{ntiote 10 Ipmta pe Tov yutpod cog. Exeivog 6o cog met
TG Vo, T0 kavete. Av 1 Bgpaneia oag otapatnost, 1 dakonr O mpénet va yivel fabuiaia, og ypovikod
oo TOLVAGYIOTOV HoG ERSOUASAG.
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Metd ) dakonn Bpayvypdviag 1 pakpoypodviag Oeponeiag pe Pregabalin Viatris Pharma, mpénet va
yvopilete 0TI pmopel va eLavICETE OPICUEVES OVETIBVUNTEG EVEPYELES, YVMOTES KOl G AVETIOOUNTES
eVEPYELEC OTEPNONG. AVTEG Ol avemBOUNTEG eVEPYELES TEPIAOUPAVOVY dVGKOAIN GTOV VTTVO,
TOVOKEPUAO, VoTio, aicOnua dyyovg, diippota, GUUTTOUATE TOL OHOLAloVV LE aVTa TNg YPITanG,
OTAGOVC, VELPIKOTNTA, KATAOAY, OKEYELS TPOKANONG PAALNG 1 BavdTov oToV g0V GaG, TOVO,
epidpwon kot {aAn. Avtég ot avemBounteg evépyeleg Umopet va GuUPOLV O GLYVA 1 LE LEYAADTEPT
coPapotnta eav Aappdvate Pregabalin Viatris Pharma yio peyaidtepn ypovikn nepiodo. Edv
TOPOVCIAGETE AVETIBVUNTEG EVEPYELES OTEPTONG, Dol TPETEL VAL EMIKOIVOVIGETE LLE TOV YLOTPO GOG.

Edv éxete mepiocdtepeg EpOTNGELS GYETIKA E TN XPTOT] AVTOV TOL PUPLAKOV, POTNGTE TOV YTpO 1
TOV POPLOKOTOO GOG.

4. MBavéc avemBOuNTeg EVEPYELES

Onmg 6ha Ta pappoKa, £TGL KOL AVTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETOVUNTES EVEPYELES, OV
Kot 6gv Topovstalovtal 6 GAOLG TOVG AvEPMOTOLC.

oAV ovyvéc: pmopei va exnpedoovv tepiecdtepovg amd 1 otovg 10 avlpdmovg
Z6éAn, vvnAia, TOVOKEPAAOG,.
Yuyvéc: pmopel va exnpedoovy £0g ko 1 atovg 10 avOpdmovg

o Avdnpévn 6pedn.

. AicOnon evpopiog, chyyLoN, ATOTPOCAVATOAIGUOC, LEI®ON TNG 6EEO0VAAIKNG emBupiag,
gvepediotdTNTO.

. AwTopayn oty Tpocoyn, ade&lOTNTO, EXNPEAGUEVT] LVIUT), OTOAELD LVALNG, TPOUOC, SUGKOAIN

otV opAia, aicOnon popunkioong, Lobdlooua, KATacToAn, ABapyoc, abmvia, KéTwor, un

@VGLOA0YIKN aicbnon.

®aumn 6pacn, SmAoTia.

TAyyog, TpoPAfjuota Le TNV 100ppoTia, TTAOGT).

Enpootopic, SuGKOIMOTNTA, ELETOC, LETEMPIGHOG, O1dppota, vouTic, TPNELO 6TV KOWAA.

AvcKoAieg otnV GTOON.

[Mprn&yo tov cOPATOG, GCUUTEPIAAUPAVOUEVOV TOV AKPOV.

AioOnon pébng, pn pucstoroywod Padicpa.

Avénon copatikod Bapovue.

Mvikég kpaumeg, mOvog 611G apBpacels, Tovog otn péon (oceuaAyia), TOVOG G€ AKpo.

[Tovorayog.

'Oy ovyvég: propei va ennpedoovy émg ko 1 otovg 100 avOpomovg

. Andreo 6peéng, ammAglo BAPOVG, YOUNAY EXITESD GOKYAPOV AILATOC, VYNAQ ETiTESQ
CaKYAPOL OilLaTOg
. Amonpocwnonoinot, avnovyic, KatdbAiwyn, S1€YepoT, SIOKVUAVOELS TNG CLUVOLGOTLATIKNG

d1abeomng, duokora avikinong AéEemv, yevdaonoelg, mapa&eva Ovelpa, KPIoELS TaviKov,
amdOetn, emBeTikdOTTO, £E0PON CLVALGONATIKNG d1G0€0TG, EMNPEAGUEVT OLOVONTIKY|
KOTAOTOOT), OuoKOAlo 0TV oKEYT, adENOT TG oe&ovalikng embupiog, TpofAnpato pe ™
6eE0VOAIKN AelTOVPYiQ, CUUTEPIAAUPOVOUEVIG TNG OVIKOVOTITOG VO, ETITVYETE GEEOVAMKO
opyacud, kaBvotepnuévn EKGTEPUATION

