ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Pfizer 25 mg oxAnpd xoydiio
Pregabalin Pfizer 50 mg oxAnpd konydiio
Pregabalin Pfizer 75 mg oxinpé konydixio
Pregabalin Pfizer 100 mg oxAnpd koydxio
Pregabalin Pfizer 150 mg oxAnpd koydxio
Pregabalin Pfizer 200 mg oxAnpd koydxio
Pregabalin Pfizer 225 mg oxAnpd konydixio.
Pregabalin Pfizer 300 mg oxAnpd konydiio.

2. ITOIOTIKH KAI ITOXOTIKH XYNOEXH

Pregabalin Pfizer 25 mg cxAnpd kowdkio
Ka0e oxinpd kaydxio mepiéyet 25 Mg mpeyKapmaiivn.

Pregabalin Pfizer 50 mg cxAnpd kowdkio
Ka6e oxinpd kaydxio mepiéyet 50 mg mpeykamaAivn.

Pregabalin Pfizer 75 mg ciAnpd kowdkio
Ka0e oxinpd kaydkio mepiéyet 75 mg mpeyKapUmaAivn.

Pregabalin Pfizer 100 mg oxAnpd koydkio
Ka0e oxinpd kaydxio mepiéyet 100 mg mpeyKapmorivn.

Pregabalin Pfizer 150 mg oxAnpd koydkio
Kd&Be oicdnpd kaydkio mepiéyel 150 mg mpeyKapmaiivn.

Pregabalin Pfizer 200 mg oxAnpd koydkio
Kd&Be oicdnpd kaydkio mepiéyel 200 mg mpeyKapmaAivn.

Pregabalin Pfizer 225 mg oxAnpd konydxio
Kd&Be oicdnpd koydkio mepiéyetl 225 mg TpeyKopUmaAivn.

Pregabalin Pfizer 300 mg okAnpd konydkio
Kd&Be orcdnpd kaydkio mepiéyel 300 mg mpeyKapmaAivn.

"Exdoyo pue yvootéc 0paoels

Pregabalin Pfizer 25 mg ciAnpd kowdkio
Ka0e oxinpd kaydxio mepiéyet emiong 35 mg povovdpiki Aaktoln.

Pregabalin Pfizer 50 mg ckAnpd kowdkio
Ka0e oxinpd kaydxio mepiéyet emiong 70 mg povovdpiki Aaktoln.

Pregabalin Pfizer 75 mg ciAnpd kowdkio
Kd&Be oicdnpd kaydkio mepiéyet eniong 8,25 mg povoiidpucn Aaktoln.

Pregabalin Pfizer 100 mg oxAnpd koydkio
Kd&Be oicdnpd kaydkio mepiéyet emiong 11 mg povoiidpuc Aaxtoln.

Pregabalin Pfizer 150 mg okAnpd konydkio
Kd&Be oicdnpd kaydkio mepiéyet emiong 16,50 mg povoddpikn Aaktoln.




Pregabalin Pfizer 200 mg okAnpd konydkio
Ka0e oxinpd kaydxio mepiéyet emiong 22 mg povovdpiki Aaktoln.

Pregabalin Pfizer 225 mg oxinpd koydkio
Ka0e oxinpd kaydxio mepiéyet emiong 24,75 mg povoddpikn Aaktoln.

Pregabalin Pfizer 300 mg oxAnpd koydkio
Ka0e oxinpd kaydxio mepiéyet emiong 33 mg povovdpiki Aaktoln.

IMa tov TAnpn kaTdloyo TV KOOV, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H
Zichnpd ko akio

Pregabalin Pfizer 25 mg ciiAnpd kowdkio
Agvko, mov pépel Tnv emonpovon “Pfizer” oto komdxt kot “PGN 25 610 oo pe podpo perdvi.

Pregabalin Pfizer 50 mg ckAnpd kowdkio
Agvko, Tov pépel TNy emonpaveon “Pfizer” oto kamdxt ko “PGN 50 610 odpa pe povpo peiavt. To
OO0 PEPEL EMONG EMCNLLOVOT HE PLodpT| TALVIA.

Pregabalin Pfizer 75 mg ciAnpd kowdkio
Agvkod Ko moptokaAi, Tov eépel Tnv emonpavon “Pfizer” oto xamdxt kot “PGN 75” 610 ocdpo pe
Hovpo perdvt.

Pregabalin Pfizer 100 mg oxAnpd koydkio
[Toptokaii, mov eépet Ty emonpavon “Pfizer” oto kamdkt kot “PGN 100” 610 ocdpo pe povpo
UEAGVL.

Pregabalin Pfizer 150 mg okAnpd konydxio
Agvko, mov pépel v emonpovon “Pfizer” oto xomdxt kot “PGN 150” 6to ompa pe podpo peAdvL.

Pregabalin Pfizer 200 mg okAnpd konydxio
AVo1KT0 TOPTOKUAL, TOL PEPEL TNV emtonpavon “Pfizer” oto kamakt kKot “PGN 200” 610 ocdpo pe
LoOpO HEAGVL.

Pregabalin Pfizer 225 mg oxAnpd koydkio
A€guKb KOl OVOIKTO TOPTOKOAL, TOV PépeL TNV emonpavon “Pfizer” oto xamdxkt kot “PGN 225” 610
oMU PE HaPO LEAGVL.

Pregabalin Pfizer 300 mg okAnpd konydkio
AgvKkd Kol TopToKOAL, TOL PEPEL TNV emionuoven “Pfizer” oto kamdit kot “PGN 300” oto copa pe
Hovpo perdvt.

4, KAINIKEX IAHPO®OPIEX
41 OgpamevTiKég evoEiEelg
Nevporadntikdc Ttdvoc

To Pregabalin Pfizer evdeikvotot yio tn Oepomeio Tov mep1peptkod Kot KEVTPIKOD vevpomadntikon
TOVOL G€ EVIMKEG,.




Envnvyia
To Pregabalin Pfizer evéeikvoutol og copuminpopotikn Oepaneio 6 VAMKEG IE EGTIOKEG EMANTTIKES

kploelg e M yopic devutepoyevn yevikevon.

Awtopayn yevikevuévou éryyovg
To Pregabalin Pfizer evéeikvotat yia tn Oepomeio g Atatapaynig Ievikevpévov Ayyovg (AT'A) otoug
EVIAIKEG.

4.2  Aocoloyio Kol TPOTOS YOP1YNONS

Aocoloyia
H 660m xopaiveton amd 150 émg 600 mg npepnoing, yopnyoovueva gite og 000 1 G€ TPELG ONPNIEVES
d0GELC.

NevporaOntikog mévog

H 6epancio pe mpeykopmaiivn propet va apyicel pe pia d6om tov 150 mg nuepnoing, yopnyodueva
eite o€ 00O 1| o€ Tpelg dpnuéveg 60celg. Me Bdom TV omOKPIoT KOl TNV OVEKTIKOTNTO TOL KAOE
ac0evoug, n 6661 UTopEl, LETA o Eva Xpovikd daotua 3 €o¢ 7 nuepdv, va ovénbei oe 300 mg
nuepnoing, Kat, Eav eivat amapaitnto, otn puéylom d6on t@v 600 mg nuepnoing petd and Eva
TPOGHETO YPOVIKO SLAGTNHO 7 NUEPDOV.

EmiAnyio

H Bepancio e mpeykopmorivn uropel va apyicel pe pia d6om tov 150 mg nuepncing, yopnyovueva
€lte og OVO 1 o€ Tpelg dpnuéveg 060¢€lG. Me Bdaon TV andkpion KoL TV OVEKTIKOTNTO TOL KAOe
acOevovg, n 60on umopei va avéndei petd amd pia efdoudda, oe 300 mg nuepnoine. H péyiom doon
tov 600 mg nuepnoimg, uropel va exttevydel uetd omd pia emmiéov efdoudoa.

Arozopoyn yevVIKeUEVOD GyYOvS
H d60n xvpaivetar amd 150 £og 600 mg nuepnoimg, xopnyodueva o 600 1 TPEIS dSPNUEVES OOGELG.
H avéyxn ywo Oepaneio mpénet vo, eTaveEKTILATOL TOKTIKA.

H Oeponeio ue mpeykopmorivn umopei va Eexvioet pe pio 06om tov 150 mg nuepnoing. H 66om, pe
Bdon v atopukn amdKpIoT Kol TNV AVEKTIKOTNTA TOL acfevovg, umopel va avéndei ota 300 mg
nuepnoing, émetta amod 1 efoopdda. 'Encita and pia emmpdcodetn gfdopdda, n 66om pmopet va avéndet
ota 450 mg nuepnoiong. H péyiom d6on tov 600 mg nuepnoing uropsi va emtevydel Encrta omd pia
emumrpocetn efdopdda.

Aroxoni) ™S TpeYKOUTOAIVIG

SOUE®VO LE TNV 1YOOVGO KALVIKY TTPOKTIKT, EAV 1] XPNOT| TNG TPEYKAUTAAIVIG TPETEL VOL SIOKOTEL,
ovviotdrol 1 dtekom TG va paypotonom el fabaia, o dStdotnue TovAdyiotov 1 gfdopdadac,
aveEapmra oo Vv Evoelen (BA. mapaypdpovg 4.4 kot 4.8).

Neppwr) dvclettovpyia

H mpeykapmorivn amofdrietor 0md T GLCTNUOTIKT KUKAOPOPIK KLPIG LE OMEKKPIOT OO TOVG
VEPPOVC MG apeTdfAnto eappako. Kabdg n kédbapor g mpeykapmarivng sivar e00Emc ovaroyn g
KkdBapong g kpeatvivig (PA. mapdypago 5.2), n peiwon g 066o1Mg o€ acbeveic e emnpeacuévn
VEQPIKT] AerToLPYie TPEMEL VoL EATOLKEVETOL GOUP®VO pE TNV KaBapomn tng kpeatviving (CLer), 6nog
eaiverat otov [Mivaka 1, vmoroylopevn cOppova pe Tov okdoAovdo Tomo:

CLar(ml/min) = 1,23 x [140 - nhxia (77)] X Bépog (Kg)

(x 0,85 na yvvaikeg acOeveic)
Kkpeativiy opov (umol/l)

H npeykapmorivn amopakpivetal anoteAeoHaTikd omd 1o TAAc o pe atpoditon (50% tov
Qopurakov og 4 dpeg). I'io Tovg 0iobeveig TOV KAVOLV ALLOSIOALGT], T NUEPNOLL HOCT) TNG
TPEYKOUTOAIVIG TPEMEL VOL TPOCAPHOLETOL PACEL TNG VEPPIKTG Aettovpyiog. ExTdc amd tnv nuepnoa

4



0001, TPEMEL va, yYopyeital Kot ptio, GUUTANPOUOTIKY d00T AUEC®G LETA amd KAOe 4-mpr cuvedpia
otpodtAtong (PA. ivaxa 1).

Mivaxag 1. Mpocappoyi] T Adong g Hpeykapmarivng Baosr tng Neppikig Asttovpyiog

Kabapon YvvoMKi nuepfiola 6661
kpeaTwvivng (Cler) o A0GOLOYIKG YN
(ml/min) TPEYKOPTAAIVIG

Apyikn 66on Méyiotn 660m

(mg/Mmuépa) (mg/Mmpépa)
> 60 150 600 BID v TID
>30-<60 75 300 BID v TID
>15-<30 25-50 150 Amo& nuepnoing M

BID
<15 25 75 Ama nuepnoing
SoumAnpopotiky 66on Uetd v opodwiion (mg)
| 25 | 100 | Ano& 86on’*

TID = Tpetg dmpnuéves d00e1C

BID = Avo dupnpéveg d6c¢elg

*H cvvolkn nuepnota d6on (mg/Mmuépa) mpénet va dwpeital Onmg evdgikvotat amd To S060A0YIKO oYL DOTE
Vo TPOKLILTOLY ME/ddoM

*H copninpouotikny 86on sivar pio draé emmpocOetn 60om

Hratikn duciettovpyia
Agv amotteitol Tpocapproyn g 60omng oe aobeveig pe nratikn duoiettovpyio (BA. Tapdypapo 5.2).

Houdratpikodg mAnduopog

H acedieia ko amoteleospotikotto tov Pregabalin Pfizer oe moudid niikiog kdtm tov 12 etdv Kot
o€ gpnPovug (nhkiag 12-17 etmv) dev €xet anmoderyBel. Ta dwnbéoipua dedopéva TOL VITAPYOLY TPOG TO
TOPOV TEPTYPAPOVTOL GTIS TAPOYPAPOVG 4.8, 5.1 ko 5.2, aAld dev Pmopovv va Yivouv GUGTAGCELS Y10l
1 d0GoAOYia.

Huxiopévot
Xe nMkiopévoug acBeveic umopel va ypelaotel peimon g 600m¢ TG TPEYKAUmaAiving, Adym
LEIWUEVNC VEQPPIKNG Asttovpyiag (BA. Tapdypopo 5.2).

Tpoémog yoprynong
To Pregabalin Pfizer propei vo Aappdvetor pe 1 xopic tpoen.
To Pregabalin Pfizer eivou yio xpion amnd tov otdépatog pHovo.

4.3  Avtevoeitelg

YrepevoicOnoio 6tn dpacTiKi ovsia 1] 6€ KATOo1o and T EKG0Y TOV OVAPEPOVTUL GTNV TOPAYPOPO
6.1.

4.4  Ewwkég TpoetdomomGELS Kol TPoPuAGEEIS KaTd T ypion

Awfntikoi acBeveic

SOUE®VA LE TNV 1GYOLOVCO KAVIKT TPOKTIKT, Optopévol dtafntikol acbeveig, mov maipvovv Bapog
Katd tn Oepaneio Pe TPEYKAUTAATVTY, UTOPEL VA YPELOGTOVY POOUIGT) TV VITOYAVKOUK®OV TOVG
QOPUOKEVTIKMOV TPOIOVIMV.

Avtidpdoeig vrepgvoncnociog
Ao Vv anoktnBeica epmepio LETE TV KOKAOPOPIO TOL PAPLLAKOL GTNV ayopd £Xouv LITdpEet
aVaPOPES AVTIOPACEMY VIEPELALGONGIAG, CLUTEPIAAUPOVOUEVOV TEPITTOCEMY ayyeloodnatos. H




npeyKaumaAivn Oa TpETEL Vo SIAKOTTETOL AUECHS, OV ELPOVICOOVYV CUUTTOUATU OYYELOOONUOTOC,
OT®G 010N Lo TPOGMTOV, TEPIGTOLUTIKNG TEPLOYNE T AVAOTEPOL AVATVEVCTIKOV.

2oPapéc depuatikég avembBounteg evépyeieg (SCAR)

e oyéon pe t Bepameia pe mpeykapmaiivn Exovv avapepBel omdvia cofapéc depUaTIKEG
avemBounteg evépyeieg (SCAR), otic omoieg meptlapPdvoviorl o chvdpopo Stevens-Johnson (SJS)
kot 1 To&ikn emdeppukn vekpoivon (TEN), ot onoiegc umopei va glvan ametntucég yio tn {on M
Bavatneopec. Kotd t cuvtayoypdonon, ot acBevelg Bo mpémetl va eviep@VOVTOL GYETIKA LE TOL
ONUELN KO TO CUUTTAOMOTO KOl VO TTOPOKOAOVOOVVTOL GTEVA Y10 SEPLOTIKES OVTIOPACELS. €
TEPIMTOON EUPAVIONG ONUEI®V KOl GUUTTOUATOV TOL VITOONADVOLY TETOLEG UVTIOPACELS, 1| Bepameia
LEe TpEYKOUTOAIVN Bo Tpémet va dlakoTTETOL OpES®G Kol O Tpémet va, e&gTdleTon To EVOEYXOUEVO
YOPNYNONG EVOALOKTIKNG Oepamneiog (katd mepintwon).

Z4&An, vvnAdio, or®AELD GUVEIBNONC, GUYYVOT KOl EXNPEACUEVT] SLOVONTIKT) KATAOTAON

H 6epancio pe mpeyxapmaiivn €xel cvoyetiotel pe (OAn Ko vevnAia, wov propel va ovéncovy v
TOAVOTNTO TPAVLATICUOV Ao aTOYN LN (TTMGT]) 6TOVG NAKIOUEVOLS. 'Eyouv vtapéet emiong
aVaPOPEG AMMAELNG GUVEIDNOTG, GVYYVOTG KOl EMNPEACUEVNG SLAVOTTIKNG KOTAGTAGTC UETH TNV
KuKAOQPOpia TOL TPOTOVTOC GTNV ayopd. g €k TOVTOV, GTOVG acbeveig TPEmeL va dlveTol GLUPOVAN Vo
elvan mpocekTikol péEypt va e£01KeEImBoVV pE TIC TOAVEG AVTIOPAGELS TOL UTTOPEL VO £XOVV GTO
PAPLOKEVTIKO TTPOTOV.

AvTIdpacelg OYETIKEG IE TNV OPAoT

e eleyyopevec SoKIHEG, pio peyaivtepn avaroyio acBevav mov ehaupavay Bepaneio pe
TpeyKapumaAivn avépepav Bappog 6pacng, omd 6Tt acbeveig mov eAdpuPfovay Oepameio e EKOVIKO
QAPLOKO, TO 0010 OTESPALE GTNV TAELOYN PO TOV TEPICTATIKDV, LE T1 CLVEYIGT TNG XOPNYNONG. XTIG
KMviKEC peléteg oTic omoieg dtelnyOnie oPBoALOAOYIKOG EAEYYOC, 1| CLYVOTNTO ELEAVIONC LEIDONG
TNG OTTIKNG 0ELTNTOG Kot LETABOADY TOL OTTIKOD TTEdiov NTOV peyolvtepn o acbeveic mov
edapPovay Bepaneia pe mpeykaumaAivn, omd 6t o€ acbeveic mov eElapPavay Bepaneio pe grovikd
eapupako. H cuyvotnra euepdviong fubockomik®v petaforav ftav peyaridtepn o acbeveig mov
erdppavay Bepaneio pe guovikd eappako (PA. Tapdypoeo 5.1).

YV amoktbeioca gumelpio LETE TNV KLKAOPOPIO TOV PAPUAKOL TNV ayopd, Exovv avapepbel emiong
OTTIKEG aVETOVUNTEG EVEPYELEC, CLUTEPIAAUPAVOUEVC TNE OTTOAELNG Opacnc, TOL BauBovg dpacnc,
GAA®V LETAPOADV TNG OTTIKNG 0EVTNTAG, Ol TEPIGCOTEPES EK TMV OMOIWV NTAV TOPOIIKEC.

H dokomn ¢ mpeyKoumalivng Umopel va €xel oG amoTéAEGL TNV amodpoun 1| T Pertioon avtdv
TOV ONTIKOV GUUTTOUATOV.

Neoppw avendpkeio
"Exovv avapepbel Tepntdoelg vePpIKng aVETAPKELNS, KOl 0€ KOTOLEC TEPUTTMOELS LE TI OLOKOTN TG
TPEYKOAUTUAIVIG EYEL TOPOVGLOGTEL AVAGTPOPT CTHG TNG AVETIBVUNTNG EVEPYELNG.

AloKomY| GLYYOPN YOV UEVOV OVTI-ETUMNTTIKAOV QOPUOKEVTIKAOV TPOTOVTIMV

Agv VIAPYOVY EMAPKT CTOLYELN Y10 TNV OLUKOTT] GUYYOPNYOUUEVAOV OVTI-ETIANTTIKOV PUPUOKEVTIKMY
TPOTIOVTOV, OOTE, OTAV EYEL EMTELYDEL 0 EAEYYOC TOV CTMAGUMY LE TNV TPEYKAUTAAIVT ®G
cvumAnpouaTikn Bepaneia, vo diveton | TpeyKapmaiivy og povobepamneio.

ZVUQOPNTIKT KOPIIOKT) OVERAPKELD

Metd v KuKAOQOpio TOL PUPIAKOV GTNV 0yopd, £XOVV VTAPEEL AVOPOPES GLUPOPTTIKNG KOPOLOKNG
OVETAPKELOG, GE KATOL0VE 0oBEVEIC TOV EAAUPOVOY TPEYKAUTOAIVY. AVTEG Ol AVAPOPES
TOPOTNPOVVTOL KVPIMG € NAIKIOUEVOVS aoBeveis e kapdiayyelakd TpoPAnpata, Kotd T StapKeLn
Oepamneiog e TpeyKapumaAivn yio pio oo Tig vevporabntikéc g evoeitels. H mpeykapumaiivn Oa
TPEMEL VAL YPNCLOTOIEITAL LLE TPOGOYTN GE 0LTOVG TOLG aeBeveic. Me n dtakomh TG TPEYKUUTOATVIG
UTopel va amodpapel ot 1 avtiopoo.

