


1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 25 mg oxAnpd konydxio
Pregabalin Zentiva k.s. 50 mg oxAnpd konydxio
Pregabalin Zentiva k.s. 75 mg oxAnpd koyakio
Pregabalin Zentiva k.s. 100 mg oxAnpd konydixio
Pregabalin Zentiva k.s. 150 mg oxAnpd koo
Pregabalin Zentiva k.s. 200 mg oxAnpd koydixio
Pregabalin Zentiva k.s. 225 mg oxAnpd koydxio
Pregabalin Zentiva k.s. 300 mg oxAnpd koo

2. MNOIOTIKH KAI MIOXOTIKH XYNOEXH 0~\‘9
Pregabalin Zentiva k.s. 25 mg oxAnpd koydio oc"
Kda0e oxhnpd konydkio mepiéyet 25 mg mpeyKoumToAive). CUOA

"Exdoyo pe yvoot dpdon: Kdbe oxinpd kawydxio nepiéyel eniong 47,57 mg uovou@}?cn haxtoln.
Pregabalin Zentiva k.s. 50 mg okAnpd kowydkio EU\AG

Kda0e orchnpd kaydkio tepiéyel S0 mg mpeykapmoiivn. ‘oc'-’
"Exdoyo pe yvoortn dpdon: Kabe oxAnpd kayakio mepiéyel emiong 5&9 povoiidpikn Aaxtoln.
Pregabalin Zentiva k.s. 75 mg oxAnpd xowydkio &OQ
Ka0e oxhnpd konydkio mepiéyet 75 mg mpeykopumoAive). {}O

"Exdoyo pe yvoot dpdon: Kabe oxinpd kaydkio TC%@P&X&II eniong 7,5 mg povoddpikn Aaktoln.

Pregabalin Zentiva k.s. 100 mg ockAnpd KawaKufO
Ka0e orxhnpd kaydakio tepiéyel 100 mg npsy&\pgwkwn.

N

"Ex80y0 e yvooth Spdon: Kabe oxinpducaydkio tepiéyet emione 10 mg povoidpiky Aaxtoln.

Pregabalin Zentiva k.. 150 mg ox)ghé xowéxia
Ka0e oxinpd konydkio nsptéx@go mg mPEYKOUTOALVT).
B\

"Exdoyo pe yvoorn 50&0}1\@(’.98 oKANPO KayaKio TeplEyel emiong 15 mg povoddpikn Aaktoln.

Pregabalin Zentlva,k'g\goo mg oKANPA Koo
Kda0e oichnpod K{U\\k&klo nepiEyel 200 mg mpeykapmodiv.

"Exdoy0 ué}{&(ucrﬁ dpdion: Kdabe oinpod koydkio mepi€yet emiong 20 mg povoidpikry Aaxtdln.

Preqe}@% Zentiva k.s. 225 mg okAnpd Koyaxio
KOk oxAnpd kaydkio mepiéyet 225 mg mpeykopmakiv.

"Exdoyo pe yvoortn dpdon: Kabe oxAnpd kaydkio mepiéyel emniong 22,5 mg povoddpikn Aaktoln.

Pregabalin Zentiva k.s. 300 mg okAnpd koydkio
Kabe orxhnpd kayakio tepiéyel 300 mg mpeyKopmaAivn.

"Exdoyo pe yvoot dpdon: Kdbe oxkAnpd kawdkio mepiéyetl emione 30 mg povobdpikn Aaktoln.

IMa tov TAnpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.



3. OAPMAKOTEXNIKH MOP®H
Zinpa Koy axio
Pregabalin Zentiva k.s. 25 mg oxAnpd xowaxio

Koayakio ordnpnic {eAativng e avotytod YKpt KAADLLLO KO 0VOTYTO YKPL OO, LAKOLG TEPITO
15,9 mm, pe to evummpa 25", To omoio mEPLEYEL GYEOV AEVKT GKOVN.

Pregabalin Zentiva k.s. 50 mg ckAnpé Kowydiio
Kawydxio ordnpng (erativig e avorytd yKpt KAADUUO KOl avOLyTO YKPL GO, UWKOVG TEPITOV
14,3 mm, pe to evtummpa "'50", To omoio TEPLEYEL GYEOV AEVKT GKOVN.

Pregabalin Zentiva k.S. 75 mg oxAnpd kowydxio Y
Kawydxio orinprg (erativng pe KOKKIVO KUADUO KOl avoLyTO YKPL GO, PKovg Tepimov 14,33xmm,
pe to evtimopa 75", 10 omolo mepEyel oxedOV AeuKn oKoVN. o)

Q

Pregabalin Zentiva k.s. 100 mg ckAnpd koydkio "uo
Koayakio ordnpnic {erativng pe KOKKIvo KEAVRILO Kot KOKKIVO GO0, UKOLG TTEPT 15,9 mm, pe to
gvtomopo "100", To onoio mepLEYEL GXEGOV ALK GKOVT). 4®

o o
Pregabalin Zentiva k.s. 150 mg cxAnpd koydxio Y
Koyakio ordnpic (eAativng e avotytod YKpt KAADLLLO KOt 0VOTYTO YK f@%ﬁua, UNKOLG TEPTITOV
18,0 mm, pe to evummpa 150", To onoio mepiExel oYedOV AEVKT| QI@&;

N\
Pregabalin Zentiva k.s. 200 mg okAnpd konydkio %OQ
Koayakio ordnpic (erativng pe adtopavég podi KdAv o qu L0QOVEG POdT GO, UKOVG TEPITOV
19,4 mm, pe to eviummpa 200", To onoio mepiExEL stéés&smcﬁ oKOVI.

Pregabalin Zentiva k.s. 225 mg oxAnpd kowdKio. \0‘
Kawydxio ordnpng (erativng pe adtapoveg podi_OAV LN KOl AVOLYTO YKPL GO, UKOVG TEPITOV
19,4 mm, pe to evummpa "225", 10 onoio TEQIEYEL o0V AevKT GKOVN.

Pregabalin Zentiva k.s. 300 mg oxkAnpd-eaydiio
Koydkio oxinpnig (elotiving pe kOKKMO KEAD LA Kat ovotyTd YKpt e, wikovg Tepimov 21,7 mm,
ue to evromopo "300", to omoio @&Xm oYe00V ALK GKOVN.

<O

4.  KAINIKEX HAI—B@@OPIEZ
41 @apansnrt%&%si&aq
&

Nsupona@nn@’% mOVOG
To Pregab Zentiva k.s. gvdeikvotat yio T Bepameio Tov TEPLPEPIKOV KOl KEVTPLKOD
VELPOT KOV TOVOL GE EVIAIKEG,

R
E o
To Pregabalin Zentiva k.s. evégikvotar og copmAnpouatikn Ogponeio 6€ EVAMKES e E0TIOKEG
EMANTTIKEG KPIGEIS UE N YPIG OEVTEPOYEVT YEVIKEVOT).

Cevikevpévn Ayyoong Aatapoyn
To Pregabalin Zentiva k.s. evéeikvotar yio ) Bepameio g F'evikevpévng Ayymdovg Atotopoyng
(CAA) otovg eviiMiec.




4.2  Aocoloyio Kol TPOTOG YoPNYNONS

Aocoloyia
H d60m xvpaiveton omd 150 g 600 mg nuepnoiong, xopnyolueva gite g dVO gite o€ TPEIG

dmpnuéveg 000ELG.

NevpomaOnrikog movog

H Ogpancia pe mpeykopmaiivny uropet va apyicet pe pio 66on tov 150 mg nuepnoing, yopnyoduevo
glte o€ dVO gite o€ Tpelg dpnuéveg 600els. Me Bdom TV omdKPIoT KL TNV OVEKTIKOTNTO TOL KAOE
acBevoug, 1 8o pmopet, HeTd amd Eva xpovikd ddotnua 3 éog 7 nuepdv, va avéndei o 300 mg
nuepNoime, Kat, EGv etval amapaitto, otn péyotn d6on tov 600 mg nuepnoing petd and &va
TPOGOETO YPOVIKO SLaoTNUa. 7 NUEPDV. 9
Emilnyio \0\\\

H Ogpancia pe npeyxoumadivn uropei va apyicet pe pia d6om tov 150 mg nuepncing, Xop@;% peva
gite og dVO &ite o€ Tpelg dpnuéveg 60cels. Me Bdom TV omOKPIoT KL TV OVEKTIKOTNEGTOL KAOE
aoBevoug, n 8o pmopet va avénbei petd and pio efdopdda, oe 300 mg nuepncing £y1otn 660m
v 600 mg nuepnoimg, uropei va emttevydel petd amd pio emmiéov efdoudoa.

&

, , , <
Tevikeouévy Ayyaong Arazapoyn Q>
H 8601 xvpaiveron and 150 éwg 600 mg nuepnoiong, xopnyodueva 6€ Sb%rpag dmpnuéveg d6ceLS.
H avéyxn ywo Oepomeio mpénet vo emaveKTIUATOL TOUKTIKA.
H Oepaneia pe npeykopumadivn propei va Egkviioet pe pio d6om m)\&éi) mg nuepnoimng. H d6on, pe
Béaon v atopkn andKpIon Kol TNV OVEKTIKOTNTO TOL 0cOEVOD opel va avénbei ota 300 mg
nuepnoing, émetta amd 1 efoopdda. Encrta and pia emmpoco g%ud&x, 1 860N umopei va,
avéndei oto 450 mg nuepnoing. H uéyiot d6om tov 600 @uspncimg umopet va emttevyel Eneita
amd pio emrpochetn efoopddoa. {9‘{-

A10K0TTH THS TPEYKOUTOAIVIG (U\o'
ZOUQOVA LE TNV 1GYVOVGA KAIVIKT TPUKTIKY, ERYI YP1OT TNG TPEYKAUTAAIVIG TPETEL VO OLOKOTEL,
cuvioTdtol 1 SloKoT TG VoL npayuaronom@é?x@ waia, og dtdotnuo TovAdylotov piog efdopddac,

aveapmnto amod v Evoeitn (PA. napaypdd@ug 4.4 xon 4.8).

O\
Neppikn dvolertovpyio. L
H mpeyxopmorivny amofdiieton 06(91] GUGTNUATIKT KUKAOPOPIO KUPIMG UE OMEKKPLIOT OTTO TOVG
VEQPPOVC MG AUETAPANTO (pdpu&@). Kabmg 1 kdBapon g mpeykapmorivig eivar e08mg avirloyn g
KkéBapong g Kpsanvivng‘gﬁ. Tapdypoeo 5.2), n peimon g 60omg oe aobeveic pe emnpeacpévn
VEQPIKT Asrtovpyia mpéngiva eotoptkeetal cOupmva ue v kadapon g kpeatvivig (CLer), Ommg
Qoaivetal oTov Hivomz\Q moA0YLLOUEVT] COUP®VE LE TOV 0KOAOVBO TOTO:

O i o .
CLa(m ) = [1,23 x [140 - nuio (ét7)] X Papog (Kg)

&
H npe K@tahi\m amopakpOveToL amoteAecpotikd and 1o TAdopa pe apodwiion (50% tov
ag&o

x 0,85 { Osvei
Kpgaﬁ\m OPOI’) (umolll) ] ( Y10 YOVOLKEG OO 8V81g)

Qoputkov og 4 dpeg). ['a Ttovg asbeveic mov KAvoLvV aLodIOMOT|, 1| NUEPTOLL dOCT| TNG
TPEYKAUTOATVIG TPETEL VO, TPOGUPHOLETAL PAGEL TNG VEPPIKNG Agttovpyiog. ExTog amd tnv nuepnola
d0om, Tpémel va yopnyeital Kot pio, COUTANPOUATIKY OO0 ApESME LETA amd KAOe 4wpn cuvedpia TG
atpodrdhong (BA. ITivaxa 1).