. Metafolég onv Opaon, acLVHBEL KIVIIOELS TV LATIOV, HETAPOAEG oTNV OpaoT),
ovpmeprhapavopévng tng 6pacns Katd tnv onoia Ta avIikeipeve gaivoviatl cav péca and
COAMVA, AAUYELS POTOG, ATOTOUES KIVOELS (TIVAYHOTA), EAATTOON OVIOVAKANGTIK®YV,
vrepkvnTikoTnTa, (dAn og dpba BEon, evansOncio oto HEpua, ammdAgl yevong, aicnon
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KahGOV, TPOLOG KATA TNV Kiviom, LELOUEVN oLVEIdN O, andAEln cuveidnong, AmoBupuia,
avénpévn evatstnoio oto B6pvPo, aicOnua adtabecioc.

EnpoeBaipio, Tpn&po pation, Tévog oto partt, eEacevnuévn 6pact, dakpvppola, epeBoUog
patiov.

Awtopayég Kapdiakoh puOpov, avénoen kapdiokod puOpod, Yaunin apmmplokn mieorn, vynin
apTNPoKn TieoT, LeTABOAEG OTOV Kapdlakd puOUO, KapdloKn aveTdpKELO.

‘E€aym, e&ayerc.

AvckoAia oty avamvon, ENPOTnTa 6T KON, PIVIKT GUUEOPTON.

AvEnpévn mopaywyn coLEAOL, Kaoovpa, LOVIAGUA YOP® OO TO GTOLA.

Egpidpwon, eEavonpa, piyn, mopetdc.

Eravoiopfavoueveg poikég cvondoelg (tik), tpnéuyto apbpmong, poikn duekapyio, movoc,
SUUTEPTAALPOVOLEVOL TOV HVTKOD TOVOV, TOVOS GTOV OYEVA.

[T6voc tov pooto?.

Avokolio 6TV 0VpnNo”N N EXOOVVY OVLPNGN, AKPATELN OVPDV.

Advvaypia, diya, aicOnua cuceryéng tov Bmpaka.

Metaforéc oTa OMOTELEG AT OLLOTOAOYIKAOVY Kol NTOTIKOV E€TAoEmV (avénpévn
KPEATIVOPOGPOKIVAGT] GLOTOC, OLENUEVT] AUIVOTPAVGPEPAOT] TNG QAAVIVIG, ALENIEVN
OCTOPTIKN AUIVOTPOVGPEPATT], LELOUEVOS ApBNOS opoTeToA®Y, ovdeteponevia, adEnon oty
KpeATivn aipoTog, Heimon 6To KOO aiptaTog).

YrepevaioOnoio, Tpnopévo tpdc®mo, ayovpa, eEdvOnua, Katappon, aoppayio poTng,
Prixag, poyxainto.

Enddvvec Euunveg pooeig.

Poypotnto TV YEPLDYV Kol TOSLDV.

Yravieg: propei va exnpedoovy £0g kot 1 etovg 1.000 avOpdmovg

Mn gucioloyikn aicOnon 66ppnong, OpacT KOTAE TNV 0TToi0 TO. AVTIKEILEVL QaivovTal
TAAQVTEVOUEVO, CAAOLOUEVT] avTIANYT TOV BABOVC, OTTTIKY POTEVOTNTO, ATOAE OPOUCTG.
AleoTopUEVES KOPEG, AAANODPIGHO.

Kpbog 18pmdtag, cuepryktikd aicOnua Aapod, Tpnopuévn YAOood.

dLeypovn oto mhyKpEQS.

AvckoAia 6Ty KATAmooT).

Apyn M petwpévn kiviion Tov GOUATOG.

Avokolia atnv opb1| ypon.

AvEnuévo vypd oty Kotd.

Yypb otovg mvedpovec.

Yrocpol.

Metaforéc oto niektpokapdoypaenue (HKT), mov avtiotoryovv pe datapoyég Tov
KopILoKoy puopov.

Mvikn kbdKoon.