Bepaneio Tov KEVIPIKOD VEVPOoradNTiKod TOVoL AdY®m BAGSNG ToV verTiaiov pveron
2 Bepameio Tov KeEVIPIKOL veVpomadnTIKoD TdVoL Adym PAAPNC Tov vorTiaiov poedov giye avénbei
YEVIK®OG 1) GUYVOTNTO ELPAVIOTG TOV AVETIOOUNTOV EVEPYEIDV, Ol AVETIHOUNTEC EVEPYELEG TOV




KEVIPLKOV VEVPIKOD GLOTHUOTOC Kol E101KOTEPA 1) VITVNALL. AvTd pmopel va amodobei oe pia
aBpoloTikn Opacn EALTIOG TV GLYYOPTYOVUEVOV QPUPHAKEVTIKOV TPOTOVTI®V (T.Y. PAPLOKO KATA TNG
OTOOTIKOTNTOGC) TTOL YpetdlovTot yio avTiv TNV Katdotaon. To yeyovog awtd Ba mpémetl va Aapfavetot
VIOYV OTOV GUVTAYOYPOQPEITOL 1) TPEYKOUTAAIVY GE QUTHV TNV KATAGTOOT).

AVOTVELGTIKN] KOTAGTOAN

"Exovv vap&et avapopég avamTveEVSTIKNG KATAGTOANG Papldg LOopeng Tov oETICETAL LE TN (p1on
npeykaumaAivne. Ot acBevelg e LeldpPéVN OVOTVEVGTIKT AELTOVPYIN, AVATVEVGTIKT 1 VEVPOLOYIKN
v0G0, VePPIKN SucAertovpyia, TAVTOYPOVN ¥PNON KATOCTOATIKGOV Tov KNX kot ot nMKiopévotl umopet
va S1aTtpéyovy VYNAGTEPO KivELVO VO TOPOVGLACOVY VTRV TNV avemlBOUNTN evépyeta fopldc HOpeNG.
Evdéyetar va amaitnBolv tpocsappoyég tng 06ome 6€ antovg Tovg acbeveig (BA. Tapdypapo 4.2).

AvTokToviKdc 1000610 KOl GUTOKTOVIKT) GUUTEPLPOPE.

AvToKTOVIKOG 10800 UGG KOl VTOKTOVIKT CUUTEPLPOPA EYOVV avapepBel e acbeveic Lo aywyn pe
OVTIETANTTIKG QAPLOKO Y10, O1dpopeg evoeilelc. Mol LETO-0VAALGT TOV TUYULOTOINIEVOY
eEAEYYOLEV®V LLE EIKOVIKO PAPLOKO LEAETAOV AVTIETANTTIKAOV QAPUAKOV EXEL EMioNg deiEel Lukpn
avENoT TOov KIVOOUVOL EKONAMOTG AVTOKTOVIKOD 1OE0CLOV KOl 0VTOKTOVIKNG CUUTEPLPOPAS. O
UNYovic oG avamTuENG ovTod Tov Kivovvou dev givatl yvawotds. 'Exovv mapatnpnbei nepiotatikd
OVTOKTOVIKOD 10€QG 0D KOl GUUTEPIPOPAC 0€ 0oOEVEIS VIO Ay®YN UE TPEYKOUTOAIVT TNV
peteykprtikn epmepia (PA. mapdypoeo 4.8). Mio emdNUIOA0YIKT LEAETT) GTNV OOl YP1CILOTO0NKE
OYEOUGLOC AVTOEAEYXOUEVNC HEAETNC (oUYKPIoNG TTEPLOd™V Bepameiog pe meptOdovg un Bepaneiog oe
éva dtopo) £dg1&e otoryeia avEnuévou Kivahivou vENG EUEAVIGTC BVTOKTOVIKNG CUUTEPIPOPAC Kot
BovdTov amd avtoktovia og acleveic VIO aywyn pe TPEYKAUTOAIv.

Ot acBeveic (ko o1 ppovTioTég TV acevav) Ba Tpénel va cupfoviedoviatl va avalnTnoovy 1oTpIkn
oLUPOVAN GE TTEPIMTMOOT TOV EUPOVIGTODY CTUELD AVTOKTOVIKOD 10000V 1 GLUTEPIPOPAC. Ot
acBeveic mpémel va mapoKolovBovvTal Y10 GUUTTOUATE AVTOKTOVIKOD 10£0CUOD KOl VTOKTOVIKNG
CLUTEPLPOPAG Kot Vo, epapudletal n KatdAAnAn Oepaneio. G mpénet va e&etdleton 10 evogyOUEVO
dtoKoT¢ TG Bepameiog e TPEYKUUTOAIVY OE TEPITTOOT AVTOKTOVIKOD 1OE0GUOD KOl GUUTEPLUPOPAC.

Meiwpuévn AE1ToVPYio TOV KATMOTEPOV YUGTPEVIEPIKOV GCOANVA

Ymapyovv avaQopEc TEPLOTATIKMV, LETA TNV KLKAOPOPTIO TOL TPOIOVTOC OTIV ayopd, GYETILOUEVA LE
HELOUEVT) AELTOLPYIO TOL KATMTEPOL YUSTPEVIEPIKOV GOANVA (T.). EVIEPIKN ATOQPUEN, TOPAAVTIKOG
€1Me0C, OVGKOIALOTNTA), LETA OO GUYYOPNYNOT TNG TPEYKOUUTOAVIG LE PAPLOKO TTOV EVOEYETAL VAL
TPOKAAEGOVV OLVGKOIALOTITA, OTIMG TO OTLOELDN avaAYNTIKA. OTov 11 TPEYKOUTOATVI Kot OTTLOELON
yopnynBovv pali, Ba tpénet vo Aappdvovtol pETpa Katd TG SLoKOIMOTNTAG (1O1TEPA GE YUVOIKEG
acBeveic Kot NAMKIOUEVOLG).

Tavtdypovn ypron Le omogdn

YUVIGTATOL TPOGOYN KATA T1 GLVTAYOYPAPNOT TPEYKOUTOAIVNG TAVTOYPOVA LLE OTLOELDT|, AOY® TOL
KIvoLvoL KataoToAng Tov KNZ (BA. mapdypago 4.5). Ze pia perétn achevav-uoptopmyv ypnotov
OTOEWMV, EKEIVOL 01 asBeveic mov ElaPay TPEYKAUTAAIVY TAVTOYPOVA LE £VOL OTIOELDEG TOPOVGIOGOY
ovénuévo kivovvo Bovatov mov oyeTileTon Le TO OTOELN GVYKPLTIKA LE T ¥PNoN ULOVO OTLOEODV
(otaBopévog Adyog cupmAnpopatikedv tbovotitov [adjusted odds ratio - aOR], 1,68 [95% Cl, 1,19
- 2,36]). Avtdg o avEnuévog kivéuvog mapatnpndnke o youniéc dooeig mpeykaumoiivng (< 300 mg,
aOR 1,52 [95% Cl, 1,04 — 2,22]) ko vanqpye 1 téon yio ueyaddtepo Kivouvo og vymAotepeg 606E1C
npeykopmaAivng (> 300 mg, aOR 2,51 [95% CI 1,24 - 5,06]).

AxotdAnin ypnon, mbavotnta katdypnong 1 eEdptnon

H mpeykapmorivn umopel va TpokaAEcEL PUPLOKEVTIKT EEAPTNON, 1] OO0 UTOPEL VAL TAPOVGIOCTEL O
Oepanevtikég 06ce1g. 'Exyovv avapepbel mepimtdoelg akatdAAning ypnong kat katdypnong. Ot acOeveig
LLE 1OTOPIKO KOTAYPTOTG OVCIMV EVOEYETAUL VO SLOTPEXOVY LYNAOTEPO KIVOLVO aKATAAANANG XPNONG,
KATAYPNONG Kot EEAPTNONG GO TNV TPEYKAUTOAIVY KoL 1) TPEYKOUTOAIVY Ba TpEMEL VoL xpNGILOTTOLELTOL
LE TPOGOYN o€ anTovg Tovg acbeveic. Ilpotod cuvtayoypaenel tpeykapumadivn, o Tpénel va
a&lohoyeital TPOoEKTIKG 0 KivOuVog aKATAAANANG Yp1oNGS, Katdypnong 1 e&aptnong tov acbevoic.

O acBeveic mov Aappdvovv Bepaneia pe Tpeykapmaiivn Ba Tpénet va tapakoiovbovviol yio



CUUTTAOLOTO OKATAAANANG XPTONGS, KaTdypnong 1 €EApTNoNG omd TV TPEYKAUTOAIVY, OTWOC N
avamTuEn avoyng, 1 avénon g 600NE Kal 1 GUUTEPIPOPA EMOIWENC EVPECNC PAPLAKOV.

2TEPNTIKG GLUTTOLLOTOL

Metd amd draxomn Bpoyuypoviog Kal pokpoypoviag Bepaneiag pe mpeykapmaAivn, £xovv mapatnpnoei
oTEPNTIKG cvpmTOpaTa. 'Exouv avagepfel ta mopakdtom copntopato: admvio, Kepaialyio, vavtia,
ayyoc, d1ippota., YPITAMOES GUVOPONO, VEVPIKOTNTO, KOTAOAYT|, CUTOKTOVIKOG 10EUGHOG, AAYOC,
onacuos, vrepdpwacio kot (dAn. H epedvion otepnTiKOV COUTTOUATOV HLETA TN SIOKOT TG
TPEYKOUTAAIVIC EVOEYETOL VO DTTOOEKVVEL PaPLaKeELTIKN Edptnon (BA. Tapdypapo 4.8). O acBevrg Ba
TPEMEL VO, EVILEPDOVETOL Y1t 0VTA Katd T Evapén g Bepaneioc. Eqv Oa mpémetl va dakomei 1
TPEYKOUTOAIVT], CUVIGTATOL CVTO VO, YIVETOL GTOOIHKA, GE dtdoTna TovAdyiotov 1 efdopddac,
ave&aptnto amd v Evoelln (BA. mapdypago 4.2).

Yroopol, copmepiiapfavopuévon Tov status epilepticus Kot T@V GTAGU®OV YEVIKELUEVNG ETANYIAG,
umopel va epeavicfov katd T SEPKELD XPNOTG TG TPEYKOUTOAIVIG 1] GOVTOUO LETH T OLOKOTH TG
TPEYKOAUTUATVIG.

Avoopikd e T dlakomn Hokpoypoviag Oepameiog e mpeykaumaiiv, To SES0UEVH VTOSEIKVOOVY OTL
1N GLYVOTNTO ELPAVIONC KoL 1) BopOTNTA TOV GTEPTTIKOV GUUTTOUATOV UTOpEl va. givar
d0G0eEUPTMUEVEC.

EykepalondBeio
"Exovv avapepbel mepiotatikd eykepoionadeiog, kKuping og acheveic |le VTOKEINEVES KATAGTUCELS TOV
umopel va TpokoAécovy gykepaiondoeia.

Iuvaikeg o€ ovamapaymyn nikio/AviievAinyn

H ypnon tov Pregabalin Pfizer kotd to mpdto tpipnvo g kdnong evoéyetar vo, Tpokaiécetl ueiloveg
ovyyeveig avopoiiec oto ayévvnro mtondi. H mpeykapmalivny dev Bo mpémel va ypnoipomoteital Kot ™
SLapKeELOL TNG KUMOMG, TOPE LOVOV €AV TO OPELOC Y10 TN UNTEPA EIVOL COQMG LEYOADTEPO GO TOV
duvnTikod kivouvo yia o EuPpvo. Ot YOVaiKEG G OVOTOPUY®YIKT NAIKIN TPETEL VAL YPTCYLOTOLOVV
QITOTEAECUOTIKY OVTIGOAA YN KaTd T dtdpkeia ¢ Oepameiog (PA. Tapdypapo 4.6).

Avcave&io otn Aaktoln

To Pregabalin Pfizer nepiéyet povoidpikn Aoktoln. AcBeveic e omavia KANPOVOUIKE TpoAf oo
dvoavetiag oty yoraktoln, v EMietyn Aaktdong Lapp i thv dvcamoppoenon yAvkolns-
yoraktolng, dev Ba mpémel va AapBAvouV ovTo TO QUPHOKELTIKO TPOTOV.

[epiektikdnTO GE VATPLO

To Pregabalin Pfizer nepiéyet Mydtepo and 1 mmol varpiov (23 mg) avé okAnpd koydkio. Ot
acBeveic mov axoAovBovv dlanteg pe YounAn TPOGANYN vATPiov HTOpPovV Vo evHEP®BOVY OTL QLT TO
(QOPUOKEVTIKO TTPOTOV etvan «eAevbepo vaTpiovy.

45 Almiemopaocseig pe GAA0 QUPROKEVTIKA TPOIOVTA KOl GAAES HOPPES AAANAETIOPAONG

H mpeyxaumorivn, dev givar mhavd va TpoKaAEGEL 1] VO VTTOGTEL PUPUOKOKIVITIKEG CAANAETLOPACELS,
kaOd¢ amekkpiveTal Kupimg apeTdfAnTn oTO 0VPA, VEIGTATAL ACTUAVTO LETUPOAGUO 6TOV GvOpmT o
(< 2% g d6oNg avakthOnKe oo 0Vpa G LETAPOAITES), OEV AVAGTEAAEL TO LETABOAIGLO TOV
QOPUAK®V IN VItro Kot 3ev GUVOEETAL LUE TIG TPOTEIVEG TOL TAAGLOTOG.

In Vivo peléteg Kor @apuoKoKivnTikn avéivon og deiypa TAnbuouon

Katd cuvéneia, o pehéteg in Vivo, dev mapatnpnOnkoy KAvikd a&loonueidTtes QoproKOKIVITIKES
OAANAETOPAGEIC LETAED TNG TPEYKUUTAATIVIG Kol TS @ovuTOtvig, TG KapPapalenivng, Tov
BaAmpoikov 0&€og, TG AAPOTPLYIVIG, TG YKOUTOTEVTIVIG, TNG Aopalemaunc, Tng oEukmodvnec | TG
a18avorng. DopUoKOKIVNTIKY avaAvoT o€ detypo TANOLGHOD £0€1EE OTL TO GO TOV GTOMOTOC
avTIOWPNTIKA, TO SIOVPNTIKA, 1) IVGOLAIVT], 1| avOPapPitdAn, 1 TIoyKOUTiv) Kot 1) TOTLPOUATY OV
glyov KAwikd onpovtikny dpdon oty KaBapon g TpeyKoUmTaAivig.




ATO TOV GTOUOTOC AVTIGUAANTTIKG, VOPaB1oTEPOVT KOo/T) ctBuvVUAOIGTPASIOAN

H ovyyopnynon g npeykoumoiivng 1e to amd ToV GTOUATOS AVTICVAANTTIKG vopaifioTtepovn Ko
010vvVL01GTPAdIOAN deV EMMPEALEL TN POPUAKOKIVITIKT O GTAOEPOTOMUEVT KATAGTACT], KOOGS OTO
T1G 00O OVGIEC.

DopuokevTIKd TPOidVTO OV EMNPEALOVY TO KEVTPIKO VEVPIKO GUGTNLOL
H mpeykapmorivn mBavov va evicyvoet ) dpdon g abavorng kot tng Aopalendunc.

Xy omoktnBeica gumelpio Letd TV KOKAOQOPio TOV PUPIAKOL GTIV 0yOPd, VITAPYOVY AVAPOPES
OVOTTVEVOTIKNG AVETAPKELOG, KMUATOG Kot Bavatov og acbeveic ol omoiol Aapufavouv TpeyKapumoiivn
KOl OTTLOEWN] KoM GAAD POPUOKEVTIKA TPOTOVTO KATAGTOANG TOV KEVIPIKOD VELPLKOD GUGTILOTOC
(KNY). H mpeykoumorivy eaivetat 6Tt dpa afpototikd eni tng dpdomng g 0EVKmAOVNG 6TV EKITTMGN
TNG VONTIKNG KOl TNG GUVOAIKNG KIVITIKNG AELITOVPYIOG.

AlMnAemdpdoeic Kot NMKIOUEVOL
Agv &xovv de€aybel el0u€C LEAETES PUPLLOKOSVVOLUKNG OAANAETIOPAOTG 08 NAMKI®UEVOLG E0EAOVTEC.
Mehéteg arlnienidpaong Exovv deaybel pudvo oe eviiikeg,

4.6 Tovipotnra, KOO Kot yarovyio

luvaikec o avomapaymykn nMkio/AviicbAinyn
O1 yuvaikec 6€ avamopay®ytk NMKio TPETEL VoL YPNOUYLOTOLOVV OTOTEAECUATIKY OVTIGUAAN YT KATA
™ ddpketa ™ Oepameiog (PA. Tapdypopo 4.4).

Kdvnon
Meléteg og mepapotolma £0e1&av ToEIKOTNTA TNV AVaTOPAYOYIKY tkavotnTa (PA. Tapdypago 5.3).

"Exet kataderyBel 6Tt N Tpeykapmorivny S1amePVA TOV TAAKOVUVTO GTOVG apovpaiovg (PA.
mopdypoeo 5.2). H mpeykapmodivn evoéyetot vo dlomepvi ToV TAAKOOLVTO TOL avOp®TOL.

Mzeiloveg ovyyeveic Suopopoieg

To dedopéva amd o okavovapikn HEAETN Tapatpnong o€ teplocotepes amd 2.700 eykupoovveg
OV EKTEOMKOV G€ TPEYKAUTAAIVI KATA TO TPDOTO TPIUNVO KATESEEAY VYNAOTEPO EMTOALAGLO
pellovev ouyyevav ducpopelav (MEA) petaéd tov Tadiotpikod TAnbucpot (Cmvtog 1 Bvnotyevoic)
oV eKTEONKE 0NV TpeyKapmarivn e cOykpilon pe Tov mAnbvoud mov dev extédnke (5,9% évavtt
4,1%).

O xivévvog MEA peta&d tov madtatpkol TANOLGHOD oV eKTEONKE TNV TPEYKAUTOAIVY KOTA TO
TPMOTO TPIUNVO NTAV EAAPPDS VYNAOTEPOG GE GLYKPLOT e ToV TANBLoUO oL dev exTéONKe
[TpocaploGHEVOG AGYOG EMMAAGLOD Kot dtdoTnua epmietoovvng 95%: 1,14 (0,96-1,35)] ka1 og
ovykplon pe Tov Tnbvoud mov eiyxe extedel ot Aapotpryivn [1,29 (1,01-1,65)] | ot viovioetivn
[1,39 (1,07-1,82)].

Ot avaAOGELG Y10 CUYKEKPIHEVEG OVGHOPPIES KATESEIEAY VYNAOTEPOVS KIVOHVOLG Y10 SUGHOPPIES TOL
VEVPIKOV GUOTHUATOS, TOV 0QOAALOD, GTOUATOTPOCOTIKEG OYIOTIES, OVGUOPPIEC TOL OVPOTOLNTIKOV
KoL SVCUOPPIEG TV YEVVITIK®Y 0pYAvaV, 0AAG ot apBuol gival pkpol kot ot EKTIUNOELS sival
avakpiPeic.

To Pregabalin Pfizer 6ev mpémetl va ypnoyionoleitar Kord T S1apKeLo, THG EYKVUOGUVIG EKTOC GV givart
COPOG aTapaitnTo (E4V TO OPEAOG YOl TN UNTEPA VIEPKAAVTTEL CAPADS TOVG THAVODS KIvdHVOLG Y10l TO

uppoo).

Oniacpodg

H mpeykapmorivny amexkpivetol oto untpiko yaia (PA. mapdypoeo 5.2). H enidpaon g
TPEYKAUTAAIVIG oTo veoyva/Bpéen etvan dyvoot. Ilpénetl va amopaciotel edv Oa dokomel o
OnAacuodg 1 Ba draxomel 1 Bepaneia pe TpeyKapmaiivn, Aappdvovtoc voyn 1o dpeiog Tov OnAaciol
Yo TO Todi Ko To 0QeX0g NG Bepameiog yio Tn YUVaiKa.



Fovoma
Agv vapyovy KAVIKE 6£S0UEVE GYETIKA HE TIG EMOPACELG TNG TPEYKAUTOAIVIG GTN YuvoiKeio

YOVILOTNTAL.

e pio KAVIKn doKun yio v aEloAdynon g enidpacng TG TPEYKOUTAAIVIG 6TV KIVNTIKOTNTO TOV
OTEPLATOC, VY APPEVH ATOLN EKTEBNKOY TNV TPEYKAUTAAivT, e pio d6on tv 600 mg/muépa.
Metd and 3 unveg Bepomeiog, 0ev VINPYAV EMOPAGEIC GTNV KIVNTIKOTITO TOL CTEPLLOTOC.