Mivakag 1. Ilpocappoyi] T 066NG TG TPEYKAPUTOAIVIG BAcel TG vEQPIKIG AetTovpyiog

KaBapon , , ,

, YVVOAIKN Mpeprola doom L,
Kpeatwvivig L AoGoloYIKO oYL
(CLs) (ml/min) TPEYKOUTAAIVIG

Apyikn 66on Méyiotn 660om
(mg/mpépa) (mg/mpépa)
> 60 150 600 BID 1} TID




Kéapon YUVOAIKN MpEPN oL dOOT
KPEATIVIVIG e A0GOAOYIKO GYNLLOL
(CLey) (ml/min) TPEYKAUTOAIVNG
Apyikn d6om Méyiot 860
(mg/Muépa) (mg/Muépa)
>30-<60 75 300 BID 1 TID
>15-<30 25-50 150 Amaé nuepnoimng 1 BID
<15 25 75 Ama nuepnoing
SoumAnpouotikni 66on UETA TV apodwiion (mg)
| 25 | 100 | Amoé 86on’*
TID = Tpeig dmpnuéveg 600e1g )
BID = Avo simpnuévec docelg \\‘

H ocvvolikn nuepnota 6601 (mg/Mmuépa) npémnet va dtopeitat Onwe evosikvoutol and 10 d0GokOYIKO
GYNUO DOTE VO TPOKVTTOVY ME/SOGT. K
"H copminpopoatikny 66om givar pia draé emmpdodetn 600m. “uo

A&

Hraztikn dvolerrovpyio \
Agv amaiteitol Tpocuppoyn g 600mG o€ 0oOEVEIG LLE NTATIKY 51)07»81101);)”{{%}.(& TapAypoo 5.2).
THoudrorpinoc ninQvouog C,_,A
H aopdieia ko amotehecpatikotta tov Pregabalin Zentiva k.s. oe otdid nikiog kato tov 12 g1dv
Kot o€ eprfovg (nAkiog 12 - 17 etv) dev €xovv amoderyBel. Ta Sua@}cnua dedopéva oV VILAPYOLY
TPOG TO TOPOV TEPLYPAPOVTOL OTIS TOpaypapovg 4.8, 5.1 ko 5. AG dgv pumopovv va. yivouv
GLOTAGELS Y10, T 00GOAOYia. o

)

Hliouévor )
e nukiopévoug acbeveis pmopel va ypelaotel peio t]g d00MG NG TPEYKUUTOAIVIC, AOY®D
LELOWPEVNC VEPPIKNG Aettovpyiog (PA. mapdypop ?

o)
Tpbmog yopfynong AN

To Pregabalin Zentiva k.s. umopei va Ao €TOL LLE 1 YOPIG TPOPT.
To Pregabalin Zentiva k.s. eivot yuo X&@ Ao TOV GTOUOTOG LOVO.
O

4.3  Avtevdeigeg N
<O
YrepevaioOnoio ot dpa ‘éq ovoio 1 6€ KATO10 Ao Ta £KO0YO TOV AVAPEPOVTAL TNV TAPAYPAPO
6.1. Qo\
44 Ewwég n%"@ﬁonouﬁcalg K01 TPOPVAAEELS KATA T1) (prion)
N
Awofntikol ggeveic

ZOopemv TNV 1GYOOVGA KALVIKT TPOKTIKT, OpIGUEVOL dtafntikol aobeveic, mov maipvouvv Bapog
KaTd g‘éapomaia LE TPEYKAUTOAIVT), LITOPEL VA, YPECTOVLY PLUOUICT] TOV VITOYAVKALLUIK®OV TOVG

[0} VTIK®OV TPOIOVIMV.

Avtidpdoeig vrepevoicinoiog

Ao v anoktnBeica epmepio pHeTd TV KUKAOPOPIO TOL PAPLLAKOV GTNV 0yopd Exouv LITdpEet
avaQOpPEG AVTIOPACEDY VITEPEVOLGHNGIG, CLUTEPTAAUPAVOUEV®Y TEPIMTOGEWDVY ayyEl00dNpatog. H
TPEYKAUTaATvT B TPETEL VO SIOKOTTETAL AUESMG, OV ELPAVIGHOVY GUUTTOUOTO OyYELOOIONILOTOG,
OTMC 010N LA, TPOGMOTOV, TEPLGTOWATIKNG TEPLOYNG 1 AVATEPOL OVUTVEVGTIKOD.

YoPapéc depuatikéc avembounteg evépyeiec (SCAR)

e oyéon pe 1 Bepamneia e TpeyKapmarivn £xovv avapepbel omavio cofapés dEPUOTIKES AVETIOVUNTEG
gvépyeieg (SCAR), otic omoieg mepthoupavovral to cuvdpopo Stevens-Johnson (SJS) kot 1 To&kn
emdeppkn vekporvon (TEN), ot omoieg pmopet va givar ametintikég yro ) (oM i Bavatmedpes. Katd
TN GLVTAYOYPAPNON, O AoOEVEIC BaL TPEMEL VAL EVILEPDVOVTAL GYETIKA LIE TO OMILElDL Kol TOL

5



GUUTTOLOTO KO VO, TOPAKOA0VO0UVTAL 6TEVE Y10 SEPLATIKES OVTIOPACELS. L€ TEPITTMOON ELPAVIONG
ONUEIDV Kol CLUTTOUATOV TOV VTOINADVOLY TETOLEC AVTIOPAGELS, N Bepameia e TpeykaumaAivn Oa
TPENEL VO, S1OKOTTETON APECHS Kal Oa TpEmel va eEETALETOL TO EVOEXOUEVO YOPTYNONG EVOAAUKTIKNG

Oepaneiog (Katd wepintwon).

Z6&An, vivnMa, an®AELD GLVEIONONG, GLYYVCT KOl ETNPENCLEVT] SIOVONTIKT) KATAGTOOM
H Oepaneia pe npeykoumodivn £xel cvoyetiotel pe (AN Kot vavnAio, Tov uropel vo avéRcovy Ty
TOAVOTNTO TPAVUOTIGHOD ad ot (TTdoN) oTovg NAtKiopuévous. Exyovv vdpéet eniong
OVOQOPES ATMAELNG GLVEIONGNG, GVYYLOTG KOl EXNPEAGIEVN OLAVONTIKNG KOTAGTOONG LETA TNV
KuKAOQOpia TOV TPOidVTOG TNV ayopd. L2g ek TOVTOV, GTOVG 0oheVelg TPEMEL va, diveTatl GLUPBOVAN va.
glvar mpooektikoi péyptl va e€otkelmBovy pe Tig mBavES avTIOPACELS TOV PUITOPEL VAL £XOVV GTO
QOPUOKEVTIKO TPOIOV.

@
Avt1dpdoeig oyeTikéc e TNV Opoon \0
e eheyyOueveg SOKIES, tia peyaAdtepn avaloyia acBevav mov Ehafav Bepaneia e npsyl@&h(xkivn
avépepav BdpPoc 6paong, omd 0tL acbeveic mov EhaPav Bepomeio Le ELKOVIKO QAPLLOK omoio
AmESPALE OTNV TAEOYN PO TOV TEPIGTATIKMV, UE TI GLVEYIOT] TNG XOPNYNONG. XTI ‘ivucég UEAETES
oTIG omoieg deENyONKe 0POAALOAOYIKOC EAEYYOG, 1| GLYVOTNTO ELPAVIONG LEl®T géq OTTIKNG
o&vrag kot petafordv Tov ontikov mediov Ntav peyarvtepn oe acheveig mov EluPav Bepameia e
TpEYKOpUTOAivY, amd 6Tt oe aobeveic Tov EhaPav Bepameio pe KOVIKO PapRd. H cuyvotnta
eupaviong pubockonik®v PETOPOADVY NTaV PEYOADTEPT € 0oOEVELG TOV f’i&a av Oepameia pe ekovikd
eappaxo (PA. tapdaypago 5.1).

oS

Y amoxtndeica gpmelpio LETA TNV KUKAOQOPIO TOL QOPUAKO @]V ayopd, Exovv avapepbel emiong
OTTIKEG aVETOOUNTEC EVEPYELEC, CLUUTEPIAUPOVOUEVOV TNG OFHRELNG dpacnc, Tov BauBovg dpacncq
ANV HETAPOADY TNG OTTTIKNG 0EVTNTOC, O TEPIGCATEPES V omoiwv ftav mapodikéc. H diakonn
NG TPEYKAUTAAIVIG UTOPEL VOl EXEL OG OTOTEAEC AL TIV %JU poun M T PEATIOON CLTOV TOV OTTIKMV
GUUTTOUATOV. &

N o
Neoppwr) avendprela y
"Eyxovv avaeepbel mepintdoeig veppikng ows@%tag K01, 0 KATOLEG MEPIMTMGELG, LLE TN SIOKOTN TNG
TPEYKOUTOATIVIG £XEL TOPOVCIAOTEL owafsggpﬁ OLTNAC TNG AVETBOUNTNG EVEPYELQG,.
\\
ALKOTY] GUYYOPNYOOUEVOV OVTI-ETMITTIKAOV QUPUAKEVTIKOV TPOIOVIOV
Agv vapyovv emopkn otoryEio y@%v OLOKOTT GUYYOPNYOVLEV®V OVTI-EMANTTIKMOY QOPLOKEVTIKOV
TPOIOVIMV, OOTE, OTOV EYEL EMKTEVYOEL 0 EAEYYOC TOV CTAGUAOV UE TNV TPEYKAUTAAIVI ©G
GUUTANPOUOATIKN espansiqo&(&ivswt N TpeyKapumaAivn og povobepomeia.
~N\

ZVUOOPNTIKTY K(XD&(XIQQ%’SE(&DK&(X

Metd v KuKhoe {& tov QOPUAKOV GTNV ayopd, £X0VV VTTAPEEL AVAPOPEG CLUPOPTTIKNG KOPIIOKNG
OVETAPKELNG, © 010VG acfeveig Tov eEAdUPovay TPEYKaUTaAivY. AVTEG Ol AVOPOPES

TOPOLTT poﬁvr%‘&‘upicog 6€ NAKIOUEVOVS ae0eVeiC [le KapdlayyelaKad TpoPARpaTa, Katd T StipKeLo
Oepaneio (“hpsylc(xunann yio pio omd T vevpomadntikéc g evoeiels. H mpeykaumaiivn Ba
TpEmEL \% PNOLOTOLEITOL LE TPOGOYN GE AVTOVG TOVS acBeveic. Me Tn S10KOTY| TNG TPEYKAUTAATVG
un&%@ TOdPALEL QDTN 1 AvTIOpao.

Bgpamneio TOV KEVIPIKOV vevpomadntikov mévov Adyw BAABNS TOL VOTIoioL PVEAOD

X1 Bepameio Tov KEVIPIKOD VEVPOTAONTUCOD TOVOL AdY® PAAPNG TOL VOTIOioV HoeAov gixe awénbel
YEVIKMG 1) GUYVOTNTO ELPAVIONG TV AVETIOVUNT®V EVEPYELDV, Ol AVEMBVUNTEC EVEPYEIEC TOV
KEVTIPIKOD VEVPIKOV GUGTNUATOG KOl EW01KOTEPA 1 LAV ALL. AVTO pmopel vo amodobel oe pia
aBpotoTikn Spdon e&antiog TOV GLYXOPNYOVUEV®Y PAPUIKEVTIKMV TPOIOVI®V (.Y, PAPHOKO KOTA TNG
OTACTIKOTNTOG) OV ¥peldlovTol Yo avTiv TV Kotdotaot. To yeyovog avtd Oa mpémetl va Aapaveton
VTOYLV OTAV GLVTOYOYPOPEITUL 1) TPEYKAUTOAIVY] GE QVTHV TNV KATAGTAGT).