"Exxpion paotol, un guolodoyikn adénon paotol, avantuén LaoTdV GTOVS AVOPES.
AlKOTTOEVEG EUUNVES PUGELC.

Neoppwn avendpkela, Letopévog dykog o0pav, KATaKkpdTnon ovpwy.

Meiwon otov aptBpd AeVKOKLTTAP®V.

AvApHOGTN GCLUTEPLPOPE, AVTOKTOVIKT] GUUTEPLPOPA, AVTOKTOVIKES CKEYELC.

AMepYIKEC aVTIOPACELS TOV UTOPETL VO TEPIAAUPAVOVY SUGKOAID GTNV OVATTVOT|, PAEYLOVI|] GTO
patio (kepatitida) Kot coPopés SEPUOTIKES OVTIOPAGELS TOL YapaKkTNpilovTot amd KOKKIVOTES,
eninedec 6TOY0EOEIC 1) KUKMKEG TAAKEG GTOV KOPUO, GUYVE LE GADKTALVEG GTO KEVTPO,
EePAOVOLIG O TOV JEPUOTOG, EAKT] GTO GTOLM, TOV PAPLYYA, TN LOTY], TA YEVVNTIKA Opyavo. Kot To
patio. Avtd to coPapd deppotid eEavOnpata propel vo EKONAMVOVTAL PETE OO TUPETO Ko
YPIm®OT cvuntopata (cuvopopo Stevens-Johnson, To&ikr| EMOEPIKT VEKPOLLGT)).

‘Tktepog (KLITpivicpa TOL SEPOTOS KOL TOV LOTIOV).

[Mopkiveoviopdc, SNAad cLUTTOHATO OV opotdlovy pe TV vooo Tov [1apkiveov, 6T
TpouoG, Bpadvkivioio (pLetmpévn wavotnta kivinong), Kot axopyio (Loiky dvokapyio).
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oAV omavieg: propei va emnpedoovy émg kat 1 atovg 10.000 avOpdTovg

. Hroatim avendpketo.
. Hrartitda (pAeypovn tov fmatog).

Mn yvooTtéc: 1 cuyvoTnTa dgv pmopel va ekTiun0¢el pe Baon Ta drebéoipa dedopéva
. Avdantoén e&aptnong and to Pregabalin Viatris Pharma («pappokentikn edptnon»).

AoV dlokdyete o Bpayvypovia 1 paxpoypdvie Oepaneio pe to Pregabalin Viatris Pharma, mpémet
va Yvopilete OTL EVOEXETAL VO TOPOVGLAGETE OPIGUEVES AVETIOOUNTEG EVEPYELEG, TTOL OvoudlovTal
avemBounteg evépyeleg otépnong (PA. «Edv otapotmoete va naipvete to Pregabalin Viatris Pharmay).

Av gnoavic0ei TpiEipo 610 TPOGOTO 060G 1| 6TN YADGCO 60G 1| EAV TO OEPIE GOC KOKKIVIGEL KOl
apyicel va Pyaler govokareg i va EEPLoVIILEL, TPEMEL VO VOLNTI|GETE APUECOGS LATPLKY]
ovppovin.

Opiopéveg avemBOUNTEG EVEPYELEG, OTMC 1| LITVN ALY, UTOpPEl va gival o GuYVES, Yiati ol acheveic pe
BAGPN TOL vorTiaiov puedov propel vo Aappavouy kot dAla eappaka Yo v Bepamneia,
TAPASELYLOTOG Y APV, TOL TTOVOV 1] TG GTACTIKOTNTAS, TO OTTOI0 £X0VV TUPOUOLES AVETIOVUNTES
EVEPYELEG LE TNV TPEYKOUTAAIVT Kot 1] GoBapdTNTa aVT®V TOV aVETIBVOUNTOV EVEPYELDV UTOPEL VO
avénOel otav Aapfavovror padi.

"Exer avapepBel n mapardto avemBount evépyelo and v gumelpio HETE TV KuKAo@opio otV
ayopd: [TpoPAnpa oty avamvor|, pnyég ovamvoEc.

Ava@opd avemOupnTOV EVEPYELOV

Edv mopatnpnoete kdmowo avemiBount evépyeln, EVUEPDGTE TOV YLOTPO 1| TOV QUPULAKOTOLO GOG.
AvT0 1oyt Ko Yo kdBe mhavr avemBountn evépyela mov dev avaPEPETAL GTO TAPOV PVAAO 0ONYLDV
y¥pnons. Mropetite emiong va avagépete avembountes evépyetes angvbeiog, Lécw Tov eBvikod
GLGTNLOTOG AVOPOPAG TToL avaypdpetar oto Hapdpmua V. Méoo ¢ avapopds avemBountmv
EVEPYEL®V Umopeite va fondncete 6T GLALOYN TEPIGGOTEP®V TANPOPOPLDY GYETIKA UE TIV OCPAAELN,
TOV TOPOVTOG POPUAKOV.