Mia pedétn yovipotntog o€ OnAvkong apovpaiovg xet dei&etl avemBouunteg ETOPACEL GTNV
avamopoywyn. MeAETEG YOVILOTNTOG G€ OPGEVIKOVG apovpaiovs £xovv Ogi&et avemBounteg emdpacelg
oTNV avamapoy®yn Kot thy avantoén. H khvikn onuacio avtdv tov evpnuatov sivar dyvoot (PA.
nopaypao 5.3).

4.7 EmOpacels oty IKavOTnTo 001Y101NG KOl YELPLCROV PN aVI|LETOV

To Pregabalin Pfizer propel va €xgt pucpn 1 pétpia nidpacn oty tkovotnta 0dnynons Kot XEptoov
unyovnuétwov. To Pregabalin Pfizer prnopei vo mpokaréosst {oAn Kot vvnAia Kol ETOUEVOC, UTOPEL Vo
EMNPEACEL TNV TKAVOTNTO 00N YNOTNG KOl XEPIGUOD UNYovNUAT®V. XTovg acheveic Tpémet va divetat
ouUPovAN va unv odnyodv, va pun yewpilovron ToADTAOKE UNYOVALLOTO KoL VO LIV TOiPVOUV HEPOG GE
EVOEYOUEVMG EMIKIVOVVEG OpacTNPLOTNTES, LEXPL VA YIVEL YVOOTO €4V ALTO TO QOPUOKEVTIKO TPOIOV
emnpedlel TNV IKOVOTNTO TOVS VO, EKTEAODY OVTEC TIG OPOTTNPIOTNTES.

4.8 AvemOOunteg evépysieg

10 KAMVIKO TPOYPOLLLO. TG TPEYKOUTOAIVI G cuppeteiyay mhvo amd 8.900 acbeveic mov e€etébnoav
OTNV TPEYKOUTOAIVY, €K TV omoimv mhve amd 5.600 cvppeteiyov o SutAd-toAég pehétec,
eLEYYOLEVES LE EIKOVIKO PappoKo. Ot o cuyva avapepOpeves ovemBounteg evépyeteg rav {aAn kot
vvnAia. Ot avemBounteg evépyeleg frav cuviBwg Mg £0¢ PETplag PapdtnToc. Xe OAES TIg
ereyOpEVES HEAETEC, TOL TOCOGTA S10KOTHG AOY® avemBuunTev evepyelmv Ntav 12% yio acbeveic mov
MpPavay Tpeykapmorivn kot 5% ya acBeveic mov AdpPavay gikovikd eappoko. Ot o cuyves
avemBouNTEG EVEPYELEC TOV 0dNyoVoaY GE dlakomn Tng Oepameiog pe mpeykoumorivny nrov n {aAn kot
N vavniia.

Oleg o1 avemBounTeg EVEPYELEC TOV TAPOVGIACONKOV GE TOGOGTO PEYOADTEPO GO CVTO TOV
EIKOVIKOD QOPIAKOD KOl GE TEPLGGOTEPOLS TOV €VOG aobeveic, Tepthapupdvovtal 6Tov mivaka 2 Tov
axolovBei katd kKoTnyopia kot cuyvotnTa (ToAd cuyvés (> 1/10), cuyvég (> 1/100 émg < 1/10), oy
ovyvég (= 1/1.000 émg < 1/100), omavieg (> 1/10.000 éwg < 1/1.000), ol omdvieg (< 1/10.000), un
YVOOTEG (dgv pumopobv va ekTiunbovv e Paon ta dobéciua dedopéva)). Eviog kabe katnyopiog
GLYVOTNTOG ELGAVIOTG, Ol avemBOuNTeS evépyeleg TapatiBevtol Katd Bivovca cepd coPapdtnrags.

Ot avemBOUNTEG EVEPYELEC TTOV TEPTYPAPOVTAL, UTOPEL ETioNg Vo oeTILOVTOL [LE TNV VTOKEIUEVT] VOGO
KO/ TO GUYYXOPNYOVUEVO POPLOKEVTIKE TPOTOVTAL.

21 Bepameio Tov KEVIPIKOD vevporadnTiKoD Tovoy eéattiog PAAPNG ToL voTiiov poehov giye
avENOEL YEVIKMG 1) GUYVOTNTO ELPAVIOTG TOV AVETIOOUNTOV EVEPYELDV, Ol AVETIOOUNTEC EVEPYELEG TOVL

KN ko eidkotepa n vovnhia (PA. wapdypago 4.4).

Emmpdcbeteg avtidpdoeic mov avapépbnkay and v amoktndeica epmelpio HETA TNV KUKAOQOPIO TOL
POPUAKOV OTNV 0yopd, CUUTEPIAUPAVOVTOL LE TAGYLO YPALLLUATO, GTOV TOPAUKATE TIVAKA.
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ivaxag 2. AvemOBopnteg Evépyeieg g Hpeykapmarivig

Koatmyopia/Opyaviké AvemOounreg Evépyereg ®appdrxov

Yovotnuo

AONDOEELS KON TAPUGITAOGELS

Yoyveéc Pwogapvuyyitida

AWTOpayYES TOV CILOTOUTIKOD KUl TOV AEUPIKOD GLOTI|LATOG

Oy ovyvég Ovdetepomevia

AWTopay£S TOV AVOGOTOUTIKOD GUGTILATOG

Oy ovyvég YrepevaioOnoio

Yrhvieg Ayyerooidnua, oliepyixn ovtiopoon

Awtapayéc Tov petofoiopod kot g Opéyng

Zoyvég Opedn avdnpévn

Oyt ouyvég Avope&ia, vroyAvkaipio

Yoyotpikég Avotapayés

Yoyveéc Eveopun cuvarsOnuatikn d1édbeomn, odyyvon, evepebiotdotnra,
OUTOTPOGUVOTOAMGUOG, ODTTVIL, LEWUEVT YEVETOLO OpUN

Oyt ouyvég YevoaicOnon, kpion mavikov, avnovyio, 0iéyepon, katdOiwym,

KaTaOMmTikn dtdbeon, e€npuévn cuvatoOnuotikn diabeon,
emBeTikOTHTO, SIOKVUAVGELS TNG CLVOLGONUATIKNG d1abeonc,
OTOTPOCMTONOING, SVGKOAMA aviKANoNG AéEemV, dloTapayUEva
OVELPO, AVENUEVT] YEVETNOLOL OPLT, vopyacuia, amdOeia

Xmavieg Apon avacTOANG, OVTOKTOVIKT GUUTEPIPOPA, BVTOKTOVIKOG
10€0GOC

Mn yvootég Dapuoxevtikn eCaptnon

AwTopay£S TOV VELPIKOD GLGTILATOG

[ToAb cvyvéc Zé&An, vrvniio, KepoAodyio

Yuyvég Ata&ia, un eUOIOAOYIKOC GLVTOVIGHOG, TPOUOG, dvcapBpia,

opvnoio, ENPEUCUEVT] LV, SLOTOPOYT OTNV TPOCOYN,
mapotctnoia, vrocOnocio, KATAGTOAR, dlaTopay TG IOOPPOTING,
Mbapyog

Oy ovyvég Xvykomn, MBapyog, LLOKA®VOC, armielo cvveionong,
YOYOKIVNTIKN VEPKIVNTIKOTNTA, dvoKivnoio, Cahn Béong, TpoLog
KT TIC EKOVGIEG KIVIIGELG, VOOTUYUOG, VOT|TIKN dtoTapoy,
EMNPEQCUEVT] FLAVONTIKY KOTATTAOH, SOTOPAy AOYOV, EAUTTOOT)
OVTOVOKAOGTIKOV, VIEpactnacia, aicOnon kavcov, aysvoia,
oloOnuo kaxovyiag

Xrdvieg 2raoiol, ToPOC Ui, VITOKIVNGia, duaypapio, TUPKIVGOVIoUOG
Op0aripkég dwatapoyég

Yoyveéc Opaon Bopmn, Sumdonio

Oy ovyvég ATOAELD TEPUPEPIKNG OPACTG, OTTIKT] OLALTOPOYT], OIOTLLOL TOV

0POOApOD, EAAEO OTO OTTTIKA TTEdia, OTTTIKT 0EVTNTO PELOUEVT,
TOVOG ToL 0PBaAL0Y, acBevamio, pwtoyia, ENpoedaiuia,
dokpvppote aVENUEVT, EpEBIoUOG TOV 0QOUALOD

Yrhvieg Anwlero opaong, kepatitida, OPOOT) KATA TNV OTOI0, TA OVTIKEILEVEL
@OIVOVTOL TOAOVTEVOUEVA, GAAOLMUEVT] OTTTIKY| OVTIANYT TOL
Bébovc, podpiaon, otpaPionds, Adumov PAELLN

Awtapayés Tov OTOS Kot Tov AafvpivOov

Yoyveéc Tayyog

Oy ovyvég Yrepoaxoio

Koapowokéc owotapayég

Oyt ouyvég Tayvkapdio, KOATOKOIAMAKOG ATOKAEICUOG TPMOTOL Babuov,
oAePoxoppikn Ppadvkapdio, copUPopNTIK) KOPOLOKH OVETRGPKELO,

Yravieg Taparaon drootiuotos OT, pleforxoufikn tayvkapdia,

oAeforopfikn appubuia
Ayyerokég droTapayés
Oy ovyvég Ymotoon, vaéptaot, EEAVELS, EEaym, TEPLPEPIKN WYLYPOTNTO
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Koatmyopia/Opyaviké AvemOounrteg Evépyereg @appdrxov

ZOGTNUO

AWTOPaYES TOV UVATVEVGTIKOD GUGTI|LATOS, TOV 0D PaKa KOl TOV pecofmpakiov

Oy ovyvég Avcrnvola, emictaén, fIy0s, PLVIKT GUUEOPNOT], PVITIOW,
pOYYOANTO, EnpodtnTa prvikol BAevvoydvou

Xmavieg Ivevuoviko oionua, GLCELYKTIKO aicOnua Aatpon

Mn yvootég AVOTVELGTIKN KOTOGTOAN

AWTapay£S TOL YOOTPEVTEPLKOV

2oyveEc "Epetoc, vavtia, duokotMmdtra, didppoioa, LETEDMPICUOS, O TOON
g Kotkiog, Enpootopio

Oy ovyvég Tlaotpooisopayikn TaAvIpOUNGT), VITEPEKKPLOT] GIEAOV,
vraloOncio oTOHOTOC

Xmavieg Aocxitng, Taykpeatitida, oidnuo ylwooog, duoeoyia

AWTapay£s TOL NTATOG KAl TOV OANPOpmV

Oy ovyvég Avénpéva nrotikd Evlopo™®

Xmhvieg ‘Tktepog

[ToAv omdvieg Hratum averdpkela, nrotitidn

AWTapayés TOL OEPRATOS KOL TOV VITOSOPLOV 16TOV

Oy ovyvég E&avOnpa Bratidmoes, kvidwon vrepldpwaoia, Kvyouog

Yrhvieg To&xn emdeppurn vexpoloon, abvdpouo Stevens-Johnson, kpvog
W0pATOG

AWTopayES TOV HVOGKELETIKOV GVGTHIOTOS KOL TOV GUVOETIKOD LGTOV

Yoyveéc Mvikn kpdpumo, apBporyia, ocpuaryio, TOVOG 6 AKPO, AVYEVIKOC
omac oG

Oy ovyvég Adykoon dpBpmong, poadyio, LOTKEC OEGUODCELS, ALYEVOAYIQ,
poikn dvokoapyio

Yrhvieg Papdopvodrivon

AWTOPAYES TOV VEQPAV KOL TOV 0VPOPOPMV 00®OV

Oy ovyvég Axpdreio ovpwv, ducovpia

Yrhvieg Nepptkn| avemdpkeLo, OAMyoLPia, KATaKpATHon 00pwY

AWTOpayES TOV AVATAPAYOYIKOD GUGTI|LOTOS KOl TOV LAGTOV

Yoyveéc ZTUTIKN duoAELTOVPYiN

Oy ovyvég XeEovalikn dveAeltovpyia, KaBLOTEPTOT EKOTTEPUATIONG,
duounvoppota, LasToduvia

Xmhvieg Apnvoppota, £Kkpion paotov, avénon tov peyébovg Tov pacTov,
YOVOULKOUOOTIO!

Cevikég draTapayés Kol KATUOTAGELS TS 0000 yopriynong

Yuyvég Oidnua Teppepkd, oidna, PASICUA U1 PVGIOAOYIKO, TTMOGCT,
aioOnon pédng, aicOnon un euoloAoyiky, KOTMoN

Oy ovyvég T'evikevuévo oidnpa, oidnuo rpocwmov, oicnua cVoPLYENG Tov
Ompoaxka, dAyog, Topeéia, diya, piyn, eacbévion

Hopoxivikég e€etdoslg

Yuyveéc Zopotikd Bapog avénuévo

Oy ovyvég Kpeatvopmopokivdon aipoatog av&nuévn, yAokoln aipotog
av&nuévn, apBIog AUOTETOAM®V HEIOUEVOS, KPEATIVIVT] OiLATOG
ovENEVN, KAALO OHIOTOC LEIMUEVO, COUATIKO BAPOC LELOUEVO

Xrdvieg Ap1Bu6g AEVKOKVTTAP®V PEIOUEVOG

* Apwvotpaveeepdon g araviving avénuévn (ALT) kot aomaptiki apvotpavopepdon avénpévn (AST).

Metd amd drakomn Bpoyuypoviag Kal pokpoypoviag Bepaneiag pe mpeykapmaAivn, £xovv mapatnpnoei
oTEPNTIKG cvpmTOpaTa. 'Exouv avagepBel ta mapakdtom copntopato: admvio, Kepaialyio, vavtia,
ayyoc, d1dppota, YPITAMOES GUVOPONO, GTAGUOTL, VEVPIKOTNTO, KATAOANYT), CLTOKTOVIKOG 1OEACGOG,
dlyoc, vepdpwaoio Kot {AT. AVTE TO GUUTTOUATO EVOEXETAL VO VITOONADVOLY QAPLOKEVTIKN
eEdptnon. O acbevic Ba mpémel va evUepMVETOL Yio VTA Katd TV Evapén g Oepoameiag.

12



Avaopikd pe T dtakomn pakpoypoviag Bepaneiog pe TpeyKapmaiivn, Ta dedopéva vTodetkviouy OtL
1N GLYVOTITA ELPAVIONG KOL 1] GOPAPOTNTA TV GTEPNTIKMOV CUUTTOUATOV UTopel va givat
docoeaptmpeveg (PA. Tapaypdpovg 4.2 kot 4.4)..

Houdratpikodg mAnduopog

To mpoik acpdieiag TG TPEYKOUTAAIVIC TOV TapUTNPNONKE GE TEVTE TALSIOTPIKEG LEAETEC GE
ac0eveic e e0TIOKEG EMANTTIKEG KPIoELG e 1 Yopic devTEPOYEVT] YEViKELOT (LEAETN
OTOTEAEGLATIKOTNTOG KOl acpiietog Otdpketag 12 efdouddmv oe acbeveic nhikiog 4 g 16 etmv,
n=295, ueAétn anoTeEAeGLATIKOTNTOG Kol acPArelag dtapkelag 14 nuepdv og acbeveig nakiog 1 pnvog
€0¢ KATO TV 4 €TdVv, n=175, LEAETN POPUAKOKIVIITIKNG KOl LEAETN OVEKTIKOTNTOG, N=65 Kot dVo
peAéteg 1 €Tovg, aVOIKTAG EMGNUOVOTG, LETA TIG LEAETEG AoPiAElng, n=54 Kot n=431) tav Tapdpolo
ue avtd oL TapaTNPNONKE OTIC HEAETEC evAiKk®Y aoBevav pe emtAnyio. Ot o cuyvég avemBOunTeC
eVEPYELEG TTOL TTapaTnPNONKav ot perétn 12 efdouddwv pe ) Bepaneia pe Tpeykapmorivny nTav
vvnAla, Topeéia, AOTUOEN TOV OVAOTEPOL AVOTVEVCTIKOD GUGTNUATOG, OPEEN aLENUEVT], COUOTIKO
Bapoc avénuévo kar pvoeapuyyitida. Ot o cuyvég avemiBOunTeg evEPYELEC TOV TapaTnPNONKAY G711
ueAétn 14 nuepav pe ™ Bepomeio pe Tpeykaumorivn nray vavniia, Aoipmén Tov avaTepoL
OVOTTVELGTIKOD GLGTNHATOG Kot Tupesia (PA. mapaypdapovg 4.2, 5.1 kot 5.2).

Avopopd mlavoloyobuevav avemBOuntmv vepyeldv

H avagopd mboavoroyodpuevov avemBountov evepyeimv PETH amd T YopnyNnon adelog KukAopopiag
TOV QUPUOKELTIKOD TPOIOVTOG elval onpavtikn. Exitpénet tn cuveyn mapoakolobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOTdVTOG. Znteitor amd Tovg emayyeAoticg vyeiag va
aVOPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG QVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOV GLGTNILOTOG
avapopds mov avaypdeeton oto [Hopdptmua V.

4.9 Ynagpdocoloyio

Ymv anoktnbeioa sumepio HeTd TNV KLKAOPOPIO TOL PUPIAKOV GTIV 0yopd, Ol TO GLYVA
ovapEPOLEVEG OVETIOOLNTESG EVEPYELES, Ol Omoieg elyav TapatnpnOel pe v vepdocoroyia TG
TPEYKAUTAATVNG cLUTEPIEAGUPAVOY VITVIALD, GUYYVTIKY KATAGTOOT, SIEYEPOT| Kol oviiouyia.
Avaépnkay emiong emAnmticég Kpioes.

€ OMAVIEG TEPITTMGELS, EXOVLV avaPEPHEl TEPIOTATIKA KOUOTOC,

H 6epancio g viepdocoroyiag e TpeyKapTaAivn TPEMEL v TEPIAAUPAVEL TA YEVIKA VTOGTNPIKTIKG
HETPO KoL i0M¢ apodtoion, eav givarl arapaitnt (BA. mapdypagpo 4.2 IMivakag 1).

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®oppoKodVVUPIKEG 1O1OTNTEG

DdappokobepamenTiky Katnyopio: AVI-EMIANTTIKA, AL avTI-ETANTTIKG, Kodwkog ATC: NO3AX16

H dpoaotikn oveio mpeykapmaiivn eivol avéioyo tov y-apvoBovtupikod o&éog [(S)-3-(apvouédoi)-5-
uebvie&ovoikd 0&v].

Mnyovicuog dpdong
H mpeykapmaiivny cuvoéetor o€ Lo ETKOVPIKT LITOOUASN (02-0 TPMOTEIVN) TV EVEPYOTOLOVUEVOV ATTO
Spopd SUVOUIKOV SLVA®V ACGPECTION OTO KEVIPIKO VELPIKO GUGTN M.
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KAwvikn ommoteAECUOTIKOTITO KOL 00 QAAELD,

NevporaOntiog movog

AmotelecpotikotnTo £xetl derybel o doKIUEG Yo StapnTikn vevpordbeto, pebepmntikn vevpaiyia Kot
BAGPN Tov vortiaiov puelod. H arotedecpatikdtnta dev Exel diepevvndel oe AAAeG LOPPES
veLPOTABNTIKOD TOVOUL.

H mpeykoumorivn éxel puehetOei oe 10 edeyyoueveg KAVIKEG SOKIUES, O1apKeLaG EmG 13 efdouddmy e
docoloyia 600 popéc Ty nuépa (BID) kot didpketag Emg 8 efSouddmv pe S0c0A0YIO TPEIC POPEC TNV
nuépa (TID). I'evikd, ta TPOIA AGPAAELNG KO OTOTEAECUATIKOTNTOG Y10l TO. SOGOAOYIK(A GYNLOTO
BID «on TID, Ntav mapopota.

e KAMVIKEG SOKIHEG dtdpkelog £mg 12 efOOUAdMV Yo TOV TEPLPEPIKO KO TOV KEVTIPIKO VELPOTTOONTIKO
woVo, Heiwon Tov Tovov mopatnpninie and v 1M ERdoudda kot dtatnpnonie katd tnv ddpKeo TG
Oepameioc.

e eleyyopevec KAMVIKEG SOKIIEG OTOV TEPLPEPLKO VELPOTTAONTIKO TTOVO, 35% TV 008EVAOY TOL TOLG
xopnynnke mpeykapmarivn kot 18% tov acBevav mov elapfavay guovikd eappako, etyav 50%
Beitioon oty Paduoroyia wévov. I'o Tovg acbeveig mov dev mapovoiacay vavniia, vt N Pedtioon
napatnpnnke 610 33% TV 000evAOV TOL TOLG YOPNYNHONKE TPEYKapuTaAivn kot 18% TtV acBevav
7ov eAauPavay gucovikd eapuako. I'ia Toug acbeveig mov Tapovciacay LIVNAIL, T0 TOCOGTA
avTamokpiong nTav 48% yia tnv mpeykopmaiiviy Kot 16% yio To E1KoViKO QAPLLOKO.

e eleyyopevn KAVIKT SOKIUN GTOV KEVIPIKO VEVPOTaONTIKO TOVO, TO 22% TmV 0GOEVOV GTOVG
0moiovg yopnynOnke mpeykapumaiivn kot 10 7% tov 0cdevdv mov eAdufoavay EIKOVIKO QAPLOKO, Eiyay
50% BeAtioon onv fadporoyica TOVOL.