AVOTVELGTIKT KOTOGTOAN
"Exovv vmapéet avapopéc cofapng avamveELSTIKNG KATUGTOANG, TOL GYETICETAL LE TN ¥P1oN
wpeyKapumaAivng. Ot aoBeveic Pe LEIUEVT] OVOTTVELGTIKY AEITOVPYIN, OVOTVEVGTIKN 1) VEVPOAOYIKT|




v6G0, VEPPIKN SLCAEITOLPYIQ, TOVTOYPOVT ¥PNON KATOCTAATIKGOV Tov KNX kot ot nMKimpévol pumopet
va S TpEYOVY VYNAITEPO KIVOLVO VO TAPOLGLAGOLY VTV TN GoPapn avemBOUNTN evEPYELOL.
Evdéyetan va amaitnBolv tpocapproyég tng 06oms o€ autovg toug acbeveic (BA. mapdypago 4.2)

AvtokTovikdc 1006 10G KOl CUTOKTOVIKT] GUUTEPLPOPEL

AVTOKTOVIKOG 10€0GLOC KOl GVTOKTOVIKT] GUUTEPLPOPE Exovv avapepBel o acBeveic vITd aywyn pe
OVTIETIANTTIKG QAPUOKO Y10 S1AQopeS EVOEIEelc. Mia PETA-0VAAVOT] TOV TUYOLOTOINUEVOY
EAEYYOUEVOV LE EIKOVIKO QAPLLOKO LEAETAV OVTIETANTTIKOV QAPUAK®V £xEL emiong del&et pukpn
ovénon Tov KvoHvov EKONAMOTG CLTOKTOVIKOD 10£00HOD Kol AVTOKTOVIKNG cLpUmepLpopdc. O

WY OVIGUOG avATTTUENG 0L TOD TOV KIvOUVOD dgv gival Yvawotoc. ‘Exovv mapatnpnbel mepiotaticd
CLTOKTOVIKOD 10€0GHOD KOl CUUTEPIPOPAS O OGOEVEIG VIO Ay®YN UE TPEYKOUTOAIVY OTNV
ueteykprrikn epmepia (PA. mapdaypoao 4.8). Mia emtdnuioAoyikn peAETn otny onoia 9
YPMOLOTOONKE GYEIUOUOC OLTOEAEYXOHEVTG LEAETNG (CUYKPLoNG TTEPLOd®V Bepameiog e 0\\\
TePOd0VG Un Bepamneiog o€ £va dropo) £de1&e otoryeio avEnuévon Kvdvvou véag epedvions . N\
OVTOKTOVIKNC GUUTEPIPOPAC Ko BovaTov amd avtoktovio oe acheveic vTto aywyn He npsg@‘tauvn.
Ot acBeveic (Kot ot ppovTioTég TV 0oBevav) Ba mpémel va cupfovigvovial va avaﬁa\ﬁ'}gow WTPIKN
GLUPBOVAN, GE TEPIMTMOT TOV EUPOVIGTOVY GTUEID, AVTOKTOVIKOD 1OE0GUOV 1 GUL m@upopdg Ot
acBeveic mpémel va mapaKolovdovvTal Y10 GUUTTOUOTO AVTOKTOVIKOD Lﬁsacugﬁn OVTOKTOVIKNG
CUUTEPLPOPAS Kot Vo e@apudletal  KatdAAnAn Oepameio. O mpémet va 8&8@'0 TOL TO EVOEYOUEVO
daomng tng Bepaneiog Le TpeYKAUTOAIVY GE TEPIMTMOT AVTOKTOVIKOV OERGHOV KOl GCUUTEPLPOPUC.

Mewwpévn Aettovpyic TOL KOTMTEPOL YOOTPEVIEPIKOD COMVE | G(o
Ymapyovv avopopég TEPICTUTIKMV, LETE TNV KUKAOPOPIK TOV np@\/rog otV oyopd, oyeti{opeva pe
UELOUEVT] AEITOLPYIO TOL KATMTEPOV YUOTPEVTEPIKOD COAVA (Y. EVIEPIKN ATOPPOEN, TOPAAVTIKOG

€1Le0G, SLOKOIMATNTA), LETA OO GUYYXOPNYNON TNG npsyK&Q@x VNG e QAPLAKO TTOV EVOEYETAL VL
TPOKUAEGOVYV SVGKOIALOTNTO, OTMG T OTLOELON owakynts{'r. Ortav 1 TpeyKopmaiivn Kot oTlogdn
yopnynBovv pali, 0o wpénel va Aappdvovion pétpa ngt&ﬂ]g dvokothotntog (1dtaitepa g Yuvaikeg
aoBeveic Kol NAKIOUEVOVC). zo‘u\

Tavtdypovn ypromn e OmoEdN S

ZUVIGTATOL TPOGOYT KOTA TI GLVTAYOYPAPNOT TPEYKOUTOATVIC TAVTOYPOVA LLE OTTLOELDT], AOY® TOV
KWdvvov kotactolig Tov KNI (BA. mogeypoago 4.5). Se o peAéTn aoevdv-popTopov YpnoTdv
OTOEWMV, EKEIVOL 01 0oBeveig oV é)ggw TPEYKOUTOAIVT] TOVTOYPOVO LE £VOL OTILOELDEG TUPOVGIOCAY
ovénuévo Kivouvo Bavatov mov %&Cmm LLE TO, OTLOELON GLYKPITIKA LE TN XPNoN LOVO OTMOEWDDV
(otabouévoc Aoyog cuun?mp@atmd)v mBavotntwv [adjusted odds ratio - aOR], 1,68 [95% CI, 1,19
—2,36]). Avtdg o avénpévogkivouvog mapatnpnnke o youniég 06ce1g mpeykopmaiivng (< 300 mg,
aOR 1,52 [95% ClI, 1,04 22)22]) ka1 vipye 1 TAON yio PEYOAVTEPO Kivouvo Gg VYNAITEPES OCEIG
TpEYKOUTaAivNG (> 32\ g, aOR 2,51 [95% CI 1,24 - 5,06]).

AxatdAinin yoﬁég mBavotnta katdypnong 1 eEdptnon

H npswaum@@ﬁ UTOPEL VO TPOKOAEGEL PAPLOKEVTIKY EAPTNON, 1) OTOil0L LTOPEL VA TOPOVCIACTEL OE
00¢15. 'Eyovv avapepbel mepimtdoelg akataAInAng ypnong kat kotdypnone. Ot acBeveic
KOTAYPNONG OVGLOV EVOEXETAL VO SIATPEYOVY DYNAOTEPO KIVOLVO AKOTAAANANG XPTOTG,

NG Kot eEAPTNONG amd TNV TPEYKAUTAAIVY Kot 1] TPEYKaUmoAivn Oa Tpémel va ypnotpomoleitol
ngEpoocoyn oe avtovg Tovg acdeveic. [Ipotod cvvrayoypuendei Tpeykapumaiivy, 0o Tpémet v
a&loAoyeiton TPooeKTKE 0 Kivouvog akatdAANAng ypnong, Katdypnong N e&aptnong tov achevoic.

O1 acBeveic mov Aapupdvovv Oepameia pe Tpeykapumarivn 0o Tpémnel va TapakoiovBodvat yio
CUUTTMOUOTO OKATAAANANG ¥p1ioNG, KoTdypnong 1 e&aptnong and v TpeyKapmaiivi, OTmg
avamTLEnN avoyNng, 1 avENom TG 600G KOl 1] GUUTEPLPOPA EMOIMENS EBPESNS POPUAKOV.

2TEPNTIKA GUURTAOUOTO.

Metd amd dakonn Bpoyvypdviag Kot pakpoypoviag Bepomeiog e TpeyKapumaAivn, Exovv mapatnpnosi
GTEPNTIKA CUUTTOUOTO O PEPIKOVG ac0eveic. ‘Eyouv avapepbel Ta mapokdto countopoto: abmvia,
Ke@ahaAyio, vavtia, dyyxos, dO1dppota, ypmnmdoeg cOVOPOLO, VELPIKOTNTO, KOTAOAyM, dAY0C, oTacudc,
vrepdpmaoia kKot {aAn. H gpnodvion otepnTikdv COUTTOUAT®V LETA TN OLOKOTH TG TPEYKAUTOAIVIG




€VOEYETOL VO, DTTOOEIKVVEL PapLaKkeLTIKN eEdptnon (BA. Tapdypago 4.8). O acBevig Ba mpémel va
EVIUEPDVETAL Y10 0VTA Katd TNV Evapén g Bepomeiag. Edv Ba mpénet va diakomel 1 mpeykapumaiiv,
GLVIGTATOL OV TO VO YiveTol 6TAd0KE, o€ d1dcTNe ToLVAdYIoToV 1 gfdopdadac, aveaptnto amd TV
évoeidn (BA. mapdypago 4.2).

Yroouol, copmeptiopuPavouévon Tov status epilepticus Kot TV GTOGUOV YEVIKEDUEVNC ETAMNYING,
umopel va eupavicBolv KaTd T SdpKELD XPTOTG TNG TPEYKUUTOAIVIG 1) GOVTOUA HETA T OLOKOTN TG
TPEYKOUTAALIVIC.

AvoQopikd [ TN d10K0TH LoKpoypoviag Bepameiog e Tpeykapmaiivn, To 6edopéve VTOdEKVOOVY OTL
1 CLYVOTNTO ELPAVIONC Kot 1] fopOTNTO TOV GTEPTTIKOV GCUUTTOUATOV PTopel va givan
8000eEAPTOUEVEC.

N\
SF

Eykeparomddera,

"Exovv avaeepbel mepiotatikd eykeparomadeioc, Kuping o 0c0eveic e vokeipeveg K(xmo@?t’smg OV
Umopel va TPoKaAEGOVY EYKEPAAOTADEL. O

\\‘o
Tuvaikeg o avomapayyik) nMKio/AviicAA YN ¢<\

H ypnon tov Pregabalin Zentiva k.s. xaté to mpdTo tpiunvo g kdnong evoey: @va TPOKOAEGEL
ueiloveg ovyyeveig avopaiieg oto ayévvnto modi. H mpeykopmoadivn dev Oa é&éﬂ:ﬁl VoL (PN CUOTOLEITON
KOTA TN S1dpKeLo TG KOOGS, Topd LOVOV €4V TO OPELOG Y10 TN UNTEPQ EfvL COPDE PEYIADTEPO AT
7O SLVNTIKO Kivouvo Yia To EpPpvo. Ot yuvaikeg 6€ avamapayytk NATKIN TPETEL VA PTG LLOTOIOVY
OTOTEAEGLLALTIKT] OVTIGUAATY KaTd TN dtbpkewe TG Oepameiog (PA, ngﬂiypa(po 4.6).

N\
Aoxtodln OQ
To Pregabalin Zentiva k.s. mepiéyet povoddpikn Aaxtoln. Q%avsig LE OTAVIO KAPOVOULKA
wpoPfAnpata dSvcavebiog otn Yohaktoln, TAnpn avsndplgslu AOKTAONG 1) KOKT AmoppoenoTn YAVKO G-
YohakTolng 6ev TPEMEL VAL TAPOLY OVTO TO POPLAKEVTIKG TPOTOV.

(U\O
45 Almiemopdosic pe Ghlo (pappakalm@tpoi()vw Kol Grheg popeéc alinieniopacng

H mpeyxoumorivn, dev eivar mbavo va, npo@&\écm M VO VTTOGTEL PAPUAKOKIVITIKEG CAANAETOPACELS,
KaBdG aneKKpiveTal Kupimg apeTdPANTINTTo 00pa, VeicTATAL ACTLAVTO HETOBOMOHO GTOV GvOpmTO
(< 2% 1t 600mM¢ avakTNONKE GTA ogv'?ﬁu ®G LETOPOMITEG), OEV OVACTEAAEL TO UETAPOAIOUO TV
QUPUAK®V in Vitro Kot Ogv 61)V8é% LE TIG TPMTEIVEG TOV TAAGLLOTOG,.

9)
In vivo pehétec ko (papu(xxox@mucﬁ ovaAvon og delyua TANBLG oD
Katd cuvéneia, oe PeAETesen vivo, dev mapatnpidnkay kKAVIKG of100MUEIOTESG QOPHOKOKIVITIKES
OAANAETIOPACELS LET &Q NG TPEYKAUTOAYNG KOt TNG Patvutoivng, e kapPapaleniving, Tov
Boaimpoikov oéé(,){zgékaumpwivng, NG YKOUTOTEVTIVIG, TNG AOPALETAUNG, TNG 0EVKMOOVNG 1 TNG

aBavorng. OopreKoKyNTIKN avaALoT o€ delypo TANOVGHOD £6€1EE OTL T OTTO TOV GTOLOTOC
oVt TIKG S10VPNTIKA, 1 WWGOVAIVN, 1 @atvoPopBLtdAn, 1 TayKoUTiv) Kot 1) TOTPoUdTn ogv
glyav K?\.L\& NUOVTIKY dpdon oV KABapon TG TpeyYKoUTUATVIG.