5. Iac va puidooete To Pregabalin Viatris Pharma

To @appoko avTd TPETEL VO QLAACGETL GE PEPT TTOV OgV TO PAETOVV Ko deV TO POEvVOLV Tal TadLd.

Na pn ypnoponoteite ovtd T0 GAPUOKO LETE TNV Nuepounvio ANENG TOL AVOPEPETAL GTO KOVTL 1] GTNV
ouAn. H nuepopnvio Anéng etvon n televtaio nUEPO TOV PNV TOL AVOPEPETOL EKEL.

Agv vtdpyovv €101KES 0dMYieg dlaTiPNOoNG Y10l TO PAPLOKO QVTO.

Mnyv metdte QAPLOKA GTO VEPO TNG OMOYETELGNG 1| OTA OKlOKA amoppippata. Potiote tov
(OPLOKOTOLO GOG YO TO MG VO TETAEETE TO, PAPUOKO TOV OEV YPTOLUOTOLEITE Mo, AVTA TO, pPETPa Oa
Bonnocovv otnv tpoctacia tov mepPdAlovtog.

6. Mepreyépeva TG GVOKEVAGINS KO AOUTEG TA|POPOPiEg

T epréyer to Pregabalin Viatris Pharma

H dpaoctikn ovoia givar | Tpeykapmodiv. Kabe oxinpd koydkio tepiéyel 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg 1} 300 mg npeyKapmaiivn.
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Ta dAAa cvotatikd givar: Aaktoln povoddpikn, apafocitov dpvro, tdikng, (elativn, Titaviov
do&eidio (E171), vatpro Aaovporobeiod, 510&id10 Tov mupitiov KOAROEWEG Avdpo, LaDPO HEAGVL
(to omoio mepiéyet kOUpED AdKKag, pELaY o1ompov o&gidio (E172), mpomuievoyAvkoin, koiiov
V3po&eidio) Kot VOwp.

Ta xaydkia tov 75 mg, 100 mg, 200 mg, 225 mg kot tov 300 mg, nepiéyovv eniong epvdpd cLdMpov
o&eidwo (E172).

Epoeavion tov Pregabalin Viatris Pharma kot wepieyépeva g 6uokevaciog

25 mg xoydxio Aguko0 YpONIOTOG GKANPA KOWYAKLO, TOV PEPOVY TNV ETICT|LAVOT
“VTRS” oto kandkt kot “PGN 25” 610 cmpa.

50 mg koydxio Aguko0 YpONUOTOG GKANPA KOWYAKLO, TOV PEPOVY TNV ETICT|LOVOT
“VTRS” oto xamdkt kot “PGN 50” oto copa. To copa tov kayokiov
gmonuaiveton pe pio povpn Ampida.

75 mg xoydxio Agvko0 Kol TOpTOKAAL YPOUATOG CKANPE KOWAKLL, TOV GEPOVY TNV
emonuavon “VTRS” oto kamdkt kot “PGN 75” 6t0 omua.

100 mg koyakio IMoptokaAi xpGOUOTOG GKANPE KOyAKLo, TOV PEPOVV TNV ETICTLOVCT)
“VTRS” o10 xamdxt kot “PGN 100” 610 odpo.

150 mg kayakio Agukol YpOPIOTOG GKANPA KOWYAKLO, TOV PEPOVY TNV ETICT|LAVOT
“VTRS” oto kamdkt kot “PGN 150” 610 copa.

200 mg KoyaKio AV01KTOU TOPTOKAAM YPOUATOG CKANPE KAYAKLO, TOV PEPOVV TIV
emonuavon “VIRS” oto kamdkt kot “PGN 200” 610 codpa.

225 mg kaydxio AgukoD Kol aVOIKTOD TOPTOKOAL YPOUATOG GKANPE KOWAKLML, TOV
ogpovv v gmonuavon “VTRS” o10 xomdkt kot “PGN 225” oto odpa.

300 mg Koy akio AgvkoD Kol TOPTOKAAL YPOUATOG CKANPE KOWAKLOL, TOV GEPOVY TNV
emonuavon “VITRS” oto kamdkt kot “PGN 300” 610 coua.