Emilnyio

Souminpopotikn Oepomeio

H mpeykopmadivn €xer peketnBet oe 3 eheyyopeves KMvikég doxipég diapketag 12 efdopddmv, pe
docoroyia BID 1 TID. I'evikd, Ta Tpo@id ac@UAELNG KOL OTOTEAEGLOTIKOTNTOG Y10 TO. SOCOAOYIKA
oynpota BID kon TID, fitov mopodpoa.

And v 1" EBdoudada mapatnprinke pio peioon otn cuyvotnta TV ETANTTIKOV KPIGEDV.

Houdratpikodg mAnduopog

H acpdleio kot 1 amoTeEAEGLOTIKOTITO TG TPEYKAUTOAIVIG OG GUUTANPOUATIKNG Oepameiag yio TNV
emnyio o TodloTpikovg acbevelg niikiog kdtw Tov 12 et@v kot pnPoug dev Exouv Tekunplobei.
Ot avemBOuNTEG EVEPYELEC TOV TTOPOTNPNONKAY GE L0 LEAETT] POPUAKOKIVITIKNG KOl OVEKTIKOTNTOG,
oTnv omoia cuppeTeiyav acbeveic nAikiag 3 unvov €og 16 etdv (n=65) pe eMANTTIKEG KpioElg
€0TIOKNG EvapéNg, NTAV TAPOUOLIEG IE QVTES TOV TopaT PR OnKay otoug eviiikes. Ta amoteléopata
LG EAEYYOLEVIG UE EIKOVIKO PApUaKo HEAETNC dtapkelag 12 efdopddmv og 295 modtoTpikode
acBeveic nlkiog 4 éo¢ 16 eTdV Ko POG ELEYYOLEVNG LLE EIKOVIKO PAPLOKO PEAETNG OLOPKELNG

14 nuepwv og 175 moudrotpikovg acbeveig niikiog 1 unvog €mg kdto tov 4 etdv, n omoia
Tpaypororotnonke yio v a&loldynon e OmOTELECUATIKOTNTOG Kol TG AOQAAELNG TNG
TPEYKOAUTUAIVIG (OC COUTANPOUATIKNG Oepameiog yio TNV AVTILETOTION TOV ETANTTIKOV KpioeE®mV
€0TIOKNG EvapEng Kot dV0 PHEAETOV ACPAAELNG OVOIKTNG MG UAVONG 1 £€TOVG, OTIG OTOieC GUUUETET OV
54 ko 431 nondratpikoi acbeveic, avtiotorya, nAkiog 3 unvov £wg 16 eTdv e emAnyia,
VTOSEIKVVOVY OTL | TupeEia Kot 01 AOUMEELS TOV OVATEPOV OVATVEVGTIKOD GLUGTILOTOC
mopoTNPNONKAY ©G AvemBOUNTES EVEPYELEC TTLO CLYVE GE GUYKPIOT LE TIG HEAETEG EVNAMK®V aclevdv
pe emmyia (BA. Topaypdeovg 4.2, 4.8 kot 5.2).

1t dudpkerog 12 efSopadmv eAeYXOUEVNG LE EIKOVIKO GAPUOKO HEAETN, oL Toudtatpikoi acbeveic (4
¢wg 16 etdv) xatavepundnkav otn Anyn mpeykapmaiivng 2,5 mg/kg/muépa (uéytoto, 150 mg/muépa),
npeykopumaiivng 10 mg/kgmuépa (u€yioto, 600 mg/Mmuépa) N eucovikov eappdkov. To Tocootd TV
acOevav pe Tovdhaytotov 50% peioon oTic EMANTTIKEG Kpioelg oTloKNG Evapéng Omwe cuykpidnke pe
mv évapén Nrav 40,6% tov acbevav tov éhafav Bepancio pe tpeykopmaiivn 10 mg/kg/muépa
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(p=0,0068 évavtt Tov grKoVIKOD PapLiKoL), 29,1% TV acBevdv mov Ehafav Bepaneio pe
npeykapumaiivn 2,5 mg/kgmuépa (p=0,2600 £vavti Tov €1KOVIKOD QopLiKov) Kot 22,6% auTtdv Tov
ELafav ELKOVIKO PAPLOKO.

2NV eLeyOUEVN LE EIKOVIKO QAPHOKO PeAETN dtapkelag 14 nuepmv, modiatpikol acBeveic (1 pnvég
€0¢ KATo ToV 4 TOV) Katavepndnkoy otn Aqyn npeykapmoiivng 7 mg/kg/muépa, mpeykaumaiivng
14 mg/kg/muépa N eikovikov apudiov. H gikooitetpdopn didpecn cuyvotnto EMANTTIK®OV KPIGEDY
Kot v évapén Kot Ty terevtaio exiokeyn NTav 4,7 kat 3,8 yio v npeykoumaiivn 7 mg/kg/muépa,
5,4 o 1,4 ywo v wpeykoumaiivn 14 mg/kg/Mmuépa kat 2,9 kot 2,3 y1o 10 EIKOVIKO QAPLOKO,
avtiotorya. H mpeykapmodiivny 14 mg/kgmuépa peimoe onpovtikd tn AoyoaptOukd HETOCYNUATIGUEVN
CLYVOTNTO EMANTTIKOV KPIGEDV EGTIOKNG EVAPENG EVOVTL TOV EIKOVIKOD @appdxov (p=0,0223). H
mpeykaumaAivn 7 mg/kg/muépa dev eppavice BeATimon o€ GYE0T LLE TO EIKOVIKO PAPUAKO.

e o EAeyOUEVT] LE EIKOVIKO QAPUOKO HeAETT O1dpkelag 12 efdonddwv o acbevelg pe Tpwtoyeveig
vevikevpéveg tovikokhovikég (Primary Generalized Tonic-Clonic, PGTC) emiinmrikéc kpioeig, 219
acBeveilg (Mhkiog 5 émg 65 etdv, ek TV onoiwv, 66 Ntav nhkiog S émg 16 eTdv) Kataveundnkav ot
My npeykapumaiivne S mg/kgmuépa (Léyoro 300 mg/muépa), 10 mg/kgmuépa (Léyioto

600 mg/Mmuépa) N EIKOVIKOD PAPUAKOL M GVUTANPOUATIKY Ogpaneia. To 1060610 TV 0cOeEVAOV e
TovAdylotov 50% peiwomn 6to T0600To emAnmTiKOV Kpicewv PGTC ftov 41,3%, 38,9% kot 41,7%
Yo TNV Tpeykapmaiivn 5 mg/kg/muépa, v tpeykapmoiivy 10 mg/kg/muépa Kot 1o glkovikd
pdppoko, avticTotya.

MovoBepaneia (veodiayvwoBévteg aoeveic)

H mpeykapmorivny éxel peketnBei oe 1 eheyydpevn kKAvikn perétn didpkelag 56 foopddmv pe
docoroyia BID. H npeykaumoaiivn dev enédelle pn-KototepoOTNTA EVAVTL TG AQUOTPLYIVIIG COUPOVOL
HE TO TEAKO GNUELD TNG AmoLGing OTUGH®MY 6Tovg 6 unves. H mpeykopmaiivny Kou  Aapotpryivn
TOPOVGIOCAY TAPOLOLN ACPAAELD KO KOAT avOoym.

Awrtopayn Fevikevpévov Ayyovg

H mpeykaumorivny éxel peketei oe 6 eheyydpeveg dokipég drapkelag 4-6 efdouddwy, o pio perétn
NAMKIOUEVOV S1apKeLOG 8 BOOUAd®V Kot GE Hio LOKPOYPOVIL LEAETN TTPOAYNC TOV VTOTPOTTAMV, LE
pio SITAG-TVPAY] PACT) TPOANYNG TV VITOTPOTTAOV SIAPKELNG 6 UNVOV.

H avaxoveion and ta copmtopata g AA, 0nog avtavakidtor oty Kiipoka Extipnong tov
Hamilton (HAM-A), ntapatmpnbnke puéypt v 1" EBdoudda.

e eleyyopevec kKAviKEG dokpég (ddpketog 4-8 efoopddmv), o 52% tov acbevav mov erdupavoy
wpeyKapumaiivn kot 1o 38% tov acbevav mov eAdpfovay elKovikd eappoKo tapovcioacay Peltioon
katd tovAdyotov 50% ot cuvorkn Baburoroyio tng HAM-A tov tehko0 onueiov, o€ oxéon e

vtV TG Evopénge.

e eleyyouevec SoKIEG, pio peyaivtepn avaroyio acbevamv mov ehaupavay Oepomeio pe
npeyKouTarivn avépepav Bappog dpacnc, amd 6Tt acbeveic mov ehdpupavay Bepancia pe e1KOVIKO
(APLLOKO, TO OTTOT0 OTESPALE GTNV TAEOYN PO TOV TEPIGTATIKMV, LE TN CLUVEYLOT] TNG XOPNYNONS.
OpOaiporoyikog Eleyyog (ovumeptiapupavouévov eEAEYXov omTikng o&vntag, nebodikod eréyyov
onTikoV ediov Kot fubockomikov eElEyyov (e pudpiacn) dieénydnke oe dvo v 3600 acevav, ota
mhaiola ELeYYOUEVOV KAMVIKOV dOKIUMY. ZE aVTOVS TOLg acbeveig, 1 otk o&vtnta pHetdbnke 6To
6,5% 1oV acbevav mov eAdupavay Oepameia pe mpeykapumaAivn kat oto 4,8% tov aclevaov mov
edapPovay Oepameia pe eikovikd eappoko. Metaforéc 6to ontikd nedio evromiotnkoy oto 12,4% twv
acBevav mov ehapPovav Bepaneia pe Tpeykapmarivny kor 610 11,7% t0v acBevav mov eddpfovay
Bepameia pe ewovikod pdpuroako. BuBookonucég petaforés mapatnpndnkay oto 1,7% tov acbevdv mov
edapPovay Oepameia pe mpeykapumaAivn kot oto 2,1% tov acbevav mov edufavay Oepameia pe
EKOVIKO PAPLOKO.
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52 ®DoppoKOKIVITIKEG LOLOTITES

H poppokokivntikny g mpeyKoumtaiivng o€ otafepomoinuévn KaTdoTaoT eivol TapoUolo 68 VYIEIC
efehovtég, oe emANTTIKOOG 000gVElS, TOV AUUPBAVOLY OVTIETANTTIKA QAPLOKO Kot 6€ aoOevelg pe
¥POVIo TOVO.

Amoppoéenon

H mpeykapmaiivn, yopnyovuevn ent KevoD GTOUAYOV, ATOPPOPATIL TAYEMS, LE TIG LEYIGTEG
GUYKEVTPMOELG OTO TAUCLO, VoL ETLTVYYGvOVTOL EVTOG 1 dpag Letd amd T xopnynon £pamas 1M
ToALOTTAGDV d0ce®v. H Brod100ec1tdTNTO TOL 0T0 TOV GTOUOTOC YOPTYOVLEVNG TPEYKAUTOUAIVIG
vroAoyietar 6tTL givarn > 90% kon glvan ave&apTnn TG 80T G METH amd EMAVEIANLUEVT YOP1 YoM, M
otafepomoUéVT KOTAGTACT ETTVYYAVETOL EVTOG 24 m¢ 48 mwpmdv. O puBudS amoppoOPNoNS TNG
TPEYKOUTAAIVIG LEIDVETOL OTAY YOPTYELTAL LE TPOPT], TPOKAADVTOS HEIOT TNG Cmax K0T@ 25-30%
mepimov kot eMPpadvveoT Tov tmax 6€ TEPimOL 2,5 dpeg. Evtovtolg, n xoprynon g tpeykapmaiivig
HE TPOQT| OgV £YEl KMVIKA OUAVTIKY EMiOpaoT 6To Babud amoppdenong TS TPEYKAUTOAVG.

Kotavoun

e mporkMvikéG peAéTeg, €dglyOn OTL M| TPEYKAUTAAIVY SLOTEPVA TOV ALUATOEYKEPUALKO Qpayld GE
poeg, emipvec kat morkovs. Edeiydn eniong, 611 n mpeykapmorivn damepvd tov mAakoOVTa TV
EMUDOV KO AVELPICKETOL GTO YOAO ONAalOVI®V EMUOOV. ZTOVG 0VOPOTOVG, O PAIVOUEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTOAIVNG LETA TN YOopnyNoT ard Tov oTopaTog eivan tepimov 0,56 1/kg. H
TPEYKAUTOATVT) OEV GUVOEETAL LE TIC TPWOTEIVEC TOV TAAGLATOC.

Buopetaoynuotiopog

H mpeykapmaiivn veictaton aonpovto petooAloud otov avlpmmo. Metd and yoprynon
POOLOETIONLLOGUEVNG TTpEYKAUTAAIVIG, TEpimov T 98% NG padievépyelag mov avaktnOnke ota ovpa
Nrav apetdfintn apeykoumaiivn. To N-pebvliopévo Tapdymyo e TPeEYKUUTOAIVIG, TOL KOHPLOL
petafoiitn g npeykoumaiivng mov evionicOnie ota obpa, aviiotoryovse 61o 0,9% g ddonc. Ze
TPOKMVIKEC LEAETEG, OV LINPYAV EVOEIEELS POKELOTTOINGNG TOV S-evavTIONEPOVS TNG TPEYKAUTOAIVIG
oe R-gvavtiopepéc.

AmofoAn

H mpeykapmaiivn amofaAleTor omd 1 GLCTNHATIKN KUKAOQOPIN KUPI®G LE amEKKPLoT amd TOVG
veQPOUC, WG OUETAPANTO Papurako. O pHEGog xpovog NUIL®NG TNG AmofoANg TNG TpeYKaUTaiivng ival
6,3 opec. H kdBapon amd 1o mAdopa Kot 1 veepikn Kabopon g mpeyKaumaiivng sivorl evfémg
avaroyeg g kaBapong g kpeatwviving (BA. Tapdypago 5.2 Ne@pikn ducAeiTovpyia).

Eivar amapaitnm n wpocappoyn g d0ong oe acbeveic pe petwpévn veppikn Aettovpyio 1 6€
acOeveic mov kévouv aodtoiion (BA. Ttapdypagpo 4.2 Tlivaka 1).

CpoyikdtnTo/un-ypopukdtnto

H @oppokokivntikg g mpeykoumaAiivig eivotl YPOoUUKY] Y10 TO €0POG TNG GUVIGTOUEVNG UEPTIOLOG
docoroyiag. H petald atdpmv QoprakokivnTikny LETOPANTOHTNTA Y10 TNV TPEYKAUTOAIVY Elvat younAn
(< 20%). H @oppokokvntikh T@v moAMamA®v 66cemv purnopel va tpoPreebel amd to otoyeio tov
amog 06cewv. Emopévac, dev eivor amapaitnt 1 LETPNON TOV GUYKEVIPOCEMVY TNG TPEYKAUTOAIVIG
07O TAAGO, Tl TOKTIKNG PACGEMC.

dvio
Ot KMVIKEG QOKIUEG DTTOJEIKVDOVY OTL TO PVAO €V EYEL KAVIKE GNUAVTIKY EMIOPACT OTIG
GUYKEVIPMGELS TNE TPEYKAUTOAIVIG OTO TAACLLA.

Neogpkn dvcAettovpyia

H x&Bapon tng mpeykapumaiivng eivar evbémc avdioyn g kabapong kpeatvivne. EmmAéov, 1
TPEYKOUTOATVT] QTOUAKPOVETOL ATOTELECUOTIKA OtO TO TAAGLLA, [LE aLplod1OAIoT (LETA amd cuvedpia
OLLOSIOAIONG 4 ®PADV, 01 GUYKEVIPDOGELG TNG TPEYKAUTOAIVIG GTO TAAGLO LEIMVOVTOL K0T TEPITOV
50%). Kabmg 1 veppu anékkpion givot 1 kOplo 000¢ 0mEKKPLoNg, 1 Heimon g 60omg oe aobeveig
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LE VEQPIKT OLGAELTOLPYIO, KOl COUTANPOUATIKY] 00T HETA amd aipodtdAion, eival amapaitntn (PA.
napaypaeo 4.2 Iivaxa 1).

Hrotikr duciettovpyia

Agv &xovv de€aybel el0UEC PapLOKOKIVITIKEG LEAETEC o€ aoBevelC e nmoTikn duoiertovpyio. Kabog
N TPEYKAUTAAIVT 0V HeTABOMIETOL ONUAVTIKG KO OTEKKPIVETOL KUPIWG OC AUETAPANTO PAPLOKO GTA
00pa, 1 NTATIKT OLGAELTOVPYiL OEV AVOUEVETAL VO LETAPAAEL ONUOVTIKG TaL EMiTEdD TNG
TPEYKOUTAAIVIC GTO TAAGLOL.

Hodrorpiodg mAnBuoog

H gpoppokokivntikny g mpeykoumaiivng a&toAoyndnke o mondiatpikong acheveic pe emanyia
(MAklokég opddec: 1 émg 23 unvav, 2 g 6 et@v, 7 £oc 11 etdv kot 12 émng 16 etmVv) og emineda
docoroyiag 2,5, 5, 10 kot 15 mg/kg/muépa, oe pio HEAET QAPUOKOKIVITIKAG KOl AVEKTIKOTNTOG.

Metd v amd Tov GTOUOTOC YOPYNON TG TPEYKOUTAAIVIG G€ TOdLATPIKOVG AoBEVEIG 0 KOTAGTOON
ynoteiog, 0 yPOVOG TOL YPELAGTNKE Y10, TV EMITEVEN UEYIGTNGC GLYKEVTPMOTG GTO TAAGC L 1TV,
YEVIKA, TOPOUO10C GE OAOKANPT TNV NAIKLOKT opdda kat emtedydnke 0,5 dpeg £0g 2 dpeg HeTd ™
xopiynon mg doong.

O mopapeTpotl Cmax kot AUC tng mpeykapumaAiivng avEnonikay ypoappikd oe oxéon ue v avénon g
doong ot kKabe nAkiokn opada. H AUC ftav younAotepn katd 30% oe moudiotpikovg acbeveig pe
Bapog kdtw and 30 kg, Loym avEnpuévng KaBapong TpocapLocéVNg 6To cOUATIKO Bdpog katd 43%
Yo 0 TOVG TOVG aebeveic oe chyKplon pe Tovg acbeveic pe Papoc >30 Kg.

O 1eMKOC 1pdvoc NUEmNG TG TPEYKAUTOAIVIG NTOV KaTd PEGO Opo mepimov 3 ¢ 4 dpeg o¢
OO TPIKOVE 0oBeveic nhikiag £m¢ 6 eTmV Kat 4 £m¢ 6 MPeC 6TOVG acbevelc NAIKiog 7 ETOV Kal AVED.

H avdivon poppokokivntiknig Tov TAnfucpod £0ei&e 0T 1 KaBopon TG KpeaTvivig fTav GNUOVTIKY
GUUUETOPANTA TG KABoPOoNG TNG GO TOV GTOLOTOC TPEYKOUTAAIVIG, OTL TO COUATIKO BAPOg NTOV
OTUOVTIKT) GUUUETOPANTH TOV PAIVOUEVOL OYKOL KOTOVOUNG TNG OO TOV GTOLOTOC TPEYKOUTOAIVIG
KoL OTL QVTEG Ol GYECELG NTAV TAPOLOIEG GTOVS TOUSLUTPIKOVG KOl TOVG EVIALKES acBeveic.

H gpoppokokivntikn g mpeykoumaiivng o acbeveic niikiog kdtm tov 3 unvav dgv £xel pehetndet
(BA. mapaypapovg 4.2, 4.8 ko 5.1).