And ﬂ&%‘té LLOTOG OVTIGVAAMTITIKG, VOPaB1oTEPOVT KO/ 01BUVUAOIGTPAOLOAN

H@onpﬁﬁmcn NG TPEYKAUTUAIVIG UE TO OTTO TOV GTOUNTOC OVTIGVAANTTIKG Vopodiotepdvn Ko
a1BuVVAOIoTPaSIOAN deV eMMpPedlel TN POPUOKOKIVITIKN G€ oTafepomomUEVT KATAGTOOT), KOULAS OO
T1G dVO OVGiEC.

DopupokeyTikd TPoidvta oL EANPEALOVY TO KEVIPIKO VEVPIKO GLGTNUA
H mpeyxopmarivn mbavov va evicydoet T dpdon g odavorng kot tng Aopalemdunc.

v amoktnBeica gumelpio PeTd TNV KLKAOQOPIK TOV POPUAKOL GTNV ayopd, VITAPYOVY AVAPOPES
OVOTTVELGTIKNG AVETAPKELOG, KDUTOG Kot Bavatov og acheveic o1 omoiol Aappdvouv Tpeykopumaiivn
K0l OTLOELN KA/ GAAD QOPLOKEVTIKE TPOTOVTO KATAGTOANG TOV KEVIPIKOD VELPLKOD GUGTOTOG
(KNX). H mpeykaumorivn gaivetal 0Tt dpa abpototikd enl tng 0paong e 0EVKmOOVNC 6TV EKTTMON
TG VONTIKNG KOl TG GUVOAIKNG KIVITIKTG Agttoupyiog.



AlMnlemdpboelc kot nMKLopévol
Agv &yovv de€oyOel e1ducég PEAETES PAPUAKOIVVOUIKNG OAANAETIOpaoTC 68 NMKIOUEVOLG E0ENOVTEC.
Meléteg ardndenidopaong Exovv deEaybel poévo oe evihikeg,

4.6 Tovipétnra, kOMon kKo yerovyio

Tvaikeg o€ avamapoyywn nAKio/AviicOAinyn
Ot yuvaikec o€ avamopay®ytky nMKio TPETEL VO YP1CILOTOLOVY OTOTEAECUOTIKT AVTIGOAANYT KOTA
™ ddpkela g Oepomeiag (PA. mapdaypogo 4.4).

Konon 9
Meléteg oe (Do £6€1EaV TOEIKOTNTA GTNV AVATOPOY®YIKT tKovotnta (BA. Tapdypago 5.3). 0~\\
N

"Exet katadeyBel 611 ) mpeykapmarivn dwamepvd tov mhakobvta 6Tovg emipveg (PA. napdyp@(ﬁ’) 5.2).H
TPEYKOUTOALIVY] EVOEYETAL VO SLOTEPVA TOV TAAKOVVTO TOV avOp®OTOL. S
@

Mzeilovec cvyyeveic ducuopeieg '<\\\
Ta dedopéva omd o oKavOvaPikn LeEAETN TapOTHPNONG O TEPIGCOTEPEC Od @700 EYKVUOGVVEC
OV EKTEONKOV O€ TPEYKAUTAAIVI KOTE TO TPATO TPILMVO KOTESEIERY VYNAATEPO ETTOAAGHO
peovov ouyyevav ducpopeidv (MEA) peta&d Tov TodloTptkon nkn@gbﬁ (Cowvtog 1 Bvnotyevoic)
oV eKTEONKeE 0NV MpeyKaumaAivy oe cOykplon pe Tov TAnbucud mov extédnke (5,9% évavtt
4,1%). O

N\

O «ivévvog MEA peta&d tov moidtatpikon TAndvouon wov SK@'@]KS OTNV TPEYKAUTAAIVY KOTd TO
TPOTO TPIMVO NTaV EAAPPAS VYNAOTEPOG GE GOYKPLON HestdY TANOVGHO Tov Sev eKTENMKE
[rpocappocuévog AdYog ETTOLAGOD KOl OLAGTNILOL ELL oovng 95%: 1,14 (0,96-1,35)] kot o€
ovYKpion pe Tov TAnBuoud mov ixe extebel o X(xu&n&m{ivn [1,29 (1,01-1,65)] 7 ot vtovAo&etivn
[1,39 (1,07-1,82)]. zo‘u\

Ot avaADGELG Y10 CUYKEKPIUEVEG SUGuop(piag(cqqéSafgav VYNAOTEPOVG KIVOHVOLG Y10 SLGUOPPIEG TOV
VEVPIKOV GUGTNUATOG, TOV 0QOUALOD, GTONNTOTPOCOTIKEG GYIGTIES, OVCUOPPIEG TOV OVPOTOINTIKOD
Kol SOLGUOPPIES TV YEVVITIK®DV opyéwé> A6, o1 apBuol givar pikpol kat ot EKTIUNCELS ival
avaxpiPeic. 3

H mpeyxoumoarivn dev mpénet v, 0pncnuonowirou KOTE TN SLAPKELD. TNG EYKLUOGVUVIG EKTOG €AV Elval
caQ®G amapaitTo (eGv Tq GYEAOG Yo TN UNTEPE VIEPKUAVTTEL GAPMG TOVG TOAVOVS KIvdHVOLG Yo
70 éuPpvo). ‘O\

OnAaopog ) '<\Q

H npswauna)dv&gtsmpivsrm 070 unTpkod yaAa (PA. mapdypago 5.3). H enidpaon trng

TPEYKAUTOAIVNG 6T, veoyva/Bpéen eivon dyvmaotn. [lpénet vo amopaciotel edv Oa diokomel o
OnAaopog J-Ba daxonet | Bepameia pe TpeyKapmorivn, Aappdvovtoag vedyn 10 6EeA0G TOL INAacHLOD
Y10 TO n& Kot To OQPeA0G TG Bepameiag yia T yuvaika.

F@?&nm
Agv vtapyouv KAVIKE S£d0UEVO GYETIKG, LE TIC EMOPACELS TNG TPEYKAUTAAIVIG OTT YOVOIKELD
YOVILOTNTOL.

e pio KAvikn Sokiun yio Ty aE0AGYNoT TG EMOPACTG TNG TPEYKAUTAAIVNG OTNV KIVITIKOTNTO TOL
OTEPLLOTOG, VYU APPEVO GToUa EKTEONKOY oTNV TTpeYKapmalivn, og pia d6on tov 600 mgmuépa.
Metd amd 3 unveg Bepomeiog, dev VINPYAV ETOPAGEIC GTNV KIVTIKOTITO TOV GTEPLOTOC.

Mio pelétn yovipotntog o€ OnAvkong emipoeg €xet deiet avembounteg emOpAcELg OTNV
avamopay®yn. MeAETeC YOVILOTNTOG GE aPCEVIKOVG EMUVES £xoVV Ogi&et avemBounTeg emdpacelg
oV avamopoymyn kot Ty avarntuén. H khvikn onuacio autdv tov svpnudtov eivor ayvootn (PA.
nopaypago 5.3).



47 Emopacels 6Ty IKavOTnTo 0017161S KOl YEIPLGUOV UNYOVI|LETOV

H mpeyxopmarivn uropel va €xel pikpn N LETPLOL EXIOPACT GTNV IKOVOTITA 0dNYNONG KoL YELPIGUOD
unyovnpdtov. H tpeykapmoiivn propel va mpokorécet CaAn kot vvniio Kot ETOPEVMG UTopEl va
EMMPEGGEL TNV IKOVOTNTO 031 YNONG KOl XEPIOUOD UNyovnUdtev. XToug acbeveic mpémetl va divetat
GLUPBOVAN Vo unv 0dnyovV, va unv xepilovtotl TOADTAOKO PYOVIOTO KOl VO LNV Toipvouy HEPOG G
EVOEYOUEVMG EMKIVOVVEG OpaoTNPLOTNTES, LEXPL VA YIVEL YVOGTO €6V 0VTO TO QUPUOKEVTIKO TPOiOV
emnpealel MV IKOVOTNTA TOVE VO EKTEAODV AVTEC TIG dPUGTNPLOTNTEG.

4.8 AvemOOunteg evépysreg

210 KAMVIKO TPOYPOApLLO TNG TPEYKAUTAAIVNG cvppeteiyay move amd 8.900 acbeveic mov s&sré@g@
OTNV TPEYKOUTOAIVY, €K TV omoimv whve and 5.600 coppeteiyov o SMAA-TOEAEG pHehéteg, N\
EAEYYOUEVEC LE EIKOVIKO QapoKo. Ot To GLYVE avapePOUEVES OVETIOVUNTEG EVEPYELEG ﬁro@%’dkn Kot
vavnAia. Ot avemBounteg evépyeleg Nrav ouviBmc NG £m¢ PETPLAG BopdTNTOC. X& OASETIG
EAEYYOLEVES LEAETES, TOL TOCOGTA SLOKOTNG AOY® avemBuun TV evepyelmv Ntav 12% ‘ acBeveig mov
Adppavay Tpeykoumaiivn Kot 5% yio acbeveic mov Adupavay EIKoviKO QapuaKo. 10 GUYVEG
avemounteg evépyeleg mov odnyovoay o€ dlakomnn g Oepoameiog pe WPSYKGES@{‘VT] ntav n {aAn kot
M vavniia. >

~
Oleg o1 avemBounteg EVEPYELES TOV TOPOLGLACONKAV GE TOGOGTO usy(@’fspo amd avtd TOV
EIKOVIKOD (POPLLAKOV KOl GE TEPIGGOTEPOLS TOV VOG 0o0evels, mep, dvovtor otov Ilivaka 2 mwov
akolovBei katd kKotnyopia Kot cuyvotnTa (oA cvyvés (> 1/10),edyvéig (> 1/100 mg < 1/10), oyt
ovyvég (> 1/1.000 émg < 1/100), omdvieg (> 1/10.000 émg < 1/ @O , TOAD omavieg (< 1/10.000), un
YVooTéG (Oev umopohv vo, ektiunfovv pe Baon to 61(16?201“%& ouéva)). Evtoc kabe katnyopiog
GLYVOTNTOG ELPAVIONG, Ol AVETIOOUNTEG EVEPYELEG napat\i;izvrou katd edivovca cepd coPapdtmrac.

O1 avemBouNTEG EVEPYELEG TTOV TEPTYPAPOVTAL, unqgg emiong va oyetiCovton e TNV VIToKeipevn vOGo
KOUT| TO. GUYYOPTYOVLEVO QOPUOKEVTIKA TPOTIH

21 Bepaneio Tov keVIpKoD vevpomadntucdy movov eEoutiag PAGPNG Tov vortiaiov puehod eiyav
7 4 4 r U 4 ’ 4 4
av&nBet yevikdg 1 ovyvotnta ELOAVICRGTOV avemOOUNTOV EVEPYELDV, OL AVETIOVUNTEG EVEPYELES TOV

KNZ kot e1dkotepo 1 veviiio (BA. 6Qpaypoupo 4.4).

Emunpdobetec avtidpdoeig noy&®0a(pép9m<av amo v omoktnOeica eumepio PeTd TV KVKAOPOpPiK TOV
QAPUAKOV GTNV 0yopd, GUUTEPIAAUBAVOVTOL LE TAGYIO YpEpuaTe., GTOV TOPOUKATO TIVOKa.