To Pregabalin Viatris Pharma dwatifeton o€ entd peyédn ocvokevaciog amd PVC pe onichio kdAvppo
amd aAovpivio: pio cuokevacia tov 14 kayakiov mov tepiéyet 1 Tavia koyéing (blister), pia
ocvokevacia tov 21 kayakiov tov tepiéyetl 1 tawvia koyéing (blister), pio cuokevacio TV

56 xayaxiov Tov mepiExet 4 tavieg kuyéAng (blister), pio cuokevacio Tov 84 Koyakimv ToOv TEPIEXEL
4 touvieg koyéing (blister), pio cvokevacio Tov 100 koyaxiov Tov mepi€yet 10 Tavieg Koyéng
(blister), o cvokevacio Tov 112 koyakiov Tov tepiéyel 8 Tarvieg kKuyéAng (blister) ko pio
ovokevooio Tov 100 x 1 koyakiov og didtpntes kuyéres (blisters), povadmv doonc.

Emumiéov, 1o Pregabalin Viatris Pharma dwatiBeton og o1dAn modvaifoieviov vyming mokvotntog
(HDPE) mov mepiéyet 200 KonydKia, yio Tig meplekTikotntes tv 25 mg, 75 mg, 150 mg kot 300 mg.

Mmopel va. unv kKukAo@opohv OAEG 01 GLOKEVAGIEG.
Karoyog Adcrag Kvkiogopiog kar Ilapackevaotig

Kdaroyog Aderog Kukhopopiog:
Upjohn EESV, Rivium Westlaan 142, 2909 LD Capelle aan den IJssel, Kdto Xopes.

[Mopackevactig:
Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108 Freiburg Im Breisgau, ["'epuavia.

U
Mylan Hungary Kft., Mylan utca 1, Komarom 2900, Ovyyapio.

INoa omoladnmote TANpoPopio GYETIKA LE TO TAPOV PAPLOKEVTIKO TPOIOV, TAPUKAAEIGTE VO
amgvBuvbeite otov Tomiko avtimpoécmmo tov Katdyov g Adelag Kvkiopopiag:
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Belgié/Belgique/Belgien
Viatris

Tél/Tel: +32 (0)2 658 61 00

Buarapus
Maiinan EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ s.r.0.
Tel: +420 222 004 400

Danmark
Viatris ApS
TIf: +45 28 11 69 32

Deutschland
Viatris Healthcare GmbH
Tel: +49 (0)800 0700 800

Eesti
Viatris OU
Tel: +372 6363 052

El\doa
Viatris Hellas Ltd
TnA.: +30 2100 100 002

Espaiia

Viatris Pharmaceuticals, S.L.

Tel: +34 900 102 712

France
Viatris Santé
Tel: +33 (0)4 37 25 75 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 123 50 599

Ireland
Viatris Limited
Tel: +353 1 8711600

island
Icepharma hf.
Simi: +354 540 8000

Italia
Viatris Pharma S.r.1.
Tel: +39 02 612 46921

Kvnpog
GPA Pharmaceuticals Ltd
TnA: +357 22863100
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Lietuva
Viatris UAB
Tel: +370 52051288

Luxembourg/Luxemburg
Viatris

Tél/Tel: +32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1 465 2100

Malta

V.J. Salomone Pharma Limited

Tel: (+356) 21 220 174

Nederland
Mylan Healthcare BV
Tel: +31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris Healthcare Sp. z o0.0.
Tel.: +48 22 546 64 00

Portugal
Viatris Healthcare, Lda.
Tel: +351 21 412 72 00

Romaéania
BGP Products SRL
Tel: +40 372 579 000

Slovenija
Viatris d.o.o.
Tel: +386 1 236 31 80

Slovenska republika
Viatris Slovakia s.r.o.
Tel: +421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: +358 20 720 9555

Sverige
Viatris AB
Tel: +46 (0)8 630 19 00



Latvija United Kingdom (Northern Ireland)
Viatris SIA Mylan IRE Healthcare Limited
Tel: +371 676 055 80 Tel: +353 18711600

To mapév pvAiro 0dNYLOV ypiioNS avademp1)Onke Yo TELEVTALIO POPA oTIC:

Agntopepeic TANPoPopieg Yo T0 PAPLOKO adLTO eival S1BEGIUES GTOV SIKTLOKO TOTO ToL Evpomaikov
Opyoviopod @apudxmv: http:// www.ema.europa.eu
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