Hluxuiopévor

H xd&Bapon g mpeykapumaiivng teivel va peidvetor kabmg avédveton n nhkia. H peimon avtr oty
KGOapoTn TG ATO TOV GTOHATOG YOPTYOVLUEVNG TPEYKAUTAAIVIG Elval COLEMVYT IE TN HEiON TG
KkdBapong g kpeatvivig Tov oyetiletat pe v avénon e nlkioc. ITiBavov va ypelocbet peivon
g docoloyiag Tng mTpeykaumaiivng og acbeveic mov mapovstalovy peimon Tng veppikng Aettovpyiog
mov oyetieron pe v nAkio (BA. mtapdypago 4.2 Iivaka 1).

OnAdlovoec unNTépec

H gapuaxokivntikn 150 mg mpeykapmaiivng yoprnyoduevng kabe 12 dpeg (mueprota 66om 300 mg)
a&lohoynonke oe 10 OnAdlovoeg yovaikec petd amd 12 gfdouddeg Aoyeiag tovddyiotov. H yarovyia
emnpéace eEAAYIoTA G KABOAOL TN POPUAKOKIVITIKY TG TpeykaumaAivng. H tpeykapmaiivny
OmEKKPIONKE 0TO PUNTPKO YOAO LE PHEGES GVYKEVIPMOOELS OTADEPOTOMUEVTG KUTAGTOGTG TTOV
OVTIGTOLYOVV TEPiMOv oto 76% exeivav Tov untpikov mAdcuatog. H extipdpevn d6om 610 Bpépog
a0 TO UNTPIKO YOAQ (EKTILMOVTAG TNV HéoT KaTovaAmon YaAiaktog 150 ml/kg/muépa) yia tig yovaikeg
nov AdpPovay 300 mgmpépa 1t péyiotn d6on tov 600 mg/Mmuépa Ba tav 0,311

0,62 mg/kg/muépa, avTioToiyms. AVTEG Ol EKTILMUEVEG OOGELS Elval TEPITOL TO 7% TNG GUVOAMKNG
NUEPNOOG UNTPIKNG dOoNC o€ Pdon mg/kg.

5.3 Ipoxivikd dedopéva Yo TNV 06QPIAEL,

e ovvNBEIC PUPLLOKOAOYIKEG LEAETEG acPaleiac o€ (M, 1 TPEYKALTOAIVY NTOV KOADG OVEKTH GE
avaAoyeG BOGELS, e OVTEG TTOV YPTCILOTOLOVVTOL GTNV KAWVIKY TTPALn. e HeAETEC TOEIKOTNTOG
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EMOVOAAIPavOLEVTG dOCOAOYING, GE EMIVES Kot TBNKOVE Tapatnpn Koy avidpdoelc tov KN,
GUUTEPIAAUPAVOLEVIC TNG VITOKIVNTIKOTNTOC, VIEPKIVITIKOTNTAG Kot atasiag. AvEnuévn cuyvotnta
aTpOPiag TOV AUEIPANGTPOEIBOVS, TOV GLUYVA TAPATNPEITAL GE NAKIOUEVOLG ETIUVEG PE OAPIVIGUO,
mopoTNPNONKE HETA amd pokpoypovia £kbeon o Tpeykapmoliviy > 5 eopég amod tn péon £kbeon Tov
avOpOTOL 6T HEYIGTY GUVIGTOUEVT] KMVIKT d00T).

H mpeyxapmorivny dev givar tepatoyodvog oe nieg, emipveg 1 kovikhove. H mpeykaumadivn tpokdiece
eUPPLOTOEIKOTNTO GE EMUVEC KOl KOVIKAOVEC LOVOV HETA 00 EKOECT| ETOPKDG UEYUADTEPT QIO TV
éxbeom tov avOpmmov. e UEAETEC TPOYEVVITIKNG/ UETAYEVVITIKNG TOEIKOTNTAG, 1 TPEYKUUTOAIVY
TPOKAAEGE TOEIKOTNTO GTNV AVATTLEN TOV OMOYOV®V GE EMIPVEG PeTd amd EkBeomn > 2 popég and
LEYIOTN cuvieTopevn ékbeomn Tov avBpmmov.

AvemBOunTEC EMOPACEIS GTN YOVILOTNTA, GE APCEVIKODS Kot OnAvKovg apovpaiovg, Tapatnpndnkay
novo oe ekbéoelg apreTd vynlotepeg TG Bepamevtikng ékBeomng. AvemBOunTEG EMOPACEIS GTA
OPGEVIKA OPYOVOL OLVOTTOPOYMYNG KO GTIG TOPOUETPOVS TOV CTEPUATOS TOV OVOCTPEWILEG KO
enpavicinikav povo ce ekBécelc apketd LVYNAOTEPES TG BepamenTikng EkBeomng N oyetioTnKav pe
avBopunteg Sradtkacieg EKQUAIONG GTO APCEVIKA OPYOVa OVOTAPAYMYNG TOV 0POovPaion. LVVETMG, O
emdpdoelc Oewpeitar 60TL Exovv piKpn N KaboLov KAWVIKN onuocio.

H npeykapmarivn dev £xel yovidioto&ikn dpaon, PACEL TV OTOTEAEGUATOV OGS GEPAS SOKLUMVY iN
Vitro xou in vivo.

Ateteic peréteg KOpKIVOYEVEONG LIE TTPEYKAUTAALVT), SteENyOnoay og emipveg kot poeg. Agv
mapoTnpOnKay dyKotl g EMPLES, GTOVG 0Toiovg YopnyNOnkay 60celg £mg 24 popég peyardTepeS amd
v péon €kbeon Tov avlpdTOL 6N UEYIGTN CLUVIGTAOUEVN KAVIKT d60om Tmv 600 mg/muépa. tovg
woeg, dev mapotnpnonke avénuévn cuXVOTNTA ELPAVIONS OYK®V, GE OOGELG TTOPOUOLEC UE TNV HECT
éxBeom tov avBpdmov, adAd TapaTnpNOnKe CLENUEVT CLYVOTNTA ELPAVIONG OLLAYYELOGAPKMUATMOV
o€ VYNAOTEPESG 005¢€1G. O UN-yovidoTo&og unyovicds GYNUATICHOD OYK®VY, OPEIMOUEVOV GTIV
TPEYKOUTUAIVT), GTOVG HOESG, TEPLOUPAVEL LETAPOAEG OTA OUOTETAALN KO GVCYETILOUEVO
TOALOTAAGLOG O TOV EVOOONAOKADY KUTTAP®OV. AVTEG 01 HETOPOAES GTO OLUOTETAALL OEV
mapoTNPNONKAY GTOVG EMIHVES 1| 6TOVS AVOPDOTOVS, OTMG Paivetal omd PpayvmpdOespa Kot
TEPLOPICUEVO LAKPOTPODEG L KAVIKA dESOUEVA. AEV VTTAPYOVY GTOLYEID TOV VAL LTOSEIKVHOLY
GYETIKO KivOuvo GTOVG avOpdTOUG.

e aviAIKOVG ETVEG O1 LOPPEG TOEIKOTNTOG OEV SLAPEPOVY TOLOTIKE, OO CLTEG TOV TOPOTIPHONKOY
o€ evijAikovg emipveg. 201060, 01 AVAALKOL ETHVEG gival o gvaictntot. e Oepanevtikég exbécelc,
eppaviomkav KAvikd onueio and 1o KNZ, 0nmg vmepkivntikotnTa Kot Tptypoc 06vTmv Kot KAToEg
oAlayég otV avantuén (Topodiky KATAGTOAN TG avénong tov copatikol Bapovg). [apatnpnOnray
EMOPACELS 6TOV KOKAO 016TPOVL, o€ Bepanentikég ekBEGEIC TEVTAMAAGIEG AO TIG GLUVNOELG TOV
avBpdTov. Mewwpévn avtidpaon o€ arpvidia akovotikd epedicuata mapatnpinke ce aviiicovg
emipveg 1-2 gfdouddeg petd amod £kbeon > 2 popéc amod ) Oepamevtikng ékbeom tov avbpdnov. Evvéa
ePdopadeg petd amd Ekbeon avth 1 AvTiOpaCT) dEV TAPATNPEITO TAEOV.
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6. ®APMAKEYTIKEX IAHPO®OPIEX
6.1 Katdroyog ekdoymv

Pregabalin Pfizer 25 mg, 50 mg, 150 mg ocxAnpd kowdKio.

[epreyduevo xoyakiov:
Aoaktoln povobidpikn
Apafocitov dpvio
TéAxng

Ké opog konyaxiov:

Zehativn

Turtaviov dwo&eido (E171)

Nétpro Aaovpvrobetkd

[Tuprriov d10&€id10, KOALOELDEG, ivudpO
KekaBappévo 0dwp

Melévi eKTOmOONG:

Koppea Adxxag

Mérav c1dmpov oeidio (E172)
[Ipomvuievoylvukoin

KoAiov vopoteido

Pregabalin Pfizer 75 mg, 100 mg, 200 mg, 225 mg, 300 mg oxAnpd Koydxio

[epreyduevo koyoakiov:
Aaktoln povoidpikn
Apafocitov dpvio
TéaAxng

Ké opog koyaxiov:

Zehativn

Tutaviov dwo&eido (E171)

Nétpro Aaovpvrobetkd

[Tupiriov d10&€id10, KOALOELDEG, ivvdpO
KekxaBappévo 0dwp

EpvBpo c16mpov o&eido (E172)

MeAdvi eKTOROONG:

Koéppea Adickog

Méhav c1dmpov oeidio (E172)
[Ipomvuievoylvukoin

KoAiov vopoteido

6.2 AcvpPatotnTeg

Agv gpapuoletar.

6.3 Awdpxera ong

3 ypdvia.

6.4 Iowitepeg TPOPLLAEELS KOTA TN GVAAEY TOV TPOIOVTOG

Agv vapyovv 1d1kéG 0dNyieg d1aTiPNONG Y1 TO TPOIOV OVTO.
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6.5 @on Kol GLOTUTIKG TOV TEPLEKTN

Pregabalin Pfizer 25 mg cxAnpd konydxia

Kuyédeg (blisters) amd PVC/alovpivio, mov mepiéyovv 14, 21, 56, 84, 100 1 112 oxdinpd koyakia.

100 X 1 oxknpd koyaxio oe didtpnteg koyédeg (blisters), povadwv 6ong and PVC/aiovpivio.
O1aAn morvaiBvieviov vyming mokvotntog (HDPE) mov mepiéyet 200 orhnpd Koyakia.
Mmopel va, unv KuKAOQOPOLY OAEG Ol GUCKEVAGIEC.

Pregabalin Pfizer 50 mg cxAnpd kowdkio

Kowyélec (blisters) and PVC/alovpivio, mov mepiéyovv 14, 21, 56, 841 100 orknpd koydkia.
100 x 1 oxAnpd kaydxio o ddtpnteg kuyéeg (blisters), povadwv d6ong amd PVC/alovpivio.
Mmnopel va, unv Kukho@opoOVv OAEG 01 GLCKEVAGIES.

Pregabalin Pfizer 75 mg ciAnpd kowdkio

Kvyélec (blisters) amd PVC/alovpivio, mov mepiéyovv 14, 56, 100 1 112 okAnpd xoydxio.
100 x 1 oxAinpd kayakio og didtpntec kKuyéeg (blisters), povadwv d06ong amd PVC/alovpivio.
D16 morlvaBvieviov vyning mokvotntag (HDPE) mov mepiéyet 200 oxAnpd koydiia.
Mmropel va, unv Kokho@opoOV OAEG 01 GLCKEVAGIES.

Pregabalin Pfizer 100 mg oxAnpd koydkio

Kowyélec (blisters) and PVC/alovpivio, mov mepiéyovv 21, 84 1 100 okAnpd koK.

100 x 1 oxinpd kaydakio o ddtpntec kKuyéeg (blisters), povadwv d06ong amd PVC/alovpivio.
Mmropei va, unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

Pregabalin Pfizer 150 mg okAnpd konydkio

Kvyéhec (blisters) amd PVC/alovpivio, mov mepiéyovv 14, 56, 100 1 112 okAnpd xoydxio.
100 x 1 oxAnpd kaydakio o dSdtpnteg kuyéreg (blisters), povadwv d6ong amd PVC/alovpivio.
D16 TorlvaBvieviov vyning mokvotntag (HDPE) mov mepiéyet 200 oxAnpd koydiia.
Mmropel va, unv Kokho@opoOVv OAEC 01 GLCKEVAGIES.

Pregabalin Pfizer 200 mg oxAnpd koydkio

Kvyélec (blisters) amd PVC/alovpivio, mov mepiéyovv 21, 84 1| 100 okAnpd koydKia.

100 x 1 oxinpd kayakio og ddtpntec kKuyéeg (blisters), povadwv d06ong amd PVC/alovpivio.
Mmropei va, unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.

Pregabalin Pfizer 225 mg oxinpd koydxio

Kowyélec (blisters) and PVC/alovpivio, mov mepiéyovv 14, 56 1 100 oxAnpd koyaxia.

100 x 1 oxAnpd kaydxio o ddtpnteg kuyéreg (blisters), povadwv d6ong amd PVC/alovpivio.
Mmropel va, unv Kokho@opoOVv OAEC 01 GLCKEVAGIES.

Pregabalin Pfizer 300 mg oxAnpd koydkio

Kvyéhec (blisters) amd PVC/alovpivio, mov mepiéyovv 14, 56, 100 1 112 okAnpd xoydxio.
100 x 1 oxinpd kayakio og didtpntec kKuyéeg (blisters), povadwv d06ong amd PVC/alovpivio.
D16 TorlvaBvieviov vyning mokvotntag (HDPE) mov mepiéyet 200 oxAnpd koydiia.
Mmropel va, unv KokAo@opoOVv OAEC 01 GLCKEVAGIES.

6.6 Iowitepeg TPOPLAAEELS ambppLYNg

Kopia g1dikn vmoypémon yio. amdppiym.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

8. APIOMOZX(0OI) AAEIAY. KYKAO®OPIAX
Pregabalin Pfizer 25 mg oxAnpd ko dxia

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

Pregabalin Pfizer 50 mg oxAnpd kawdkio.
EU/1/14/916/008-013

Pregabalin Pfizer 75 mg oxAnpd kawdkio.
EU/1/14/916/014-019

Pregabalin Pfizer 100 mg oxAnpd konydiia
EU/1/14/916/020-023

Pregabalin Pfizer 150 mg ocxAnpd konydiia
EU/1/14/916/024-029

Pregabalin Pfizer 200 mg oxAnpd konydiia
EU/1/14/916/030-033

Pregabalin Pfizer 225 mg oxAnpd konydiia
EU/1/14/916/034-037

Pregabalin Pfizer 300 mg oxAnpd kowdiio
EU/1/14/916/038-043

9. HMEPOMHNIA IMNPQTHXE ETKPIZHY/ANANEQYXHY. THY AAEIAX
Hpepopnvia tpmng £ykpiong: 10 Ampiiiov 2014

Hpepounvia tekevtaiog avavémong: 12 Agkepppiov 2018

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AemTouepeic TANPOPOPIES Y1 TO TOPOV PUPOKEVTIKO TPOIOV gival d100EG1UES GTOV SIKTLOKO TOTTO
tov Evponaikod Opyavicuod @apudkov http://www.ema.europa.eu.
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ITAPAPTHMA I1

MAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN
AIIOAEEMEYZXZH TOQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAETIAY KYKAO®OPIAX
OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TIAPAXKEYAXTHX(EX) YIIEYGYNOZX(OI) I'TA THN AITIOAEXMEYXH TQN
ITAPTIAQN

Ovopa xai d1evfvvon tov(tmwv) TopaokevoosTN(MV) oL givor VTevHuvoc(ot) yio TNV AT0dEGUEVLCT) TV
TAPTIO®V

Pfizer Manufacturing Deutschland GmbH
Betriebsstatte Freiburg

Mooswaldallee 1

79090 Freiburg

Feppovia

U
Mylan Hungary Kift.
Mylan utca 1

Komarom, 2900
Ovyyapia

210 évtumo GOALO 0dNYLDV TOV PUPUAKEVTIKOD TPOIOVTOC TPEMEL VEL OVALYPAPETOL TO GVOLLOL KOL T
d1e0BvvoT TOL TAPAGKELOSTN OV glvar LIEVHLVOC Y1aL TNV ATOOEGILEVGT TG OYETIKNG TOPTIONC.

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

DoppokevTIKd TPOTOV Y10 TO OTOT0 ATALTEITAL LOTPIKT) CLVTOYT.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX
o Ex0¢os1g Teprodikng mapakorovdnong s acearerog (PSURS)

O1 amortioelg yio v vofoAn twv PSURSs yo 10 ev A0ym @apuakevtiko mpoiov opilovtan
GTOV KOTAAOYO LE TIC NUepopnvieg avapopag g Evoong (katdioyog EURD) mov mapatifeton
otV mapdypaeo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kdOe emakorovdng
EMKOLPOTOINGNG OTWG ONUOGLEVETOL GTNV EVPMOTOTKT SIKTVOKT TOAT| Y10 TOL QAP

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Xyéo10 owyeipiong Kivovvov (XAK)

O Kdroyog Adetag Kukiogpopiag (KAK) Ba deEaydyet Tig amattodpeves SpacTnploTnTES Kot
TOPEUPAGELG POPLOKOETOYPOTVNONG OTMS TapoLGtdlovTol 6To cuuPvniéy ZAK mov
mapovctaletar oty evotnta 1.8.2 ¢ ddelag kKukAopopiog Kot 0olecONTOTE ETAKOA0VOEC
eykekpipéveg avabempnoeis tov TAK.

"Eva emucaiporoinpévo XAK o npénel va katatedet:

. Metd and aitnpa tov Evpondaikod opyovicpod Qapudkoyv,

. OnoTedNTOTE TPOTOTOLEITAL TO GVOTNUA S10YEIPION G KIVOHVOD, EI01KE MG OTOTEAEGLO ANWYTG
VE®V TANPOQOPLOV TOV UTOPOVV VO EXLPEPOVY CNUAVTIKT OAAAYT GTN GYECT] 0QELOVG-KIVOLVOL
N ®¢ UMOTELEGLO, TNG EMITELENC EVOG GNUAVTIKOD OPOCTLOV (POPUOKOETAYPVTVIIO 1
glayrotomoinon Kivovvov).
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ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™g ovokevaciog koywéing (tov 14, 21, 56, 84, 100 ko 112) kon TN 6VoKEVAGIAG
naTpnING KVYWEANG, povadmv d6ong (100) Yo Ta oxinpd kaydaxie Tov 25 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 25 mg oxAnpd konydiio
TPEYKOUTOATIVY

[2. LYNOEXIH IE APAXTIKH(EZ) OYZIA(EY)

Ka0e oxinpd kaydxio mepiéyet 25 mg npeykapmoiivng.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPies

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpd Koyaxio

56 oKAnpd KoKl

84 orxAnpd koo

100 oxAnpd konydiio
100 x 1 crxAnpd KoKl
112 ciiinpd Koy axio

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

Ao oTONATOG YpION.
AwPdaote T0 PUALO 0INYIDOV XPTIONG TPV ATd TN YPNON.

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

No puidooetar o€ 0éon, TV omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tondid.

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

Yopaylopévn Xvokevacio
Mnv 10 ¥pnciponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AH

[1]

H
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| 9. EIAIKEYX YYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAY KYKAO®OPIAL

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAL

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

| 13.  APIOMOZX HAPTIAAX

[Taptida

| 14. TENIKH KATATAZEH I'TA TH AIAGEXH

| 15. OAHI'IEX XPHIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 25 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUI®TOS KMdKaAGS (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO VayVMPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

YTOLYELMONG CVGKELAGIO PLAANG Y10 TO. GKANPA KOWYaKLY TOV 25 MQ — cvokevacia Tov 200

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 25 mg oxinpd konydixio
TPEYKOUTOATVY

[2.  LYNOEXIH ZE APATXTIKH(EZ) OYZIA(EY)

Kd&Be oicdnpd kaydkio mepiéyet 25 mg npeykapmaiivng.

| 3. KATAAOI'OX EKAOXQN

[epiéyer povoddpikn Aaktoln. Atafdote To POALO 0ONYIDY YPNONG TPV ATO TN (PN oM.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

200 orAnpa Koy axio

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

Amod otopaTog ypnon.

6. EIAIKH TPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY KAl dev Tpooeyyilovv Ta Tandid.

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

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEX XYNOHKEX ®YAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/044

| 13.  APIOMOZX ITAPTIAAY

[oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 25 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A6d146TATOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO KMOKO.