~N\
Mivaxag 2. Avsmﬂﬁz\@?g Evépyaiec g llpeykapmarivyg

Katnyopia/Qgyaviké Tootque | Avem@opnreg Evipyeiec Pappikov

Aomo')ésl%&f TOPUCLITACELS

Soyvéc o= | Pvogapuyyitida

Ao \{i‘xég TOV GLIHOTOLTIKOD KOl TOV AEUPLKOV GVGTHNOTOS

[ YVEG | Ovdeteponevia

0TOPUYES TOV VOGOTOMTIKOD GUGTIIATOG

Oy ovyvég YrepevoiaOnoio

Xrdvieg Ayyerooidnuo, allepyikn aviiopoon

Awtopayéc Tov petofoiopov Kot e 0péyng

Zoyvég Opeln avénpévn

Oy ouyvég Avopeéia, vroyAlvkaipio

Popotpikéc Awotapoayés

Xoyvéc Evpopikni cuvausOnpatikn 6166eon, suyyvon,
€VEPENIGTOTNTA, ATOTPOSAUVATOAIGUOC, AUTTVia, LEIDUEVY
YEVETNGL0 OpUN
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Katnyopia/Opyoviké Zoctnue

AvemOounreg Evépysieg @Pappakov

Oy ovyvég

YevdaicOnon, kpion mavikov, avnovyia, diéyepon,
KaTaOAY, KotabMmTikn dtdbeon, eEnpuévn
cuvaeOnuaTiky d1abeom, emtbetindtyTo, SIOKVUAVOELG TNG
cuvaleOnuaTiKiG d1dbeons, amonpocsmmonoinon, SucKoia
avakAnong AéEewv, dtatapaypéva ovelpa, avénuévn
YEVETNG10 0PI, OVOpYOGHia, amdfeio

Xrdvieg Apon avaoTOANG, OVTOKTOVIKT] GUUTEPLPOPA, QVTOKTOVIKOG
100G LLOC
Mn yvooTtég Dopuoxevtirn eEoptnon

AWTapay£S TOL VEVPIKOV GUGTINOTOS

[ToAVY cuyvég

)
R

Xoyveég

Z8&An, vmvnio, kepadadyio

Artadia, un @LGIOAOYIKOC GLVTOVIGHOG, TPOUOG, Sucap@‘ﬁ;,
apvnoio, ETNPEACUEVT) VLN, SloTOpOyn OTNV TPOGOHN,
mopoicOnoia, vroicdnoia, KaTaoToAN, Slawpa)@ C
wwoppomiag, Abapyog O

Oy ovyvég

2vykomn, AMBapyog, LVOKAW®VOC, arwisia ionong,
YUYOKIVITIKT VIEPKIVITIKOTNTA, SUGKW.Q o, CaAn Béonc,
TPOLOG KATA TG EKOVGLES KIVIOELS, V YUOG, VONTIKT)
dloTapayn, ETHPEATUEVH (5zavomszc}mdawm1, datopoyn
AGYOL, ELATTMGT OVTAVAKAAGTIKDV, vIepotcOncia,
aicOnon kavcov, ayevoia, ajabnua Kaxovyiog

Xrdvieg

2raouol, Topocuia, Unom\ﬁh\cﬂa, dvaypapia,
TOPKIVGOVIGLOG o)

Op0aiuxés drutTapayés

Xoyvéc

o\
Opoon Oopmd, Sykemio

Oy ovyvég

ATHAEW TEPIPEPIKTIC OPACTC, OMTIKY SroTaporyy, oldnua
oV 0QOUAUBY, EAAELLIA OTO OTTTIKG TTEDT, OTTTIKN 0&VTNTO
LEL®D ué:@%‘\)/og oV 0PBUALOV, acBevmTia, PoToyia,
Enpogeipiia, SokpOppota cvENUEVN, EpERGHOC TOV

o 00

Xrdvieg

@'&'Msza OpooNg, KepaTitida, OPUCT KATH TNV ool To

'é()owrucsiusva Qaivovtol TOAVTELOUEVO, OAALOUMUEVT] OTTTIKN

O" | avtiAnyn tov Babovg, pudpiaon, otpafiopds, Adpmov
A | Bréupo
Awtapayéc TOL MTOS KOy fov AapopivOov
Suyvéc o TAtyyoc
Oy cuyvéc O Ynepakoio
Kapdrokic Srotopuyis
Oy ovyvég *_O Toyvrapdio, KOATOKOIMAKOS ATOKAEIGUOG TPDTOV PabLov,
\5\\ preforopfikn Bpadvkapdio, coupopntixy Kopoiokn
4 OVETGPKELQ,
anv@’\ Hoparoon draotiuozos OT, eheforxopufikn tayvkapdia,
R pAePoxoufikn appvOuio
_@}’fs‘lakég oLaTapoyég
Oy ovyvég Ynotaon, vaéptoon, eEayelg, EEay, TEPIPEPIKT

yuypdtnTa

AWTOpay£S TOV GVOTVEVGTIKOD GLUGTHIATOS, TOV 0OPUKA KUl TOV HEGOO®PAKLOV

Oy ovyvég Abormvola, eniotaln, fryac, pvikn copueopnon, pvitida,
POYYAANTO, ENPOTNTO PIVIKOL BAEVVOYOVOL

YThvieg Tlvevuovikod oidnua, GUGEIYKTIKO aicOnuo Aoiov

Mn yvooTtég AVOTVELGTIKY] KOTOGTOAN

AWTopay£S TOV YOOTPEVTEPLKOD

Xoyvég

"Epetoc, vavtia, duokotmdtnra, didppoio, LETEDMPIOUOG,
dtdTaomn g Kotiog, Enpoctopio

11




Katnyopia/Opyoviké Zoctnue AvemOounreg Evépysieg @Pappakov

Oy ovyvég [acTpooicopaytky TOAVOPOUNOT), VITEPEKKPLOT] GLEAOL,
vrocOncio oTOUATOC

XThvieg Aocxkitng, Taykpeatitida, oidnuo yAmooag, duopoyio

AWTapay£S TOL NTATOS KOl TOV JOAMQOpmY

Oy ovyvég AvéEnpéva nratikd Evioua™

Xrdvieg ‘Tktepog

IToA0 omdvieg Hrotwkn avendpkeia, nmatitido

AWTapay£S TOL EPRATOS KUL TOV VITOIOPLOV 16TOV

Oy ouyvég E&GvOnua Bratidmdes, kvidwon VIepIdp®Gia, KVHauIS

Xrdvieg Toixn emdepuixny vexpoivon, cdvopouo Stevens Johnson,
KpVOC 13pADTOG &

AWTOPay£S TOL HVOGKEAETIKOV GUGTILOTOS KO TOV GUVOETIKOD 16TOV A

Suyvég Mvikn kpaumra, apBpadyic, ospuadryia, TOVOC GE Wp\,
OVYEVIKOG OTOGLOC \

Oy ovyvég Adykwon dpBpwong, Loakyia, PHoikég 680”15280\8‘19
avyeVaAYia, LUikn SuoKopyio A

XThvieg PaBoopvoivon o~

ALTOPUYES TOV VEQPAV KUL TOV 0VPOPOPMV 00DV \AU

Oy ovyvéc Axpdrela ovpwv, dusovpio \ v

XThvieg Negpucn) avendpkeia, olyovplelaararpdrnon obpwv

AWTapay{S TOL AVATEPAYOYIKOD GUGTIIOTOS KOl TOV pactod, (

Suyvég Ytutikn ducAsttovpyia (‘\\\)‘ )

Oy ovyvég 2eEovaAtkn SLvGAELTO o, KaBvoTEPNON EKOTEPUATIONG,
duounvoppoLa, LECTOOLVIM,

Xrdvieg Apnvéppoua, € ?m paoeton, ovénomn tov peyédovg Tov
LOGTOV, Yovaskouaotio,

I'evikég oroTopayfc Kol KOTUOGTAGELS TG oﬁoﬁ@pfwnong

Xoyvéc Oidn p.é@‘fnmspmé, oionua, PAdIGHA U PUCIOA0YIKO,
TTOEY); oictnon pédng, aicbnon un evoloAoyikn, KOT®oN

Oy ouyvég F@ﬁcgvpévo olonpa, oidnue Tpoowmov, aichnua cOSELYENS

ANrOL Bdpaka, dryos, mopetia, dlya, piyn, eEacBévion

Mopaxivikég eEeTdoelg ‘QV

Suyvég VY | Sopatiko Bapog avénuévo

Oy ovyvég ,\OV Kpeatvopmopokivdon aipotog avénuévn, yAokoln

Y aipatoc ovénpévn, apBuds aponetorimy pPetmuévog,
6\0 KpeaTwivn aipotog avEnpévn, Koo ailotog Letmpévo,
<0 ocOUoTIKO Bapog Huetwpuévo
Xrdvieg ',-\'\‘ ) Ap1Ouog AEVKOKLTTAP®Y HEIOUEVOC

* Auworpach)s@;f g ahavivng avEnuévn (ALT) kot aomaptiky| apwvotpaveeepdon avénuévn (AST).

Mertd anc@i’mcom'] Bpayvypoviag kot pakpoypoviag Oepaneiog pe mpeykapmoivn, £xovv topatnpndet
crspntugy SLUTTOLOTA 6 LePkoVs acBeveic. Exyovv avapepBel o Tapakdt® cupmtdpote: abmvia,
KE yia, vovtio, Gyyoc, d1appota, YPIROOES GUVIPOLLO, GTUGOL, VEVPIKOTNTA, KATAOAIYT, AAYOC,
m&tépwcia Ko (EAN. AVTE TO GUUTTOUATO EVOEXETAL VO, VTOONADVOVY PapuakeLTIKn e&dptnor. O
aoBevg Ba Tpémel va, evUePAOVETAL Y10 ALTA Katd TV Evapén tng Bepomeiog.

AvoQopikd e T O10K0TH LoKpoypoviag Bepameiag e Tpeykapmorivi, ta 6edouévo VTodEIKVHoVY OTL
1 CLYVOTNTO ELPAVIONG KoL T GOPAPOTNTO TOV CTEPNTIKOV CUUTTOUATOV UTOPEL Vo gtvart
docoe&optopeves (PA. Tapaypdpovg 4.2 ko 4.4).

Houdrorpixoc ninQvouog

To mpoPik aoEALENG TG TPEYKOUTOAIVIG TOV TOpOTNPNONKE GE TEVTE MOOIATPIKEG LEAETEG OF
ao0eveig [le e0TIOKEG EMANTTIKEG KPIoELG e ) Ympic devTepoyevn yevikevon (LeAETn
OUTOTEAECUATIKOTNTOG Kol ao@AAelog dtdpkelag 12 efdouddwv e acbeveic nhikiag 4 £og 16 etav,

n = 295, perétn amoteAeoHATIKOTNTOG KOl AGQAAELNG O1apKeLag 14 nuepdv o€ acbeveic nAikiog

1 unvog éoc Katm tov 4 e1dv, n = 175, pHehétn QapULOKOKIVITIKG KOl AVEKTIKOTNTAG, N = 65, kot d00
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ueAéteg 1 ToVG, OVOIKTNG EMGTLOVONG, LETA TN UEAETT] 0lo@AAEWNG , n = 54 ka1 n = 431) ftav
TOPOLO10 [E avTd OV TOpATNPNONKE OTIG PEAETEC EVAMK®V acBevmV pe emAnyia. Ot o cuyvég
avemBounteg evépyeieg mov mopatnpnonkoy otn pekét 12 gfdopddmv Bepaneiog pe Tpeykaumoiivn
ntav vavniia, Topeéio, AOIH®EN TOL AVAOTEPOL OVATVELGTIKOD GLUGTIHOTOC, Opeln avénpévn,
ocouatikd Bapoc avénuévo Kot prvo@apvyyitda. Ot o GuyvEG avemBOUNTEG EVEPYELEC TOV
mapatnpnonkoy ot peAétn 14 nuepav Bepaneiog pe mpeykoumaiivy nToav vevniia, Aoipmén tov
AVATEPOL OVOTVELGTIKOL GLOTHTOG Kot Tupeéia (BA. Tapaypdpovg 4.2, 5.1 ko 5.2).

AvoQopd mBavoLoyOLUEVOV AVETBOUNTOV EVEPYELDV
H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPTYNoN GO0 KLKAOPOPiog
TOV PAPUAKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat omd Toug enayyelaticg vyeiog vo S
avaPEPOLY OTTOIECONTOTE TOUVOLOYOVEVEG OVETIOOUNTEG EVEPYEIEG LEGD TOL EBVIKOV GUGTILL
avaQopdg Tov avaypdeetol oto [Hapdptnua V. Cu\
49 Ynaepdoocolroyia OAO

@
v armoktnbeica gumeipio LeTd TV KLKAOQOPia TOV POPIAKOL 6TV ayopd, ot m@)xvd
OvVOQEPOLEVEC OVETIOOUNTES EVEPYELES, O1 OTOTES el v TTapatnpnOel e v v coloyia g
TPEYKAUTOAIVNG, CUUTEPIEAGUPAVAY VITVTALL, GLYYVTIKN KOTAGTACT, Stéyspéj} ol avnouyio.
AvaépOniay emiong emANTTIKEG KpioELS. ‘OCUA

Xg OTOVIES TEPUTWGCELS, £XOVV avopePHEl TEPIOTATIKG KOUATOC. | &o
\\

H Ogpaneia ¢ vepdocoroyiag e TpeyKoumaiivn Tpénel va &Qaau[}éwm TOL YEVIKO DITOGTNPIKTIKA
uétpo Ko iocme atpodoiion, eav sivar amapaitn (BA. no@&a(po 4.2 Tlivaxag 1).

N
&
5.  ®APMAKOAOTIKEL IAIOTHTEZ &

51 ®appokodvVOpIKEG 1O1OTNTES (\0‘

Ddoppokobepamentin kaTnyopio: Avqc‘s@mmu«i, A0 avTi-emAnTTiKG, Kodwkog ATC: NO3AX16

H dpactikn ovoia npswauna?dv&&m avaloyo tov y-apvopovtopikon o&Eog [(S)-3-(apuvousbod)-5-
uebviegovoikd 0&v]. ,\O
Y
Mnyoviopdg dpdong ‘\O
H npeyxopmaiivny ov TOL GE L0l ETLKOVPLKT VITOOUAOA (012-0 TPWOTEIVN) TOV EVEPYOTOLOVUEVAOV O
S0POPA dVVOIKOD, OIVA®Y 0GPECTION GTO KEVIPIKO VEVPIKO GUGTN L.

&
Khvin anorag}\cuarmémm Kol 0CQAAELDL
NevpomoOytikoc movog
Amote aTikoTTa £)E1 Oty Oel o€ dokuég Yo drafnTikn vevpomddeia, pebepmnticy vevpodkyio kot
BX(&[@% votiaiov poelot. H arotedecpatikdtnto dev £xel diepevvnBel oe AALEG LOPPEG
veliponadntikod Tévov.

H mpeyxopmarivn éxer pehetn et o 10 eleyyodpeveg KAvikég dokpég, ddpketog £og 13 efdopdadmv pe
docoroyio 000 opéc v nuépa. (BID) kot didpketog Emg 8 efdouddmv pe S0coAoyia TPEC POPEC TV
nuépa (TID). I'evikd, to Tpo@ik AcOAAELNG KO OTOTEAEGLOTIKOTITOG Y10, TO, SOGOAOYIKE GYNLATO
BID o TID, ftav mopdpota.

e KAMVIKEG OOKIUEC SLaPKELNG £G 12 EBOOUASMY Y10 TOV TEPLPEPIKO KOl TOV KEVTIPIKO VELPOTAONTIKO

ovo, peimwon tov Tovov mapotnpnonke and v In ERdondda kot dtatnpnfnie katd tnv ddpKeio g
Oepamneiog.
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e eleyyopeves KAMVIKES OOKIIEG OTOV TEPLPEPLKO vevpomadnTikd Tdvo, 35% TV acBevdv Tov Tovg
yopnynOnke mpeykaumarivn kot 18% twv acBevodv mov Erafav eikovikd dppaxo, siyav 50%
Bektiooon oty Pabuoroyia wévov. ' Tovg acbeveig mov dev mapovsiocay vvniia, avti 1 Beitioon
mapatnpnonke oto 33% TV 0c0eVAOV TOL TOLG YoPNYHONKE TpeyKauTadivn kot 18% TtV acBevav
oL éAaPav eiovikd eappako. I'ta Tovg acbeveig Tov mapovsiacay vvnAia, To TOGOGTA
avtondkplong nrav 48% ywo v mpeykapmaiivn kot 16% yia 1o gikovikd pappako.

e eEleyyOueVN KAWVIKN SOKIUN GTOV KEVTPIKO VeV portantikd mwdvo, to 22% tmv acbevdv 6Toug
omoiovg yopnyndnke mpeykapmoliviy kot 10 7% tov acbevdv mov Elafav etkovikd eapuoko, giyov
50% PeAtioon ot Pabuoroyio mévoL.

Eniinyio 9
SopmAnpopotikn Oepaneio
H mpeyxopmarivn éxer pehetn el oe 3 eheyyopeveg kKAvikég dokiuég didpretag 12 foopddmv p@
docoroyio BID ) TID. I'evikd, Ta mpo@il ac@ALeng KOl OTOTEAESHATIKOTNTOG Y10l T0. S0GOXPTIKA
oynuotoa BID kot TID, ftov mapopota.

! . . o . A
Ao v 1" EBdoudda mapatnprinke pio peioon otn cuyvotnto TV ETANTTIKOV E\pe\&zcov.

THoudrotpios tAnBoouog @

H acpdieia kot 1) 0TOTEAEGUATIKOTITA TNG TPEYKAUTUAVIG (G GLUTAT POLL 'ﬁﬁg Oepomeiog yio v
emAnyia og TondloTpikods acbeveic nhikiog kéto tov 12 £1dv kot eprBon dev £x0vV TeEKUNPLODEL.
Ot avemBOuNTEG EVEPYELEG TOL TTOPOTPNONKAY GE Lol LeEAETN (papumcﬁgVnnKﬁg KOl OVEKTIKOTNTOG,
otV onoia cvppeteiyav acheveig nikiog 3 pnvav €og 16 etov (n,569), pe eminmtikég kpicelg
E0TIOKNG EVAPENG, NTAV TAPOUOLIEG IE QVTES TOV TapaTnpnONnKay GToug eviiikes. Ta amoteléopata
LL0G EAEYYOUEVIG UE EIKOVIKO QApUaKO HEAETNG OLapKelag 12 Lédwv cg 295 TadloTpikong
acBeveic nhkiog 4 éo¢ 16 etV Kot Uiog EAeYYOUEVNG UE € KO QOPLOKO UEAETNG OLBPKELOGC

14 nuepov og 175 moudrotpucods acbeveig nhuciog 1 pnvasEns kdto Tov 4 TV, 01 OTOoiEg
TpAypaToToONKay Yo TNV a&loAdyNnon TG amoTeL oﬂtmm()mwg KoL TNG 00QAAELNG TG
TPEYKAUTOATVIG OC CUUTANPOUOTIKT Oepomeio ytqb’é/ OVTIUETOTION TOV ETANTTIK®OV KPIGEDY
E0TIOKNG EVAPENG KOl dVO UEAETAOV OGPAAELOG, ¢ %lmﬁg gmonpavongs, 1 étovg, 6nov cvppeteiyav 54
wat 431 moudroTpikol acbevelg, avtiotolya, 1 %g 3 uvav émg 16 etV pe eMANYic VTOJEIKVOOLV
ot 1 opeio Kot 01 AOTUMDEELS TOV OVADTEPQY AVOTVEVGTIKOD GUGTIUATOS TOPATPH oKV (¢
AVETIBOUNTEG EVEPYELEG TILO GLYVA GE 58&?01] UE TIg pHerétec evnAikmv acBevav pe eminyio (PA.
mapaypaeovg 4.2, 4.8 ko 5.2). OQ

> ddpketog 12 efdouddmv g{@?xéusvng LE EIKOVIKO PAPUOKO HEAETN, Ol TodLOTPIKOTL aeBeveic

(4 ¢og 16 etdv) Katovepnfykov ot Aqyn tpeykapmaiivng 2,5 mg/kg/muépa (Léyioto,

150 mg/muépa), mpeyroymoivne 10 mg/kg/muépa (uéyioto, 600 mg/muépa) 1 ELKOVIKOD GAPUAKOD.
To 10600676 TV 060 pe TovAdyotov 50% peimon otig emANTTIKEG KPIoELG E6TIOKNG Evapéng,
onw¢ ovykpidnke %S_ v évapén, ntav 40,6% tov acbevav tov EhaPav Bepaneio pe mpeyKopmoiivn
10 mg/kg/nuépo\ﬁp = 0,0068 &vavtt Tov €1KOVIKOD Paprakov), 29,1% twv acbevav mov rafav
Oepaneio e mpgykoumaiivny 2,5 mg/kgmuépa (p = 0,2600 £vavti Tov £1KOVIKOD QapuaKov) Kot 22,6%
oVTOV no& Bav etkovikd eApUOKO.

Zrnv&%xéusvn LE EIKOVIKO PApuaKo HEAETN dtdpketog 14 nuepav, moidtatpucol acbeveig (1 unvog
£lSXaToO Tov 4 £1dV) KatavepOnkay otn Mym mpeykopmalivie 7 mg/kgmuépa, mpeykapmativng
14 mg/kg/muépa i eikovikod papudkov. H gikoottetpdmpn d1dpecn cuyvodtnta EMANTTIKGOV Kpioe®v
Katd v évopén Kot v televtaia eniokeyn frav 4,7 kot 3,8 yo v mpeykapumaiivn 7 mg/kgmuépa,
5,4 ko 1,4 ywo v wpeykapumaiivn 14 mg/kg/muépa kot 2,9 kot 2,3 yio 10 EIKOVIKO (pAPLLOKO,
avtiotoyya. H mpeyxapmoiivy 14 mg/kg/muépa peimoe onpavticd tn AoyoptOpkd LETAGYNLATICUEV
GLYVOTNTA EMANTTIKOV KPIGE®V E0TIOKNG £VapENG EVAVTL TOL £1KOVIKOL pappdkov (p = 0,0223). H
npeykaumaAivn 7 mg/kg/muépa dev eppavice PeAtioon o GYEoT LE TO EIKOVIKO PAPUOKO.

e o eheyyOuevn e eIKOVIKO eappako perétn oidpketag 12 fdopddmv oe acOevels e Tpmtoyeveig
yevikevpéveg tovikokAovikég (Primary Generalized Tonic-Clonic, PGTC) eminrrikég kpioeig, 219
aoBeveic (Mlkiag 5 émg 65 eV, K TOV omoiwV, 66 NTav NAkiag 5 £émg 16 eTdV) Kataveundnkav ot
Myn mpeykapmorivng S mg/kg/muépa (uéytoto 300 mg/muépa), 10 mg/kg/muépa (uéyioto
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600 mg/muépa) N elkoviKoD PapudKov ®¢ cupmAnpouatiky Ogpareia. To T0606TO TV 0.60EVOVY pE
TovAdyoTov 50% peinon 610 T06006Td eMANRTIK®V Kpicewv PGTC Ntav 41,3%, 38,9% kot 41,7%
yuo v Tpeykapmarivy 5 mg/kg/muépa, v npeykapmarivy 10 mg/kgmuépa kot 1o gikovikd
@apLoKo, avTicToryd.

Movobepaneia (veodiayvawobivies aobeveic)

H mpeyxopmarivn €xer peretn et oe 1 eheyyopevn khvikn perétn ddpketog 56 efdopddmv pe
docoroyio BID. H mpeykaumadivn dev enédelée un kat@tepdTnTa, £VOVTL TG AALOTPLYIVIIC GOUPMOVE,
LE TO KOTOANKTIKO onpeio TG amovciag ortacp®my otovg 6 uiqves. H mpeykapmaiivny kot n Aapotpryivn
TOPOVGIACHY TAPOLOLY ACPAAELD KOL KOAT] OVOYT|.

Tevikeouévny Ayyaong Arocapoyn |
H mpeyxopmarivn €xer peretndei o 6 eheyydueveg dokiuég dSdpketag 4-6 efdopddwv, oe pia uiés“.\n)
NAMKIOPEVOVY d1dpKelog 8 BSoIAdmV Kot 6 pio LaKpoypOVie LEAETN TPOANYNC TOV UTCO‘EpOTE{i}) ue
Ui SUTAA-TOPAN GACT) TPOANYNG TV VITOTPOTMV OLAPKELNG 6 UNVOV.

Q
H avakobeion and ta copntdpata g [AA, dnwg aviavaxiator oty Kiipoka Em@ocng Hamilton
(HAM-A), topampnbnke and tnv 1" EBdoudada. L
&

e eleyyopeveg kKAMvikég dokipég (d1dpketag 4-8 efoopddwv), 52% twv ac@s@ 7ov EAaPav
npeyKoumarivn kot 38% twv acbevdv mov ELafav elkovikod AapuaKo Tapeboiacay BeATioon Kot
tovAdyiotov 50% o1 cuvorikn Pabuoroyio tng HAM-A oto KM&MK& onuelo, oe oxéon Ue avTV

™G évapdng. XSS

e eleyyoueveg doKIpéC, pia peyaAdvtepn avaroyio acbevav meyeiapay Oepaneio pe TpeyKapmaAivn
avépepav Baupog dpacnc, amd 6tL acbeveic mov Elafav O €10l LLE EIKOVIKO QAPLLOKO, TO 071010
AmESPALLE OTNV TAELOYN QIO TOV TEPIGTATIKOV, WE TN GU@pm] ™G XopNYNoNG.