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

PC
SN
NN
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EAAXIEZTEX ENAEIZEIZ IOY HPEIEI NA ANATPA®ONTAI XTIZ X YZKEYAZIEE
KYYEAHZ (BLISTER) H ITIE TAINIEX (STRIPS)

Yvokevaocio koyéing (tov 14, 21, 56, 84, 100 kot 112) kot 6vokevacia S1aTPNTIS KOWEANG,
povad@v 66c1g (100) Yo 1o okinpa Koydklo Tov 25 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 25 mg oxinpd konydiio
TPEYKOUTAATVT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

Kovti g ovokevaciog koywéing (tov 14, 21, 56, 84 war 100) kot TG GLOKEVAGLAG OLATPNTIG
KOYEAG, povadmv d6ong (100) Yo Ta okinpd koydkia Tov S0 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 50 mg oxAnpd xkonydiio
TPEYKOUTOATIVY

[2. LYNOEXH IE APAXTIKH(EX) OYZIA(EY)

Ka0e oxinpd kawydxio tepiéyxet S0 mg npeykapmoiivng.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpd Koyaxio

56 oKAnpd KoKl

84 orxAnpd koo

100 oxAnpd konydiio
100 x 1 cxAnpd KoKl

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

Ao oTONATOG YPION.
AwoBdote T0 EOALO 0dNYIDV YPIONG TPV OTd T YPNOT).

6. EIAIKH TPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

2epaylopévn Xvokevacio
Mnyv 10 yproponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AHEH
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| 9. EIAIKEX XYNOHKEX ®YAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/14/916/008-013

| 13.  APIOMOZX HAPTIAAX

[Toaptida

| 14. TENIKH KATATAZH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHIHX

| 16. NMAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 50 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A166106T0TOG YPOUL®TOS KdOKaGS (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO aVayVmPIoTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevacio koyéing (tov 14, 21, 56, 84 kot 100) ko cvokevaGia NLATPNTNS KVYEANS, HOVAI®V
06on¢ (100) Yo T okAnpa kKoyaxkio Tov 50 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 50 mg oxAnpé koydixio
TPEYKOUTAATVT

| 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

YTOLYELMONG CVGKELAGIO PLAANG Y10 TO. GKANPA KOWYdKLY TOV 75 My — cvokevacia Tov 200

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 75 mg oxinpd koydikio
TPEYKOUTOATIVY

[2.  LYNOEXIH ZE APATXTIKH(EZ) OYZIA(EY)

Kd&Be oicdnpd kaydkio mepiéyel 75 mg ntpeykapmaiivng.

| 3. KATAAOI'OX EKAOXQN

[Mepéyer Aaxtoln povoiidpiky. Atafdote To POALO 0ONYIDY YPNONG TPV ATd TN (PN oM.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

200 orAnpa Koy axio

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

Amo6 otopaToC Ypnom.

6. EIAIKH TPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, Tnv omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tondid.

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

| 8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEX XYNOHKEX ®YAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/018

| 13.  APIOMOZX IAPTIAAY

[oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 75 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A6d146TATOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO KMOKO.

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

PC
SN
NN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEZQTEPIKH XYXKEYAXIA

Kovti ™¢ ovokevaciog kuywéing (tov 14, 56, 100 ko 112) kor TG GVGKEVOGIAG S1ATPNTNG
KOWYEAG, povadmy d6ong (100) Yo Ta okinpa koydkia Tov 75 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 75 mg oxAnpd koydiio
TPEYKOUTOATIVY

[2. LYNOEXH IE APAXTIKH(EX) OYZIA(EY)

Ka0e oxinpd kaydxio mepiéyel 75 mg npeykapmoiivng.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd kaydKio

56 oKAnpd Koyaxio

100 oxAnpd konydicio
100 x 1 oxAnpd koyaKio
112 crinpd kayaxKio

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

Amo6 otopaToC Ypnom.
AwoBdote T0 EOAALO 0dNYLDV YPIONG TPV OTd T YPNOT).

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdoocetat og B€on, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

Yepaylopévn Xvokevacio
Mnv 10 yproponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AH

[1]

H
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10OY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI

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

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOGMOX(OI) AAEIAY KYKAO®OPIAX

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

| 13.  APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHIIEX XPHIHX

| 16. NMAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 75 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMok (2D) mov pépel Tov TEPIANPOEVTO LOVOSIKO OVOyVOPIGTIKO KOOIKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio koywéing (tov 14, 56, 100 kot 112) kot 6vokevaoia S14TPNTIG KOYEANG, HOVAd®V
06on¢ (100) Yo T 6KANPE KoOyaKLo TOV 75 Mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 75 mg oxinpa koydikio
TPEYKOUTAATVT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

Kovti ™¢ ovokevaciog koywéing (tov 21, 84 ko 100) Kot TG 6VOKEVAGLAG SLATPN TG KOWEANG,
povédswv d6ong (100) yia To oxinpd koyaxie tov 100 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 100 mg oxAnpd xaydxio
TPEYKOUTOATVY

[2. LYNOEXH IE APAXTIKH(EX) OYZIA(EY)

Ka0e oxinpd kaydxio mepiéyxet 100 mg mpeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

21 okAnpd Koyl

84 orAnpd kayaxio

100 oxAnpd konydicio
100 x 1 oxAnpd KoyaKio

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

Amo6 otopaToc ypnon.
AwPaote T0 PUALO 0ONYIDOV XPHONG TPV ATd TN YPNOT.

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

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

Yepaylopévn Xvokevacio
Mnv 10 ¥pnciponoteite ov 10 Kouti £xel avoryTe.

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX
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10. TAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1I0OY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI

| 11. ONOMA KAI AIEYOYNIH TOY KATOXOY THX AAEIAY KYKAO®OPIAZ

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/020-023

| 13.  APIOMOZX IMAPTIAAY

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 100 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TATOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVayVOPLOTIKO KMOIKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio kuywéing (tov 21, 84 1 100) kot cuokeVAGia HATPNTNG KVWEANS, HOVAS®VY 661G
(100) yio To okinpd kowaxie tov 100 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 100 mg okAnpd koydxio
TPEYKOUTAATYT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

YTOLYELMONG CVGKEVUGIO PLAANG Y10 TO GKANPA Koy dkia Tov 150 mg — cvekevacio Tov 200

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 150 mg okAnpd kaydxio
TPEYKOUTOATVY

(2. LYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Kd&Be orcdnpd kaydkio mepiéyel 150 mg apeykopmaiivng.

| 3. KATAAOI'OX EKAOXQN

To poidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDV YPNONG Y10 TEPIGCOTEPES
TANPOQOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

200 orxAnpd Koydxio

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

Amo6 otopaToC Ypnom.
AwoBaote 10 OALO 0dNYIDV YPIONG TPV OTd T YPNOT).

6. EIAIKH TIPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdoocetal og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EYX) TPOEIAOITIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I1I0OY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/028

| 13.  APIOMOZX IAPTIAAY

[oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 150 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LLOVASIKO AVOyVOPLETIKO KMOIKO.

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

PC
SN
NN
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™g ovokevaciog kuywéing (tov 14, 56, 100 ko 112) kon TG GVOKEVOGIAG S1ATPNTNG
KOWYEMG, povadmy 86omg (100) Yo Ta oxinpa koyaxia Tov 150 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 150 mg oxAnpd xaydxio
TPEYKOUTOATVY

[2. LYNOEXH IE APAXTIKH(EX) OYZIA(EY)

Ka6e oxinpd kaydxio mepiéyet 150 mg npeykapmorivig.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel povoidpikn Aaxtolr. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

14 oxdnpd kaydKio

56 oKAnpd Koyaxio

100 oxAnpd konydicio
100 x 1 oxAnpd koyaKio
112 crinpd kayaxKio

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

Amo6 otopaToC Ypnom.
AwoBdote T0 EOAALO 0dNYLDV YPIONG TPV OTd T YPNOT).

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXEITIZOYN TA MITAIAIA

Na puAdoocetat og B€on, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

Yepaylopévn Xvokevacio
Mnv 10 yproponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AH

[1]

H
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| 9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10OY ITPOEPXONTAI AIIO AYTA, EQOXON AIIAITEITAI

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

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOGMOX(OI) AAEIAY KYKAO®OPIAX

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

| 13.  APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

| 15. OAHIIEX XPHIHX

| 16. NMAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 150 mg

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMOQTOX
KQAIKAX (2D)

A166146T0TOG YPOUU®TOS KMok (2D) mov pépel Tov TEPIANPOEVTO LOVOSIKO OVOyVOPIGTIKO KOOIKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio koyéing (tov 14, 56, 100 1 112) kot 6vokevacio StaTpNTNS KVWYEANGS, HOVAS®Y
06on¢ (100) Yo T okAnpa kKoyaxkio Tov 150 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 150 mg oxAnpd kaydxio
TPEYKOUTAATYT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

Kovti ™g ovokevaciog kuywéing (tov 21, 84 1 100) kot TG 6voKevAGiog S1ATPNTIS KOYWEAG,
povédwv d6ong (100) o To oxinpd koyaxie tov 200 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Pregabalin Pfizer 200 mg oxAnpd xaydxio
TPEYKOUTOATVY

[2. LYNOEXH IE APAXTIKH(EX) OYZIA(EY)

Ka0e oxinpd kaydxio mepiéyxet 200 mg mpeyKapmorivig.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDY YPNONG Y10 TEPIGCOTEPES
TANPOPOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

21 okAnpd Koyl

84 orAnpd kayaxio

100 oxAnpd konydicio
100 x 1 oxAnpd KoyaKio

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

Amo6 otopaToc ypnon.
AwPaote T0 PUALO 0ONYIDOV XPHONG TPV ATd TN YPNOT.

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tondid.

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

Yepaylopévn Xvokevacio
Mnv 10 ¥pnciponoteite ov 10 Kouti £xel avoryTe.

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX
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10. TAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1I0OY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAY KYKAO®OPIAZ

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/030-033

| 13.  APIOMOZX IMAPTIAAY

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 200 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TATOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVayVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio kuywéing (tov 21, 84 1 100) kot 6uokeVAGT NATPNTNG KVWEANS, HOVAS®Y d6061G
(100) yro To oxinpd koydxio Tov 200 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 200 mg okAnpd kaydxio
TPEYKOUTAATYT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

Kovti ™g ovokevaciog koywéing (tov 14, 56 1 100) kot TG 6voKELAGIOS O1ATPNTIS KOYEMG,
povédwv d6ong (100) o To oxinpd koyaxie Tov 225 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 225 mg oxAnpd kaydxio
TPEYKOUTOATVY

[2. LYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Kd&Be orcdnpd koydkio mepiéyetl 225 mg mpeyKopmaAivng.

| 3. KATAAOI'OX EKAOXQN

To poidv mepiéyel Aaxtoln povoddpikn. Agite To GUALO 0ONYIDV YPNONG Y10 TEPIGCOTEPES
TANPOQOpiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

14 oxhnpd koo

56 oKAnpd Koyaxio

100 crxAnpd koyaxio
100 x 1 oxAnpd KoyaKio

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

Amo6 otopaToC Ypnom.
AwoBdote 10 EOALO 0dNYUDV YPIONG TPV OTd T YP1NOT).

6. EIAIKH [TPOEIAONIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, v omoia dev PAETOLY KAl dev Tpooeyyilovy Ta Tandid.

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

Yepaylopévn Xvokevacio
Mnv 10 yproponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX YYNOHKEYX OYAAEHX
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10. TAIAITEPEX NIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATQN I1I0OY ITPOEPXONTAI AIIO AYTA, EOOXON AINAITEITAI

| 11. ONOMA KAI AIEYOYNIH KATOXOY THX AAEIAY KYKAO®OPIAZ

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/14/916/034-037

| 13.  APIOMOZX IMAPTIAAY

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 225 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TATOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AVayVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio koywéing (tov 14, 56 11 100) kol cuokeVAGi NATPNTNG KVWEANGS, HOVAS®VY d6061G
(100) yro To oxAnpd kKoydxio Tov 225 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 225 mg oxAnpd kaydxio
TPEYKOUTAATYT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

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

YTOLE1MONG CVGKEVUGIO PLAANG Y10 TO SKANPA Koydkia Tov 300 Mg — cvekevacia Tov 200

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 300 mg oxAnpd kaydxio
TPEYKOUTOATIVY

(2. LYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Kd&Be oicdnpd kaydkio mepiéyel 300 mg mpeyKopmaAivng.

| 3. KATAAOT'OX EKAOXQN

To mpoidv mepiéyet Aaxtdln povodopikn. Agite To GOALO 00N YLDV ¥PNONG YO TEPICCOTEPES
TANPOQOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

200 oxAnpd Koydxio

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

Ao oTONATOG YPION.
AwoBdote 10 EOALO 0dNYLDV YPIONG TPV OTd T YP1OT).

6. EIAIKH TPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATQN I1OY ITPOEPXONTAI AIIO AYTA, EOOXON AHNAITEITAI
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| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

EU/1/14/916/042

| 13.  APIOMOZX HAPTIAAX

[Toaptida

| 14. TENIKH KATATAZH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHIHX

| 16. IMAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 300 mg

17. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KMo (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO aVayVMPIGTIKO KOOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

Kovti ™¢ ovokevaciog koywéing (tov 14, 56, 100 ko 112) kon TG 6VOKEVOGIAG S1ATPNTNG
KOWYEAG, povadmy 86omg (100) Yo Ta oxinpa koyaxia tov 300 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 300 mg okAnpd kaydxio
TPEYKOUTOATVY

(2. LYNOEXIH IE APAXTIKH(EZ) OYZIA(EX)

Kd&Be orcdnpd kaydkio mepiéyel 300 mg mpeyKapmaAivng.

| 3. KATAAOI'OX EKAOXQN

To wpoidv mepiéyel Aaxtoln povoddpikn. Agite To PUALO 0ONYIDV YPNONG Y10 TEPIGCOTEPES
TANPOQOPiES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

14 ciiinpd Koyaxkio

56 oKAnpd KoKl

100 cxAnpd koyaxio
100 x 1 oxAnpd KoyaKio
112 crinpd kayaxio

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

Ao oTtONATOG YPION.
AwoBdote 10 EOALO 0dNYIDV YPIONG TPV 0T T YPTOT).

6. EIAIKH TPOEIAOIIOIHXZH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

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

2epaylopévn Xvokevacio
Mnv 10 yproiponoteite ov 10 Kouti £xel avoryTel.

| 8. HMEPOMHNIA AHEHX

AHEH

55



| 9. EIAIKEX XYNOHKEX ®YAAEHX

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den IJssel
Kato Xopeg

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAY

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

| 13.  APIOMOZX IMAPTIAAY

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHXIHX

| 16. TTAHPO®OPIEX XE BRAILLE

Pregabalin Pfizer 300 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX T PAMMQTOX
KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOKAG (2D) Tov pépet Tov TEPIANPHEVTA LOVASIKO AvayVOPLOTIKO KMOIKO.

18. MONAAIKOX ANATNQPIETIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYWYEAHZX (BLISTER) H XTIX TAINIEX (STRIPS)

Yvokevaocio koyéing (tov 14, 56, 100 1 112) kot 6vokevacio StaTpNTNS KVWYEANGS, HOVAS®Y
06on¢ (100) Yo T oxkAnpd koyaxio Tov 300 mg

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Pregabalin Pfizer 300 mg okAnpd kaydxio
TPEYKOUTAATYT

| 2. ONOMA KATOXOY THX AAEJAY KYKAO®OPIAX

Upjohn

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

[oprtioa

| 5. AAAA ITOIXEIA
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B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonylov ypiong: IIinpoeopics Yo Tov ypriotn

Pregabalin Pfizer 25 mg oxinpd xoyaxua,
Pregabalin Pfizer 50 mg oxAnpd xoydaxua,
Pregabalin Pfizer 75 mg exinpd xoydxua,
Pregabalin Pfizer 100 mg 6xAnpd kayaxua,
Pregabalin Pfizer 150 mg oxAnpd kayaxua,
Pregabalin Pfizer 200 mg exAnpd kayaxua,
Pregabalin Pfizer 225 mg exinpa kayaxia,
Pregabalin Pfizer 300 mg cxkAnpd koydxia
TPEYKOUTOAIVY

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAOV YP1)OIG TPV UPYICETE VU TAIPVETE AVTO TO

QPaPROKO, OL0TL TEPLAAPPAVEL CNUAVTIKES TANPOPOPIES YU GUGS.

- DdordEte avTo TO EUALO 0INYIDY YpronG. Towg ypelaotel va to duPfdcete Eavd.

- Edv &xete Tuydv mepartépw amopieg, poTNoTE TOV Y10TPO M TOV QOPUAKOTOLO GOC.

- H ovvtayn yio avtd to @éprako xopnynonke amokAEoTIKd Y10 GOC. AgV TPEMEL VO ODGETE TO
QAaprOKo 6€ AAAOVG. Mmopel va Tovg TpoKaAEéael PAAPT, KO Kot OTOV TO GNUEIR TNG
ac0éveldc Tovg sivart 101 pe T, S1Kd Gag.

- Edv mapatmpnoete Kamowo avemBOunTn evépyeia, EVIUEPADOTE TOV YLOTPO 1) TOV POPLOKOTOLO
c0G. AT 1oyvet kot Yo kKaBe mhovi) avemBOUNTN EVEPYELN TOV OEV OVAPEPETOL GTO TTAPOV
@OAAO 00MYLDV ¥prione. BAéne mapdypago 4.

T tepréyer To mapdv VA0 00NYLOV:

T eivaun To Pregabalin Pfizer koi mowo givar n yprion tov
T apémel va yvopilete npv mhpete to Pregabalin Pfizer
Iog vo mapete to Pregabalin Pfizer

[MBavég avemBounteg evépyeteg

i va. purdcoete to Pregabalin Pfizer

[epreydpeva g cvokevaciog Kot AOES TANPOPOpPiEg

ok

1. T givon To Pregabalin Pfizer ko oo givon i yprion tov

To Pregabalin Pfizer avfjket og pio opdda popuakmy Tov ypnoipnorolohvol yio tn Oepomeio g
emnyiag, Tov vevpomabntikod ovov kot ¢ Atatapayng Ievikevuévoo Ayyovg (AT'A), oe eviiMKec.

IMeprpepikds Kot KevTpikog vevporadnTtikog wovog: To Pregabalin Pfizer ypnowonotgiton yio
Oepameio ToL TOVOL PaKpPAg dtdpkeLag oL opeiletar oe PAAPT TV vevpwv. Tlepipeptkdg
veupoTadNTIKOG TOVOG Pmopet va mpokAnBel and drdpopeg acBéveles, Onmg o dafrTng 1 o EpmNg
{owompag. H aicOnon tov ndévov propei va meprypaeei cav aicOnpa {éotng, kadoov, éviovov
oPIEILOTOC, TIVAYLOTOG, Loy oplig, GOVPALAC, KPAUTOGC, TOVOV, LOPUNKINGTG, LOVOLAGHOTOC,
TOUTNUATOV 0o Kopeitoeg Kot feloves. O TePLPePIKOC Kot KEVTPIKOS VELPOTTAONTIKOC TOVOG pmopel
eniong va GLGYETIGTOVV LE aALayEC O1d0eomG, dlaTapayEg VTvov, KOTmom (KoOpaoT)) Kal UTopel va
EMNPEACOVY TNV PLGIKT K0l KOW®MVIKT AEITOVPYIKOTNTO, KAOMG KOl TNV GLVOAIKN oot Te (ONC.

Earunmyia: To Pregabalin Pfizer ypnoiponoteiton yio tn Ogpomeio piog cuykekpuévne Lopeng
ennyiog (eo0TloKES EMANTTIKEG KPIGELS e | Y0piG devTEPOYEVT Yevikevon), o€ eviAtkes. O ylotpog
oag Ba 6dg cvvtayoypagnoet to Pregabalin Pfizer ywa ) Oepaneio tng emAnyiag, 6tav 1 aywyrn mov
akoAovBeite onjuepa dev eEAEyyel Ty Kotdotaon cac. Oa mpénet va AauPdvete to Pregabalin Pfizer
emmAEOV TG ay®YNG Tov akoAovbdeite onjuepa. To Pregabalin Pfizer dev mpoopiletar yio va
YPTOLLOTOEITAL LOVO TOV, AAAG B0l TPEMEL TAVTO VAL (PT|CIUOTTOLEITAL GE GUVOLOCHUO LE GAAT
aVTIEMANTTIKY Oepameia.

Awrapoyn Tevikeopévov Ayyovg: To Pregabalin Pfizer ypnowonoweitat yia t Ogpameio tng

Awtapoync Fevikevpévoo Ayyovg (ATA). Ta cvumtodpata g AIA givar Topatetopuévo veepPorko
Gryyoc kot avnovyia, mov givar dvokoro va ereyybovv. H AT'A pmopel emiong va mpokarécst
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vevpikdtTa 1 aicOnua £viovng tapayng 1 eOPov anmAieiag eEAEYYOV, aicOn e EOKOANG KOTWOONG
(xovpaonc), duokoAio 0T GVYKEVTIPOON 1 aicOnuo AdeldoIOTOg TOV VoD, aicOnua
evepeBioTOTNTOG, LVTKT TAON 1) S1OTAPOY TOV DITVOL. AVTA SLOPEPOLY OO TO GTPEG KOl TNV
vepEVTAON NG Kabnuepvng {ong.

2. T apémer va yvopilete Tpiv mapete to Pregabalin Pfizer

Mnyv mapete o Pregabalin Pfizer
Ye mepinton aAAepYiag OTNV TPEYKAUTAAIVY 1] G OTO0ONTOTE GALO OO TOL GLGTATIKA GLTOV TOV
QopUAKoL (OVAPEPOVTOL OTIV TAPAYPAPO 6).

M[pocdomou]oeis Ko TPOoPVAAEELS
AmevBuvbeite otov ylatpo 1 Tov eopuaKoTold oag Tpty Tapete to Pregabalin Pfizer.

o Optopévol acbeveig mov Aappdavovv Pregabalin Pfizer éxovv avagépet copntdparta mov
VTOINADVOLY OAAEPYIKY aVTIOPOOT). AVTA TO GVUTTOUATO, TEPIAAUPAVOLY oldnua (tprh&Lo)
070 TPOCOTO, GTA XEIAN, OTN YADCGCO KOl 6TO Adpd, KaBdg Kat dudyvto eEavinpa oto dépua.
Edv mopovcidoete kdmolo omd auTéc TIg avTIOPAGELS, 0o TPETEL VO ETKOIVMVIGETE QUECWHS LE
oV Y10Tpd COC.

. e oyéon pe 1t Oepameia pe mpeykaumarivn £xovv avapepbei coPfapd depuatikd eEavonuota,
peta&d dalwv, ohvopopo Stevens-Johnson kot To&ikn emdepuikn vekpoAvon. Edav
TOPUTNPICETE OTOLOONTOTE GUUTTOUA TOV GYETILETAL LUE TIC GOPOPES HEPUATIKEG AVTIOPACELC
OV TEPLYPAPOVTOAL GTNV TAPAYPAPO 4, GTAUNTNGTE VO YPTCLLOTOLEITE TPEYKAUTOAIVT Kot
avalnote apécwms wTptkn fondeta.

o To Pregabalin Pfizer £ys1 cuoyetiotel pe {aAn kot vrvnida, Tov propei va avERoovy Ty
TOOVOTNTO TPAVUATICUOD OO aTOYNUO (TTOGT) 6€ NAKI®UEVOLS aobeveic. Q¢ ek TOVTOV,
TpENEL vaL €l0TE TPOGEKTIKOL, LEYXPL VoL cuvnBicete omoladnmote avtidpaon Uropel va £xeTe 610
QAPLOKO.

. To Pregabalin Pfizer propei va mpokoléoet Bapunn dpacn 1 andrela g dpacng 1 GAleg
petaforés otnv Gpact), ol TEPLGGOTEPESG A0 TG OMOIES Elval TPOSWPVES. Oa TPEmeL va
EVILUEPDOETE AUECMG TOV YIATPO GO, EAV TOPOVGLACETE OTOLONTOTE UETAPOAT GTNV OPOOT|
oG,

o Kdmotot dwapntikoi acbeveig, mov maipvovv Bdpog, evocm AapPdvouy mpeyKapumaAivn propei va
YPEWCTOVV aAAyT ot avTidlaPnTikd edpuokd Toug.

. Optlopéveg avemBounTeg evépyelec, OTMG 1 LIIVNALL, UTopPEL va glval o GLYVEC, YOTL Ot
acBeveic pe PAAPN Tov voTiaiov puedod pumopel vo Aapfavouy Kot AL QAapHOKa Yio TV
Oepamneio, mopadelypLatog ¥éptv, ToL TOVOL 1 TN CTAUCTIKOTNTOS, TO OTOld £Y0VV TOPOLOLEG
OVEMBOUNTEG EVEPYELEG LLE TNV TPEYKAUTAATVT KOl 1) GOPaApdTNTO AVTOV TOV AVETIOOUNTOV
gvepyelmv pmopet va, avéndei 6tav Aappdvovton podi.

o "Exovv vdp&et avapopég kapdlokng avETAPKELNG G OPLOUEVOLS aobevelg Tov AduPavay To
Pregabalin Pfizer. Avtoi o1 acOeveic ftav kuping nAKiouévol, pe Kopdloyyelakd tpofAnuata.
[pwv va LaPete avTo TO PAPNOKO TPETEL VO EVI|LEPAOGETE TOV YLUTPO GG EAV EYETE
16TOPIKO KOPOLUKIG TAONOoNG.

. "Exovv vtap&et avapopég vEQPIKNG OVETAPKELNS € OPIoIEVOLE 0obeveig oV Adufovay To
Pregabalin Pfizer. Eav mapotnprioete peiowon otnv obpnon, eved Aappavete to Pregabalin
Pfizer, 0o mpémet va evnuepdoete Tov yratpd oag, Kabmg 1 S10KOTH TOL GAPUAKOV UTOPEL VOl TO
BeAtidoet owtod.
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. Opropévor acBeveig mov elduPavay avtiemAnmtikn aywyn, Onwog to Pregabalin Pfizer, siyav
okéyelg mpoxAnong PAEPNg 1 Bavdatov oTov €0VTO TOVG 1) ELPAVICAY CVTOKTOVIKY|
ovuneplpopd. Edv omoladnmote otiypn €xete mopOLoleg OKEYELS 1] ELPOVIGETE TETOLN
GLUTEPLPOPA, EMKOIVOVIOTE OUECHS LLE TOV YIOTPO GO,

. Orav to Pregabalin Pfizer Aappdveton poli pe dAlo @aproko Tov Umopel va TpokaAEGOVY
duoKOIMOTNTO, (OTT®G KATTO 10T TOVGITOVMY PUPUAK®V), gival TOavo vo epueavicioy
YOOTPEVTEPIKA TPOPANLOTA (70.). SOVOKOIMOTNTO, EVTEPO TTOL £XEL PPAEEL 1| TAPOAVGEL).
Evnuepdote tov ylotpd cog GV LaviceTe SUGKOIAOTNTA, Wlaitepa 4V €l0TE EMPPENNG OE
0wt TO TPOPAN UL

. [Ipwv épete avTO TO EEPUOKO, EVIUEPDGTE TOV YLOTPO GAG EQV £YETE TOTE KAVEL KATAYPN O™ I
elyate eEGpTNomn and 10 AAKOOA, OO GLVTAYOYPAUPOVUEVO PAPLOKA 1] OTTO TOPAVOLES OVGIES.
AVTO gvd€yeTal vo, oNpoiveL OTL SIATPEYETE LeYaADTEPO KivOLVOo va avantoéete eEGpTNon amd 1o
Pregabalin Pfizer.

. "Exouvv vrtapet avagpopég omaoudv pe T ypnon tov Pregabalin Pfizer | cOvtopo petd
dakornn tov Pregabalin Pfizer. Eqv spgavicete onaopd, EXKOWVOVACTE LE TOV YI0TPO GOG
opécmC.

° "Exovv vap&et avapopég puelmong e eYKEQOAKNG Aettovpyiog (eykepalomdbela), o LePIKong

acbeveic mov Aoppdvovv Pregabalin Pfizer, 6tav éxovv kot Ghheg mabnoesic. Evuepoote tov
YTPO GOC GV £XETE 1GTOPIKO 0TO0GONTOTE GOPOPNG LOTPIKNG KATAGTOOTG,
GUUTEPTAAUPOVOUEVNC TG NTATIKNG 1| VEPPIKTNG VOGOV.

o "Eyovv vtap&et avapopég duokolmy otny avamvor. Edv £yete diotapayic Tov vevupikoh
GLGTNLOTOG, SLOTAPAYES TOV OVATVELGTIKOD GUGTILOTOS, VEPPIKY] SucAELToVpYia 1 edv gioTE
v TV 65 ETMV, 0 YTPOC GO UTOPEL VUL GOC CLVTAYOYPOUPNTEL £VO., S10POPETIKO SOGOAOYIKO
oynuo. Emkowvoviote e Tov yiatpo 6og £6v mapovctdlete TpoPANUATO GTNV OVATVOT| 1] EGV
éxete pNyES AVATVOLC.

E&dptnon

Oprouéva droua evééyetat va avantvéovv eEdptnon amd to Pregabalin Pfizer (avéyxn vo cuveyilovv
va, Toipvouy 10 AapuaKo). Evoéyetal va Topouslacouy GTEPNTIKGE CUUTTOUOTO OTOV SLOKOWOLY TN
ypron tov Pregabalin Pfizer (BA. mapdypago 3, «Ilog va ndpete o Pregabalin Pfizery» ko «Edv
otapatioete vo, maipvete to Pregabalin Pfizery). Edv mpopAnpotileote 01t evogyeton va avanthéerte
e&aptnon and to Pregabalin Pfizer, eivon onuavtikd va coppovievteite Tov yratpd cog.

Edv mapatmpnoete omolodnmote amd TG mopakdto evoeifelg evoocm maipvete to Pregabalin Pfizer, 6a
umopovoe va amoterel EvoelEn 0TL avantoccete eEGptnon:

. Ao0daveote TNV avaykn vo TAPETE TO PAPLOKO Y10 LEYAAVTEPO S1ACGTNLA A0 EKEIVO TOV GOG
oLUPOVAELGE O YIOTPOG TOL GOC TO GLVIAYOYPAPNOE

. As0dveote 6L ypelaleote va ThPETE TEPIGGOTEPO UM T CLVIGTMUEVT dOGN
XPNGIUOTOIEITE TO PAPLOKO Y10 AAAOVG AOYOLG EKTOG OO EKEIVOVC Y10 TOVG OTTOI0VG
oLVTOYOYPUENONKE

. "Exete kavel emavelAnppéves, anotuynpéves Tpoondbdeies va dokoyete 1| va elEyEete
YPNO™ TOL POPUAKOV

. Orav dwokontete T ANy Tov eappdkov acbdveote adwbesia kot aicdveote KalvTepa

Otav apyiceTe Vo, TOIPVETE KOl TOAL TO QAPLLOKO
Edv mapatnpnoete omoladnmote oo Tic Topamive evOeiEeLs, LMANOTE [LE TOV Y10TPO GaG Y10 VoL
ocv{nmoete TV KaAHTEPT 000 Bepameiog yio e64c, KaBMG Kot TOTE EivOl GOOTO VO SIKOYETE TO
(APLLOKO KOL TAOG VO, TO KAVETE LE OCPAAELXL.
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Howora ko Epnpor

H acpdleio kot 1 amotelecpoticodtnTo o€ Tondld Kot pnovg (MAkiog kdtom tov 18 eTmv), dev €xet
TeEKUN POl Ko CLUVETMG 1) TPEYKAUTOAIVN eV O TPETEL VAL YPTCGYLOTOLEITAL GE QVTAV TNV NAKIOKN
opndda.

A)ho eappoxa kou Pregabalin Pfizer

Evnuepdote Tov yotpd 1 10V @opuaKonold cog edv maipvete, £xete TpOGPOTA TAPEL 1) UTOPEl VoL
napete GAAA QApaKa.

To Pregabalin Pfizer kot opiopéva dAlo @dppoka umopei va exnpedlovv to éva. to GAlo
(oAMnemidpacn). Otav to Pregabalin Pfizer haufdverar pali pe cvykekppuéva gappoko. to onoio
£YOLV NPEUICTIKEG OPACELS (GUUTEPTAAUPOVOUEV®VY TOV OTIOEWMV), UTOPEL VO EVIGYVGEL TIC OPACELS
aVTEG, Kot Bo UTOPOvGE VoL 00T YNGEL GE AVOTVEVCTIKY OVETAPKELD, KD Kot Odvato. O Babudc
CaAng, vevnhiog Ko HEIOUEVTS GLYKEVTPOOTS, umopel va avénbel av to Pregabalin Pfizer Laufdvetat
LE QAPLLOKA TTOV TEPLEYOVV:

O&uKk®dOVT — (YPNOYOTOLEITAL O TAVGITOVO)
Aopalendun — (ypnoomoteitan yio v Bepamneio Tov dyyovg)
AAKOOA

To Pregabalin Pfizer propei va Adappavetal pe oo Tov 6TOUOTOG OVTIGVAANTTIKA.

To Pregabalin Pfizer pe tpo1}, moté Kot ovomveopatdon
Ta koydxio, Pregabalin Pfizer umopotv va Aaufdavovtor pe 1 yopic tpoen.

ZUVIOTATOL VO UMV KOTOVOADVETE OAKOOA, evd AapPavete Pregabalin Pfizer.

Kinon ko Onioopog

To Pregabalin Pfizer dev npénet vo Aapfdvetot katd tn didpketo g eykupocvvng 1 6tav Onralete,
eKTOC €4V 0 YIOITPOG GO GAC dMaeL GALeC 0omyiec. H yprion ¢ mpeyKoumaiivng katd tn S1dpKelo TV
TPOTOV 3 UNVAOV TNG KONOTNG EVOEYETOL VO TPOKOAEGEL GLYYEVELG AVOUOMES GTO AyEVVITO TTaLdl OV
¥PEWLoVTaL WTPIKT AVTILETOTION. L€ [a LEAETT OV eE€TOoE OedOUEV OO YOVOIKES OTIG
GKAVOWVOPIKES YDPEG TOV TPV TPEYKUUTOAIVT KOTA TOLG TPAOTOVS 3 UNVEG TNG KONOTG, 6 LOPA GE
kda0e 100 giyav téTolov €idovg cvyyeveic avapoliec. Avtd cvykpivetal pe 4 popd ota 100 Tov
yevvnOnkav amod yovaikeg mov dev EAaPav Bepaneia pe mpeykapumaiivn otn perétn. Avaepépnkav
AVOUOAIEG TOV TPOGMTOV (GTOUUTOTPOCMOTIKES GYIOTIES), TV 0PBAALDV, TOV VEVPIKOD GUCTHLATOS
(cvumepAapfovOUEVOD TOV EYKEPAAOD), TMV VEQPPAOV KOL TMV YEVVNTIKDY OPYOVOV.

O1 yvvaikeg mov Ppickovtal 6 avomapay®yikn nAkio Tpénet vo AapPivouy amoTeAEGHOTIKG LETPO
avtiovAAnyng. Edv eicbe éyxvog 1 OnAdlete, vouilete 6t1 pmopet va gicBe €ykvog 1 oyed1dleTe va
amoktioete Toudi, {NTHote T GLUPOVAR TOV Y1TPOD 1) TOV PAPUAKOTOLOD GOG TPOTOV TAPETE OVTO TO
papLoKo.

001 yNoN KL LEPIGROS PNYAVIILATOV

To Pregabalin Pfizer unopei va mpokaiécetl (AN, vivniio Kot petopévn cuykEVTpoon. Agv Ba mpémet
Vo, 0ONYNOETE, va XePLoBeite TOADTAOKA LNyoviHaTa 1] Vo eUTAaKeiTE 68 AAAEG, TIBAVAG ETIKIVOLVES
SpacTNPLOTNTES, £0G OTOV SLOTICTMOGETE AV OLTO TO PAPLOKO EMNPEALEL TNV IKAVOTNTA GOG VO
dedryete aVTEG TIG OPAGTNPLOTNTES.

To Pregabalin Pfizer mepiéyer povovd prki] Aaxtoln

Av 0 yuoTp6g Gag, o0G EVNUEPMTE OTL £xETE KAmOlo ducave&io G€ OPIGUEVO GAKYOPM, ETIKOVMVIOTE
UE TOV Y10Tpd GOC TPV TAPETE OVTO TO PAPLLOKO.

62



To Pregabalin Pfizer mepiéyer vatpro

To @apuaxo ovtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avé okAnpd Kaydkio, givol avto
mov ovoudlovpe «ehevBepo voTpiovy.

3. IIog va mapete To Pregabalin Pfizer

[Tédvtote va maipveTe T0 PAPLOKO GVTO GVGTNPE GOUPOVE LE TIG 0dNYieg TOV YloTpoy cag. Edv yete
ap@Boriec, pmTNGTE TOV YITPO 1) TOV PUPUOKOTOL0 Goc. Mnv maipvete meptocOTEPO PAPUAKO OTd
0G0 cLVTOYOYpPaPONKE.

O ywatpog cag Oa amopacicel mola d0o1 givar KATAAANAN Yo €0GC.

To Pregabalin Pfizer givou povo yia xpnon omod Tov 6TOH0TOG,

Ieprpepkog kKo KEVTPIKOG vevpomadnTIKOg TOVOG, eminyia 1 Avotapayn 'evikeopévov Ayyovg:

. No Aoufavete Tov aplfud tov koyokiov, cOUE®V LE TIG 00NYieg TOV Y1aTpoD 6ag.

. H d60m, n omoia £yel TpocapuocTel 6€ €6GG KoL TNV KOTAGTACT Gag, Oo Kupaiveton yevikd
petald twv 150 mg kot tov 600 mg v nuépa.

o O ywtpog oag Ba cog met va AapPavete to Pregabalin Pfizer ite 800 eite tpeig popég v

nuépa. T, v mepintoon Aymng 600 @opég Ty nuépa, va Aapupdavete to Pregabalin Pfizer pia
7o TP Kot pio o Ppadv, mepimov v idta dpa kKabe nuépa. o v mepinTtmon Aqyng Tpelg
QOpEC TNV NuEPa, va Aappavete to Pregabalin Pfizer pia to npwi, pia o andysvopa ko pio to
Bpddv, Tepimov v 1810 dpa kébe nuépa.

Eav éyete v evivmmon 011 1 dpdon tov Pregabalin Pfizer sivau gite vepfoikd ioyvpn| eite
vrepPolikd aoBevi|g, EVILEPDTTE TOV YLOTPO 1) TOV POPLOKOTOLO GOG.

Av glote nAkiopévog aobevig (MAkiag dvm tov 65 eTdVv), Tpénel va AapPavete Kavovikd to
Pregabalin Pfizer, extog k1 av éyete TpofANpaTo HE TOVG VEQPOVS GOC.

O Y10Tp0Og 060G UTOPEL VO GAG GLUVTAYOYPUPTOEL £VOL SLOPOPETIKO HOGOA0YIKO TPOYPULLLO KOUT 300,
av éyete mPOPANLLO e TOVG VEPPOVS GOC.

No Kotamivete To Koyaklo oAOKAN PO, LE VEPO.
Na ovveyilete va maipvete to Pregabalin Pfizer, péypt o yiotpdg cog vo 664G met va 10 6TapaTHOETE.

Eav napete peyolvtepn d6on Pregabalin Pfizer amé tnqv kevoviki

Enwowmvnorte pe tov ylatpd oag 1 tnyaivete apécms 6To TANGIECTEPO VOGOKOUELD, GT LOoVAda Yia
ta emetyovta neplotatikd. No éyete poli cag to kouti ) Tnv eéAn tmv koyakiov Pregabalin Pfizer.
Y mepintwon mov TapeTe peyaivtepn 66or Pregabalin Pfizer and v kavovikn, gival mbavov va
awoBavOeite vrvniia, obyyvon, diéyepon N avinovyio. Exovv avagepbel emiong emAnmtikég kpioelg Kot
OTTOAELD TOV A16ONCEDV (KMDLLOL).

Eav Eeyaoete vo mapete to Pregabalin Pfizer

Eivat onuovtiko vo Aappdavete ta koydkia Pregabalin Pfizer taxtikd, tny idwa dpa kabe nuépa. Edv
Eexaoete va mapete pio 060, mapte T LOALG TO BuunBeite ektog edv TANGLALEL 1| DA Yo TNV
EMOUEVN JOON. ZE VTV TNV TEPINMTWGT), GUVEYIOTE KAVOVIK( e TNV EMOUEVT 00GT). MNV TtdpeTe AN
SO0 Y10, VO AVOTTANPOOETE TN 000T oV EEYGoaTE.