OeBarporoykdc Eleyyoc (cvumepiiappovo uévmv&xov onTIKNG o&utnTog, uebodikov eréyyov
omtkoD mediov Kot fubockomikov eAEYYOV pe zﬁblacm) deEnydnke o mave and 3.600 acbeveic, ota
mAoio1o EAEYXOUEVOV KMVIKOV dOKIUDV. ZE QT V¢ Tovg acbeveig 1 otk o&uTnTa petdOnke 6to
6,5% twv acBevav mov Erafav Oepameio udmpeykaumarivn kai oto 4,8% 1oV aclevav mov Edafov
Bepameia e s1koViKO appako. MetaBohet oto ontikd medio evromictkav 610 12,4% Tmv achevidv
mov éhafav Bepameio pe mpeykapmodiia] kot 6to 11,7% v acbevdv mov Eafay Oepameia e
gKoVIKO Qdpuako. BuBookomikégetaforég mapompnnkay oto 1,7% tov aclevav mov Eafov
Oepamneia pe TpeykoumTaiivn K{(@’CO 2,1% twv acevav mov hafav Oepameia e EIKOVIKO pAPLLOKO.

N
5.2 (I)(zpumcomvnﬂkéghémrag

Q

H poppoakoxivntigy %g TPEYKOUTOAVNG, o€ oTafepomompévn Katdotao, elval Tapopola 6e vYieig
eBelovtés, oe € TIKOOG 000evelg, TOV AAUPAVOVY OVTIETANTTIKA QAPHOKA Kol o€ 000EVELS e
xPOVIO TOVO. \5\

&
Amo

H npé& UTTOATVT), YOPNYOVLEVT ETL KEVOD GTOUAYOV, OTOPPOPATUL TOYEWS, LE TIG LEYIOTEG
SUIREVTPOOELC 6T0 TAUGHA VO ETLTLYYGvVOVTaL vide 1 dpog petd amd T xoprynon epamas 1
ToALOTAGDY 06cewv. H BrodiafecitotnTa e 0md Tov GTOUATOG YOPTYOVUEVIC TPEYKOUTOAIVIG
vrohoyileton 6Tt givat > 90% kan givan aveEapTnn TG d00MG. META amd EMAVEIANUUEVT] XOPTYNoT, M
otafepomomuév KaTdoToo enttuyydvetol eviog 24 £wg 48 wpav. O puBuodg amoppoEnong g
TPEYKAUTOATVIG LEWDVETOL OTAV YOPMYELTAL LE TPOPT], TPOKAADVTOG PEIOT TNG Cmax kaTd 25-30%
TePImOL Kat EMPPASVVOT TOV tmax G€ TEPiMOV 2,5 dpeg. Evrovtolg, n yoprynon g npeyKapumaiivng
LE TPOoPT] OeVv €Yl KMVIKA ONUAVTIKY €MiOpoon 610 Babpd amoppdenong e TpeyKAUTAAIVIG.

Kotavoun

e TpoKkMVIKEG HEAETES, KaTadelyOnKe OTL 1) TPEYKAUTAAIVT SLOTEPVA TOV OLUOTOEYKEPOUAIKO QPOYLLO
og e, emipeg kot mbnrovs. Katadelydnke eniong, 611 n mpeykapmorivn damepvd tov mAakodvTa
TOV EMPOHOV KoL 0VEVPIOKETAL 6TO YOA0 ONAALOVIOV EMPDOV. XTOVS 0VOPAOTOLS, O PAUIVOUEVOS OYKOG
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KOTOVOUNG TNG TPEYKAUTAAIVIG LeTd T xopnynon ard tov otéuatog gival tepimtov 0,56 I/kg. H
TPEYKOUTOALIVY] OEV GLUVOEETAL LLE TIG TPWOTEIVES TOL TAACUOTOC,

Buopetooynpotiopoc

H npeyxapmaiivn veictoton aonpovio HeTafoAlopd otov avBpmmo. Metd amd yoprynon
POSLOETIONLAGUEVTS TTpEYKAUTAATVIG, Tepimov 98% g padievépyelog Tov avaktinke ota ovpa
ntav apetdfintn npeykourorivn. To N-pebBviiopévo topdymyo g Tpeykapmoiivig, o KOPLog
petafoiing tng mpeykaumaAivng mov evtomicOnke oo ovpa, aviietoryovce oto 0,9% g doong. Xe
TPOKMVIKEG LEAETEC, OV VTNPYAY EVOEIEEIS POKELOTOINGNG TOV S-eVaVTIONEPOVS TNG TPEYKOLITOAVIG
o R-evavtiopepéc.

Amofoin

H mpeykapmorivn amoBarieTon and 1 GLOTNHATIKY KUKAOQOPio KUPIG Le amékKkpion amd rovg,)\\\
VEQPPOVC, O OUETAPANTO PAPLLOKO.

O péoog ypodvog numng g amofoAng e mpeykaumaiivng etvar 6,3 mpec. H kdBapon om@%
TAGGLLOL KOl 1] VEQPIKT] KABOPOT TG TPEYKAUTOAVNG eival evBEmc avaloyeg TG Kaeapcﬁémg
Kkpeatwvivig (BA. mapdypago 5.2 Neppikr dvcieitovpyia).

Eivar amapaitntn n tpocappoyn g 860mnG e acheveis [e PEI®PEVT] VEPPIKN ksneﬁp io M og

acBeveic mov kdvovy apodtdien (BA. mapdypago 4.2 Iivaka 1). 40
(U\
CpoppkdnTa /un ypappkdmo A
H @oppokokivnTikn g TpeyKapmarivng Eivor YpopuKn yio to £6pog r‘@ GUVICTOUEVNC LEPNOLOG
docoloyiog. H peta&d atdpmv eopuokokivnTikn LetafAnTtotnTa Y1 TPEYKOUTOALVT Elvar yoUnAn

(< 20%). H poppokoKvnTIKY TV TOAOTA®V dOGE®V Umopel v @\)Bksq)esi omd T oToLKElD TV
anaé d6cewv. Emopévag, dev eivar amapaitntn n pétpnon rm@ymvtpcbcamv ™G TPEYKAUTAAIVIG

070 TAAGLO, €Tl TAKTIKNG PACE®C.
&
Diko A
O1 KAMVIKEG dOKIUEG VTTOSEIKVOOVV OTL TO VA0 5%@53 KAWVIKG oM UavVTIKY ETIOpAOT OTIG
GLYKEVIPMGELS TNG TPEYKAUTOAIVIG 0TO TAUC S
, , Q
Neoppwr) dvciettovpyia N

H xéBapon ¢ mpeykapmarivng sivon ?éi&cog avéioyn g kaBapong kpeatvivine. Emumiéov, 1
TPEYKOUTOALIVY] OITOUAKPVVETAL OTTOTEREGLOTIKA A0 TO TAACLA, e OlodtOALoT (LETA 0md cuvedpia
LHOSWAIoNG 4 ®PAOV, 01 CUYKEVIPWTELS TNG TPEYKOUTOAVNG 6TO TAGGHO LELOVOVTOL KOTE TEPITOL
50%). KaBmg 1 veppukn omélqg@m glvar 1 KOpLo 080G AmEKKPIONG, N Helwon TG 060G o€ acbeveig
HE VEPPIKT] SUGAELTOVPYiO,idi GUUTANPOUOTIKY 300N UETE OO oupodoiion, eivar anapaitnn (BA.
mapdypoeo 4.2 Iivaxa %\

Hrotwn Schksnouoﬁ\

Agv &yovv die§ \i’816u<8g QOPULOKOKIVITIKEG LEAETEG GE aoBeveic e notikn duoiertovpyio. Kabng
M TPEYKOUT dgv petafoAileTor oMUOvVTIKG KOl OmeEKKPIVETOL KUPIOG MG AUETAPANTO PAPLOKO GTA
ovpa, M &1 duoiettovpyia, dev avapévetar vo LETAPAAEL NUOVTIKA Ta EMimEda TNG
npsym&?@ivng GTO TAAGLLOL

H@%rpu(éc mAnfuouodg

H pappokoxivntikng g tpeykapumaiivng a&loloyndnke oe moudiatpikovg acevels e eminyio
(MAwrakég opddec: 1 émg 23 unvav, 2 g 6 etav, 7 £og 11 etdv kot 12 €wg 16 etdv) oe enineda
docoroyiag 2,5, 5, 10 ko 15 mg/kg/muépa og pio LEAETN GOPUOKOKIVITIKNG KO OVEKTIKOTNTOG,

Metd v amd Tov GTOUOTOG YOPTYNON TNG TPEYKAUTAAIVIG GE TadATPIKOVG 0obeveic o€ KatdoTaon
YNOoTELOG, 0 ¥POVOG IOV YPEBGTNKE Y10 TNV EMTELEN UEYIGTNG GVYKEVIPMOOTG GTO TAACLO TAV YEVIKG
TOPOUO10G GE OAOKAT PN TNV NAIKLOKY] opdda Kot emttevydnie 0,5 dpeg Emg 2 dpeg PETA TN XOPNYNoN

g 06oC.

O tapdpeTpot Cmax kot AUC g mpeyKapumaAivng avEN0nkay ypappukd og oxeon pe v avénon g
doong og kKaBe nikiakn opudda. H AUC frav youniotepn katd 30% ce moudiatpikovg aceveic e
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Bapog kétw amd 30 kg Adyw avénpévns kdBapong TPocapPUOCLEVIC 6TO COUATIKO Bapog katd 43%
Yo aTovg Tovg acbeveic oe ohykpion pe Tovg acbeveic pe Papog > 30 Kg.

O telk6¢ 1pOVog NUEONG TNG TPEYKAUTAATYNG NTaV KaTd HEGO 0P TEPITOL 3 £wG 4 DPEC OE
modtoTpkog asbeveic nAkiog Emg 6 etdv, Kot 4 €mg 6 dpec 6Tovg asbeveic nhikiog 7 eTdV Kot Gvo.

H avéivon eoppokokiyntikig Tov TAnfucpod £0e1ée 011 1 KaBopon TG KpeaTvivig 1TV ONUOVTIKT
GUUUETOPANTA TG KAOAPOTG TNG GO TOV GTOUOTOC TPEYKOUTAAIVIG, OTL TO GOUOTIKO Bapog HTav
ONUOVTIKT) GUUUETUPANTH TOV QUVOUEVOD OYKOL KOTUVOUNG TNG 0T0 TOV GTOUNTOC TPEYKOUTAAIYNG
KoL OTL OVTEG Ol GYECELG NTAV TAPOWOIEG GTOVS TOUSLATPIKOVG KO TOVG EVAAIKEG 00OEVELS.