Eav octopaticete va moipvete to Pregabalin Pfizer

Mn otouatioete Eagvikd vo maipvete to Pregabalin Pfizer. Edv 0élete vo otapatioete va Toipvete
1o Pregabalin Pfizer, co{ntote to mpdra. pe tov yiorpd cac. Exeivog Oa oag mel ndg va 1o kdvete. Av
n Beponeio cog otapatiogl, 1 dtakonn o mpémet va yivel Babuiaio, o€ xpovikd S1AGTNHE TOVAGYIGTOV
piog efoopddoc.
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Metd ) daxonn Bpayvypdviag 1 pakpoypoviag Oepanciog pe Pregabalin Pfizer, mpénet va yvopilete
OTL Umopel va. EPEVIGETE OPIGUEVEC OVETIOVUNTEG EVEPYELES, YVIOOTES KOL (O OVETIOVUNTEC EVEPYELEG
oTéPNoNG. AvTéG ol avemBOUNTEG EVEPYELEG TTEPIALUPAVOUY SVCKOAID GTOV VTTVO, TOVOKEPAAO, VOVTIO,
aicOnpa dyyovg, 51Gppold, CLUTTMOUOTO TOV OUOLALOVY LE VT TNG YPING, OTOCUOVGS, VEVPIKOTNTA,
KaTaOAy, okéyelg TpokAnong PAAPNG 1 BavdTov 6Tov g0vTd Gag, TOVO, EPidpwaon Katl CAAN. AVTEG
ol avemBounTeC evEPyeleg UTOPEl va GUUPOVV MO GLYVA 1 L HEYAAVTEPT] GoPapdTnTa £Cv AouPdvate
Pregabalin Pfizer ywo peyoldtepn ypovikn nepiodo. Edv mapovoidoete avembOunte evépyeieg
oTéPNONG, Oa TPENEL VO EXIKOIVOVIGETE UE TOV YIUTPO GOGC.

Edv éxete meplocdtepeg epmTNGELG GYETIKA LLE T YPTOT AVTOV TOL PAPUAKOL, POTNOTE TOV Y1ATPO 1)
TOV QUPULOKOTOLO GOG.

4. MBavéc avemOOuNTES EVEPYELEG

Onwg 6Aa Ta PAPLOKa, £TGL KO GVTO TO PAPUOKO UITOPEL VO TPOKAAEGEL OVETIOOUNTES EVEPYELES, OV
Kot dev apovstdfoviarl 6g OAOVG TOVG AvOPMOTOVGE.

IMoAv ovyvég: pmopei va ernpedcovy teplecotepovg amd 1 otovg 10 avOpdmovg
Z6&An, vvnAda, TOVOKEPAAOG,.

Yuyvés: pmopel va emnpedoovy £0¢ kot 1 atovg 10 avOpomovg

e Auvdnuévn opedn.

. AioOnon evpopiag, cOYYLOT, ATOTPOCAVATOMGLOG, peimon TN oeEovatkng emBupiag,
gvepebioToOTTO.

. Awapayn oty Tpocoyn, ade&loTNTa, EXNPEAGUEVT] VLT, OTOAELD LVAUNG, TPOLOG, SLGKOAL

otV oAia, aicOnon popunkicong, povdlaca, Katacstodn, AMapyog, abrvia, KOTMo, Un

OLO10A0YIKY] aicOnon.

Oaumn dpaocn, SimAwrio.

TAvyyog, mpoPAnpata pe tnv 16oppoTmic, TTMOGCT.

Enpooctopio, SLGKOAOTNTA, EUETOC, LETEMPLIGHOG, O1dppota, vouTic, TPNELLO 6TV KOIALA.

Avckorieg oty othon.

ITpn&wo tov odUATOG, GUUTEPIAAUPAVOLEVOVY TOV AKPOV.

AtioOnon pébng, un pucstoroywod Paoicua.

AvENon copotikod Papoug.

Mvikéc kpbumeg, TOVOG oTIC apbpdoel, TOvog ot péon (ooeuaiyia), Tdvog o€ GKpo.

TTovoroupoc.

'Oy ovyvég: propel va emnpeacovy g ko 1 otovg 100 avOpdmovg

o Andreo 0peéng, amdAglo fAPOVG, YOUNAL ETITEDD GAKYAPOV OULOTOS, VYNAA ETITEDD
GOKYAPOL OiLOTOC
. Amnonpocwnonoinom, avnovyia, katdOiuyn, 51€yepoT, SIOKLVUAVOELS TG CLVAICOMUATIKNG

duabeomng, duokola avaxkinong AéEemv, yevdaiohnoelg, mapdteva Gvepa, KPIGES TAVIKOD,
andBela, embetikotnto, £apon cuvalcOnUATIKNG d1a0gonG, EXNPEAGUEVT] HLoVONTIKN
Katdotaor, SuoKoAia oty okéy, avénon g oefovalkng emtbouiog, TPoPANLOTA UE TN
oeEovaAikn Aettovpyia, CLUTEPIAAUPOVOUEVTG TG AVIKAVOTNTAG VA EMTOYETE GEEOVAAKO
opyaoud, KoBuotepUEVN EKCTEPUATION

. Meraforéc otny Opoot, acLVNBEL KIVIGELS TOV HOTU®DV, HETOBOAES TNV Opao,
GUUTEPTAAUPAVOUEVNC TNG OPOGTC KATE TV OOl T OVTIKEIEVE PaivovTal ooV péoa amd
COAMVA, AAUYELS POTOG, OTOTOUEG KIVIGELS (TVAYLOTA), EAATTMOT OVTAVOKAOGTIKOV,
vrepkvnTikodTTa, (AN o€ 0pbia BEom, evacOnaio oto déppa, andAigla yevong, aicinon
KGOV, TPOUOG KOTA TNV KIVNoT|, LELMUEVT] GUVEIOT|ON, amdAELD GLVEIOONG, Amobuia,
avénuévn evatctnoio oto B6pvPo, aictnua adiubeciog.

64



EnpoeBaipio, Tpn&po pation, Tévog oto patt, e&acbevnuévn 6pacn, daxpippola, epeopdg
HATLOV.

AwTapayég Kapdtakod puiuov, avénon Kapdtakod puduov, YoUnAn aptnplaky Tieon, VYnNAn
apTnploKn Tieon, petaforég oTov Kapdlakd puOuod, Kapdloky aveTOpPKELd.

"E&oaym, e&ayelc.

Avokoria otV avamvon, EnpodtnTa 6T HOTN, PIVIKN CLLPOPNON.

AvEnuévn mapoyyn 61EA0L, Koovpa, LOVSUGHO YOP® ad TO GTOUA.

Eopidpwon, e€bvOnua, piyn, Topetoc.

Eravoloufoavouevec pwoikég cvomdoelg (tik), mpréuto apbpmong, Hoikn dvekapyio, wOvoc,
GUUTEPTAAUPOAVOUEVOL TOL PVTKOD TOVOV, TOVOG GTOV QVYEVO.

ITI6vog tov pactov.

Avokolio oty ovpnoN N ETOIVYT 0VPNGT, AKPATELD OVPWV.

Advvapia, diya, aicOnua cuceryéng tov Odpaka.

MetofoAéc 6TO OTOTEAECUOTO OLUATOAOYIKAOV KO NTUTIKOV EETAGEDV (OENUEVT
KPEATIVOPOGPOKIVAGT] OULOTOG, GVENUEVT] OUVOTPOVSPEPACT TNG oAavivig, avnuévn
OCTOPTIKN OULVOTPAVOPEPHOT], LELMUEVOG aPIOUOG alpoTeTaAi®Y, ovdeTepoTevia, avénon oty
KpeaTivn aipatog, Heimon 610 KAAMO aipaTog).

YrepevoioOnoia, Tpnouévo Tpdcwno, ayovpa, eEavinua, Kotappon, atpoppayio poTng,
Prixag, poyyainto.

Enddovvec éuunveg pooeis.

Poypotnta TV YEPLOV Kol TOSLDV.

Yravieg: pmopel va exnpedoovy £0¢ kot 1 otovg 1.000 avOpdmTovg

Mn gucioroyikn aicOnon doepnong, OpaoT Katd TNV onoia To AvVTIKEIEVD QaivovTal
TOAGVTEVOLEVO, OAAOI®UEVT] OVTIANYN TOL BAO0OVG, OTTTIKN PMTEWVOTNTA, ATMAELN OPACT|S.
Ateotalpéveg kOpeg, ahAnbdpioua.

Kpbog 1dpdrog, cuseryktikd aicOnuo Aaov, Tpnopuévn yAOcoa.

DAreypovn 610 TAYKPEAC.

Avokolia otV Katdmoon).

Apyf N Let@pévn Kivnon T0v GONOTOG.

Avokolia oty opBn ypaon|.

AvEnpévo vypod otV KotMd.

YypO GTOVG TVEVLLOVEC.

Xroacpot.

Metaforéc oto niektpokapdtoypaenua (HKI), mov avtiotoryobv e dtatapayEs Tov
KapdloKoy puopov.

Mvikn kdkoon.

"Exxpion paotov, un gueloloyiky avénon paotov, aviartuén LooTdV GTOVG AVOPES.
Awokomtdpeves EPUNVEG pOGELC.

Neppun avendpkelo, LELOUEVOS OYKOG OVP®V, KOTAKPATNGT OVP®V.

Meimwon otov aplfpd AevKoKLTTap®V.

AVApHOGTN GCLUTEPLPOPE, CVTOKTOVIKT] GUUTEPLPOPH, CVTOKTOVIKEG GKEYELG.

AMAepYIKES OVTIOPACELS TOV UITOPEl VoL TEPIAUUPAVOVY SUGKOAO GTNV AVOTTVOT], PAEYLLOVT] GTA
uatia (kepatitida) Kot GoPapég depUATIKES OVTIOPACELS TOV YopaktnPilovTol amd KOKKIVMTES,
eninedeg oToY0EWdElC 1) KUKAMKEG TAAKEG GTOV KOPUO, GUYVE [LE PAVKTAVEG GTO KEVTPO,
EePAOVOIG O TOV BEPHOTOG, EAKT] GTO GTOLO, TOV GAPLYYQ, TN LOTY], TA YEVVITIKA OpYOve. KoL T
udtia. Avtd to coPapd deppoticd eovOnuato propel vo ekdnAmvovTol LETE omd TUPETO Kot
YPIm®ON cvumtdpate (cuvopopo Stevens-Johnson, To&ikn emOEpIKT VEKPOALON).

Ttepog (KITpiviopa Tov dEPUATOC KOL TV LOTLDV).

[Mopkivooviopdg, nAadt COUTTOUATE TOV OpolaLovV Ue TNV voco Tov Idpkiveov, dnwg
TpouoG, Bpadvkivioia (petmpévn uovotnta kivnong), Kot axapyio (Loikr dvokopyio).
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IMoAY omavieg: pmopei va exnpeasovy £m¢ Kat 1 atovg 10.000 avOpdmTovg

. Hnotwn averdpxeto.
. Hrnoatitida (eAeypovi Tov Nratog).

Mn yvoo6TéG: 1 6uyvoTNTO OV pmopel va ektiun 0l pe paon ta Srebéopa dedopéva,
. Avdantoén eEaptnong amod to Pregabalin Pfizer («pappoakevntikn edptnon»).

AoV drokdyete po Bpayvypovia 1 pakpoypdvia Oepaneio. pe to Pregabalin Pfizer, mpénel va
yvopilete OTL EVOEYETAL VO TOPOVGCLAGETE OPIGUEVEG AVETIOOUNTEC EVEPYELEC, TTOL ovoudlovTal
avemBounteg evépyeteg otépnong (PA. «Edv otouathoete vo maipvete to Pregabalin Pfizery).

Av gnoavicOei Tpn&ipo oto TPOcOTO 060G 1| 6T YADCOW GOS 1] EAV TO OEPNA GOC KOKKIVIGEL KOl
apyioel va Pydler govokdrec | va Ee@rovoilel, mpémel va avalnTioeTe apécmS LOTPLKN
ovppovin.

Opiopéveg avemBOuNTeG EVEPYEIEG, OTTMOC 1) VIIVNALX, UTOPEL VoL Eivar TT10 cLYVEG, YloTi o1 aioBeveig e
BAGPN Tov votioiov puedol pumopel va Aaufavouy Kot GALo eappoka yio, Ty Oepameia,
TOPASELYLLATOG YAPLV, TOV TOVOV 1] TNG CTACTIKOTNTAS, T OOl £X0VV TAPOUOIEG AVETIOOUNTES
EVEPYEIEG UE TNV TPEYKUUTOAIVN KoL 1) GOPAPOTNTA OVTOV TOV OVETIOOUNTOV EVEPYEIDYV UTOPEL VO
avénOel dtav Aaupavovtor pall.

"Exet avapepbei n mapakdto avemBountn evépyeia and Ty gumelpio HETA TNV KVKAOPOpio oIV
ayopd: [IpoPAnua oty avamvor], pnyég avamvoLc.

Avo@opd avemBdunTov gvepyeLOV

Edv mapatnprioete kamoto avemBOuNTn eVEPYELN, EVILEPDGTE TOV YLUTPO 1) TOV PAPLOKOTOLO GUG.
A1 1oyl Kot yio kéBe mBovr| avemBounTn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV PUAAO 0INYIDV
¥pNonc. Mmopeite emiong va avagépete avemBounteg evépyeieg anevbeing, LEow Tov eBvikon
GUGTILLOTOG OVOPOPAS ToV avaypapeTot oto [apdptnua V. Méowm g avapopds avemBountov
EVEPYEIDV Umopelte va. fondNoeTe 0T GLALOYT TEPIOCOTEPMV TANPOPOPLOV CYETIKE LLE TNV OCPAAELD
TOV TOPOVTOG PAPUAKOL.

5. IIog va pvrdocsste To Pregabalin Pfizer

To @dppako avtd Tpénet voo puAAGGETOL G€ LEPT OV OgV TO PAETOVY Kot Ogv TO POEVOLV Ta TALOLA.

Na pn ypnoponoteite ovtd T0 PAPUOKO UETE TV UEPOUNVio ANENG TOV aVOPEPETAL GTO KOVTL 1} 0TIV
@uaAn. H nuepopnvia Anéng sivor n tedevtaio nuépa Tov PNva TOL AVAEEPETOL EKEL.

Agv vrdpyovv 1d1kéG 00N Yieg S10THPNOTG Y10 TO PAPHAKO OVTO.

Mnv metdite eAPUAKO GTO VEPD TNG OMOYETEVLGNC 1| OTA OKIOK( amoppinpota. Potiote tov
(POPLOKOTTOLO GOG Y10, TO TAG VO, TETAEETE TA. PAPUAKE, TTOVL JEV YPNCIUOTOLELTE T AvTtd Ta pétpa Oa
BonBncovv oty tpoctacio Tov TEPPAAAOVTOG.

6. Mepreyépeva TG GVOKEVAGING KL AOUTEG TANPOPOPiES

T nepréyer to Pregabalin Pfizer

H dpaotikn ovoia glvan | Tpeykapmarivy. Kabe oidnpd kaydkio tepiéyet 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg 1} 300 mg wpeykapmorivn.
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Ta dAha cvotatikd givol: Aaktoln povoiidpikn, apafocitov aupvro, Tdikng, {eAativn, Titaviov
dwo&eido (E171), vatpro Aaovpuiobeuxo, 610&€id10 Tov TPLTion KOAAOEWES AvudpO, LOPO LEAGVL
(to omoio mepiéyet koppen Adxkag, pELav o1dnpov o&gidto (E172), Tpomuievoylvkoin, kaiiov
VOpo&eidio) Kot HOWP.

Ta kaydxio, twv 75 mg, 100 mg, 200 mg, 225 mg kot t@v 300 mg, mepiéyovv eniong epvbpod G1oMpPov
o&eidwo (E172).

Epngavien tov Pregabalin Pfizer kol mepieyonevo g cveksvosiog

25 mg xoydxio AgvKoD YPOLOTOC GKANPA KOWYAKLA, TTOL GEPOVY TNV EMLGTLLOVOT
“Pfizer” oto xomakt ko1 “PGN 25” 610 coua.

50 mg xoydxio AgvKoD YPOLOTOC GKANPA KOWYAKLA, TTOL GEPOVY TNV EMLGTLLOVOT
“Pfizer” oto kamdxt kol “PGN 50” o10 odpo. To codpa tov Konyoakiov
gmonuaiveton pe pio povpn Ampida.

75 mg xoydxio Agvko0 Kol TOPTOKAAL YPOUATOG CKANPE KOWAKL, TOV GEPOVY TNV
emonuaven “Pfizer” oto komdxt kol “PGN 75” 610 cdpa.

100 mg xonydxio IToptoKaAl xp®UATOG CKANPE KAyEKL, TOV PEPOVY TNV EMCTUAVOT)
“Pfizer” oto xomdkt ka1 “PGN 100” 610 cua.

150 mg koydxio Aguko0 YPOUOTOG CKANPA KOWAKLL, TOV GEPOVV TNV EMIGTOVOT)
“Pfizer” oto kamdxt kot “PGN 150” 610 copa.

200 mg ko axia AVOIKTOD TOPTOKOAL YPOUATOG CKANPE KUWAKLOL, TOV QEPOVY TNV
emonuavon “Pfizer” oto kamdkt kot “PGN 200” 610 copa.

225 mg Koy axKio Aguko0 Kol aVOIKTOU TOPTOKUA YPOUATOG GKANPE KOYAKLOL, TOV
@épovv TV emonpaven “Pfizer” oto kamdkt kot “PGN 225 610 copa.

300 mg ko axio A€gvKob Kol TOPTOKUAM YPOHATOG CKANPA KAWEKLO, TOL PEPOLY TNV
emonuavon “Pfizer” oto kamdkt koar “PGN 300” 610 copa.

To Pregabalin Pfizer dwotibeton o€ entd peyédn cvokevaciog and PVC pe omicbio kGivupo amd
aAovpivio: pia cvokevaoio Tov 14 kayakiov Tov tepiéyet 1 Tawvia koyéing (blister), pia cvokevacio
tov 21 koyakiov mov mepiéyet 1 tawvia koyéing (blister), pio cvokevacio Tov 56 Koyakiov mov
nepiéxet 4 tawvieg koyéing (blister), uia cvokevocio Twv 84 kayoakiov Tov TepEyetl 4 Tawvieg KuywEANG
(blister), pio cvokevacio tov 100 kayoakiov mov mepiéyetl 10 Tovieg koyéing (blister), wo
ovokevooia tov 112 koyokiov mov tepiéyet 8 tavieg kuywéAng (blister) kot pia cvokevacio tov 100
X 1 xayoxiov og didtpnteg koyéleg (blisters), povadwv d6ong.

EmmAéov, to Pregabalin Pfizer dwatifeton o @réAn moivatbvieviov vyning mokvotntag (HDPE) mov
mep€yetl 200 Koy akia, yio TIg TEPLEKTIKOTNTES TV 25 mg, 75 mg, 150 mg kot 300 mg.

Mmropei va, unv KuKAOQOPOHY OAEG Ol CLGKEVAGIEC.
Kartoyog Adsrog Kvkhogopiag ko Ilapackevaostiig

Kéroyog Adsrog Kukhopopiag:
Upjohn EESV, Rivium Westlaan 142, 2909 LD Capelle aan den Jssel, Kato Xopec.

[Mopackevactic:

Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg,
Ieppavia.

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

Mo omoladnmote TANPoPoOpio. GYETUKH e TO TAPOV PAPUAKEVTIKO TPOIOV, TOPAKOAEITTE VO
amevbuvbeite otov TomiKo avtimpdommo Tov Katdyov tng Adstog Kvuihopopiog:
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Belgié/Belgique/Belgien
Viatris
Tél/Tel: +32 (0)2 658 61 00

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

Ceska republika
Viatris CZ s.r.o.
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

EALGoa
Viatris Hellas Ltd
TnA.: +30 2100 100 002

Espafia

Viatris Pharmaceuticals, S.L.U.

Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 (0)4 37 2575 00

Hrvatska
Viatris Hrvatska d.o.o.
Tel: + 3851 23 50599

Ireland
Mylan Ireland Limited
Tel: +353 1 8711600

Island
Icepharma hf.
Simi: +354 540 8000

Italia
Viatris Pharma S.r.l.
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
Mylan Osterreich GmbH
Tel: +43 1 86390

Polska
Mylan Healthcare Sp. z o.0.
Tel.: +48 22 546 64 00

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

Romania
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 mwapov ¢vAlo 00OV YprioNs avaBewpiOnke Yo TELEVTOIO POPE 6TIG:

Aentopepeic mAnpopopiec Yo 1o apuaKo avtd gival dtabéoiueg otov diktvakd Tdmo Tov Evpomaikov
Opyavicpod Gapudkmv: http://www.ema.europa.eu
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