H @oppakokivntikn g mpeykaumaiivng e acbeveic nhikiog k4Tm tv 3 unvov dev €xet usksrn@aib

(BA. mapayppovg 4.2, 4.8 ko 5.1). \0~\\
Hlwaopévot Oc"’

H «éBopon ¢ mpeykapmoarivn tetvel va peidveton kabmg avéaveton n nikio. H usico‘csévrﬁ otV
KaBapon TG omd TOL GTOUTOG OPTNYOVUEVNC TPEYKOUTOAIVY Eivol GOUPMVN HE TN HEDGT TNG
KkdBapong g Kpeatviving mov oyetileton pe v avénon e nhkiog. [TiBavdv va )ﬁ% aoBel peioon
™G 6000A0YIaG TNG TPEYKAUTAAIVIG 6 acbevelg Tov mapovsidlovy peimon ET&@(ppucﬁg Aettovpyiag
7ov oyetileton pe v nAkio (BA. mtapdypago 4.2 Iivaka 1). )

S

Onialovoec untépeg ‘O
H pappaxoxivntikn 150 mg npeykoumaiivng yopnyoovuevng kade l%@épsg (muepnota 66om 300 mg)
a&loroynOnke oe 10 Onialovoeg yovaikeg petd amod 12 efdouddeg Moyeiag TovAdyiotov. H yalovyio
empéace eEAAYLOTA G KAOOAOV TN QOPUOKOKIVITIKY TG TP uraAivng. H mpeykapmaiivn
omekpifnke oto PNTPIKO YOAO [LE LEGES GUYKEVIPADGELS OT OO UEVTG KATAGTUGNG TOL
ovTI6TOYY0VV TTEPINTOV 6T0 76% exelvwv TOv UNTPIKOVL n)@&pmog. H extipumdpevn d6om oto Ppéeog
OO TO UNTPIKO YAAQ (EKTILOVTAG TNV HECT] KOTOVOA (*111 véioktog 150 ml/kg/muépa) yia Tig yovaixkeg
7ov AdpPovay 300 mg/muépa N T HEYIGTH 066N T 00 mg/muépa Ba nov 0,31 1
0,62 mg/kg/muépa, avtiotoiymg. AVTéG O EKTIHRIEVEG dOGELS Elvar Tepimov To 7% TG GUVOAIKNG
NUePNoG UNTPIKNg 060n¢ o€ Pdorn mg/kg. Q

)
5.3 Ipoxkivikd dedouéva Yo TV (8850»&(1

e cuVNOEIC POPUAKOAOYIKES us?%r% acpaleiog og (DA, 1 TPEYKAUTAAIVT NTOV KOADG OVEKTN G
avarloyeg SOGELS, E QVTEG nou\@nmuonowﬁwm oV KAWIKN TPAén. Te uelétec T0EIKOTNTOG
emavolappoavopevng docoryioc, oe enipveg Kot mofkovg mapatnprOnkay avidpdoelg tov KNZ,
GUUTEPIAUUPAVOLEV®Y THEDTOKIVITIKOTNTOG, THG VIEPKIVITIKOTNTAC Kot ThG atatiog. Avénpévn
cLyvOTNTO aTPOPiog UPIPANCTPOEIBOVG, TTOL GLYVA TOPUTNPELTAL GE NAIKIOUEVOVS ETIUVES UE
oAPwvicpod, mopatipndnke pHetd amd pakpoypovia Ekbeon og mpeykapmaiivny > 5 popég amod T péon
éxBeom tov a\/% V OTN UEYIOT GUVIGTMUEVT] KMVIKT 600T).

H mpeyka, q(&%?vn dev gival TepaToydvog e POES, emipveg 1| kKovikhovg. H mpeykoaumodivn mpoxdiece
squvoéKémw o€ EMPVEG KO KOVIKAOVG LOVO HETA amd £KBeoT emapKOS PEYOADTEPT OO TNV
éxbe v avOp®TOV. T PHEAETEC TPOYEVVITIKNG/ UETAYEVVITIKNG TOEIKOTNTAG, 1 TPEYKOUTOAIVY
TPORAAESE TOEIKOTITA GTV OVATTUEN TMV ATOYOVMV GE ETILVESG PETR b £kOeom > 2 popéc amd
HéYoTtn cuvictapevn ékbeomn tov avBpmmov.

AvemBOunTeg EMOPAGEIC GTN YOVILOTNTO, GE PGEVIKOVE Kot OnAvkovg enipveg, mapotnpndnikay povo
oe ekBéoelg apketd vynAOTEPES TNG BepamevTikn|g EkBeonc. AvemBounteg emdPAGELS GTO APCEVIKA
OpYOVaL AVOTTOPOYMYNG KO GTLS TOPAUETPOVG TOV GIEPLOTOG NTAY OVACTPEYILES Kot EpPavicnikay
uovo e exbéoelg apkeTd LVYNAOTEPEC TNG Bepamevtikng ékBeomng 1 oyetioTnKav pe owBopUNTEG
S10d1KaG1EC EKPVAIONC GTO APGEVIKA OPYOVO AVATAPOY®DYNG TOV EMIUL. ZVVETMDC, O EMOPACELS
Bewpeitan 6T Exovv pKpn N KaBoAov KAvikn onpacia.

H mpeyxopmarivn dev €xel yovidioto&ikn dpdon, BAGEL TOV OTOTEAEGUATOV LG GEWPAS SOKIUMY in
Vitro Ko in vivo.
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Ateteig HLeAETEG KAPKIVOYEVEST|C e TTpEYKAUTaiivn, dteENyOnoay og emipveg ko poec. Agv
mopatnPN KoY OYKOL GE EMIHVES, GTOVG OTOI0VE YopNYNONKaY dOGELS EmC 24 POPES LEYOADTEPEG 0T
T péon €kBeon Tov avOp®TOL GTN UEYIGTN CLVIGTOUEVT KAVIKY 060m Tov 600 mg/Mmuépa. ZTovg
poeg, dev mapatnpnonke avénuévn cuxvoTNTA ELPAVIONC OYK®V, O SOCELS TOPOLOIEG LE TN HESN
£€kBeom tov avBpdmov, aALL TapaTNPNONKE AVENUEVT] GUYVOTNTO ELPAVIOTC OLOYYELOGOPKOUATOV
o€ vymAdTepeg 800elg. O U Yovidloto&ikog Uy ovicOg GYNUOTIoHOD OYK®V, OQEINOUEV®V GTIV
TPEYKAUTOATVT], OTOVG HVES, TEPILOUPAVEL LETAPOAES OTO OLUOTETAALN KOl GVOYETILOUEVO
TOAAMUTAQGIOGUO TOV EVOOONAOKOY KUTTAP®OV. AVTEG 01 LETUPOAEC OTA ALUOTTETAAL dEV
mapoTnPHONKAY 6TOVG EXIULEC 1) 6TOVG AvOPMTOVE, OTTWS PaiveTal amd Ppayvurpddeso Kot
TEPLOPIOUEVA LAKPOTPODEGLLOL KAVIKA dEOOUEVA. AEV DTTAPYOLY GTOLYELD TOV VO LTOOEIKVOOLVY
GYETIKO Kivouvo 6Tovg avBpdmovc.

& aVAMKOLG EMIPVEG 01 LOPPEG TOEIKOTNTOS OEV SAUPEPOVY TOLOTIKA OO OLTEG TTOV TOPOLTY pﬁig@
o€ eVIAMKoLg emipveg. 20T0G0, Ol AVNIAIKOL ETHVEG gival o gvaicOnTol. Xe BepaneuTikég 81(9,{’ 1G,
gugaviotnioy kKAvikd onpueio omd o KNI, 6mog vrepkivntikétnto Kot Tptypog 0d6viav kg Kamoteg
oAhayéc oy avarntuén (Topodikn KATacToAN TG avENong Tov cmpatikod Bapovg). [lapetnpnonkay
EMOPACELS GTOV O1OTPIKO KOKAO, o€ EKOETELG TEVTOTAGCLIEG Ol TIG OEPATELTIKEG EK "&zlg TOV
avOpdTov. Metmpévn avtidpuon o€ aevidia akovoTIKG epediopata TapuTnPRONKESE AVAALKOUC

emipveg 1-2 gfdouadeg petd amd £kbeon > 2 popéc amd ) OepomevtiKng éKGscmA avOpomov. Evvéa
ePdopddeg petd amd Ekbeon, avtn n avtidopaon dev Tapatnpeito TALOV. ('U\
<

6. DOAPMAKEYTIKEX TIAHPO®OPIEX . 0,(0

N\
6.1 Koatdloyog ckooymv &OQ

¥O

Iepreyduevo kayakiov \S{-
Movoddpikn Aaktoln A
IIpolehatvoromuévo duvio apafocitov (U\O'
TaAxng 60

Kéhoeog koyakiov Q(\

Pregabalin Zentiva k.s. 25 mg ckhnpé koo
. , , "

Kdalvuuo kou oodua kawoxioo L

- Mélav 0&gidio Tov GlSﬁpO%@l 72)

—-  Awéeido traviov (E1749

- Zelativn X

Melavt extdmwong b\o

- Koppeo Adkk

- Méhav o&eigrp tov owrpov (E172)
- Ho%ua%;o\ﬁfoykmcékn

Preqabali@ﬁ%’ntiva k.s. 50 mg oxAnpd koydkio

Kaiy, 01 OOU KOWOKIOD

8 éhav 0&gidio Tov cnpov (E172)
Awo&eidio titaviov (E171)

- Zghativn

Melowvt extomwong

- Koéppea Adxkiog

- Méhav o&gidio Tov odnpov (E172)

- [IpomvAievoyAvkoin

- ITokvo d1dAv e appmviag

- Yépo&eidio kariov

Pregabalin Zentiva K.s. 75 mg ckAnpd ko dkio
Kaivpuo kopoxiov
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- EpvBpo o&eidio tov cidnpov (E172)
- Kitpivo 0&gidio tov o1dnpov (E172)
- Awo&eidio titaviov (E171)

- Zghativn

2 U0 KOWOKIOD

- Mélav 0&gidio Tov cdnpov (E172)

- Awo&eido Trraviov (E171)

- Zghativn

Melévi extdmawons

- Koppea Adkkog

- Méhav 0&gidto Tov odnpov (E172)

- [ToAvatBvievoyAvkoin

Pregabalin Zentiva k.s. 100 mg okAnpd konydkio
Kaivpuo kor oouo koyoxioo

EpvOpd o&eidro tov cionpov (E172)

- Kitpivo o&gidro tov cdnpov (E172)

- Awo&eidio titaviov (E171)

- Zehativn

Melovi extdmwons

- Koupea Adkkog

- Méhav 0&gidio Tov odnpov (E172)

- [ToAvatBvievoyAvkoin

Pregabalin Zentiva k.s. 150 mg cxAnpd koydxio
Kaivpuo kot oouo koyoxioo
- Méhav o&gidro tov cdnpov (E172)

- Awoégidro tiraviov (E171) zocu
- Zehativn (o)
Melavi extomwong Q

- Koppea Adxkoag

N
, , , O
- Mélav 0&gidio Tov G1d1pov (E'g@)
- [ToAvarBvievoyAvkoin o)

Pregabalin Zentiva k.s. 200 mﬁ@@mpd KOy OaKLoL
KaAvuua kon ooua kawox

EpvOpo o&eidio ‘@}néﬁpov (E172)
v

- Kitpwo 0&8}'8@( odnpov (E172)
- Awo&eidio Q_@viou (E171)
- Zehativif

Meldvi extifmong

- Kéfuprea Aaxkag

- Aav 0&gido Tov odnpov (E172)
- &%okum@uksvoy?w@kn

Pregabalin Zentiva k.S. 225 mg oxAnpd koydxio
Kalvpuo koyaxioo

EpvBpd o&eidro tov adnpov (E172)

- Kitpwvo 0&gidio tov odnpov (E172)

- Awo&eidio titaviov (E171)

- Zghativn

2Ue. KOWOoKIOD

- Méhav 0&gidio Tov odnpov (E172)

- Awo&eidio titaviov (E171)

- Zehotivn
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MeAovt extdmewong

- Koppea Adxkog

- Mélav 0&gidio Tov adnpov (E172)
- [oAvoBuievoyivioin

Pregabalin Zentiva k.s. 300 mg okAnpd konydkio
Kalvpuo koyaxioo

- EpvBpd o&eidro tov odnpov (E172)

- Kitpwvo 0&gidio tov odnpov (E172)

- Awo&eidio titaviov (E171)

- Zghativn

2OUe. KOWOKIOD )
- Méhav 0&gidio tov c1dnpov (E172) 0\\\
- Awo&eidio titaviov (E171) OCU

- Zehotivn Q

Melovi extdmwons “oo

- Koppea Adkkog <\\\

- Méhav 0&gidio Tov odnpov (E172) 03
- [ToAvafvievoyAvkoin Q

6.2 Aocvuatotnreg ‘OCU

Agv gpapudletar. Q\
O
6.3 Awdpkera Long

2 ypovia. {9
©
6.4 Iowitepeg TpoPUAGEELS KOTA TN (pl’)kaé;@‘u TPOIOVTOG

Mnv puAdccete og Oeppokpacio usyakﬁraganv 30 °C.
!\O
6.5 ®von Ko GVGTUTIKA TOV nap(&ﬂ]
O

To oxAnpd koo Pregabalir@éntiva k.s. 25 mg cvokevdlovrot o Koyéreg amd alu/alu
(OPA/alu/PVClalu) g mpot HOVG0. CVGKELOGGL.

Ta oxdnpd koydkio Pre a@ﬁin Zentiva k.s. 50 mg, 75 mg, 100 mg, 150 mg, 200 mg, 225 mg kot
300 mg GDGKSDdCOVTaé Koyéreg amd PVC/alu og mpotebovcsa cuokevacia.

Ta Pregabalin Zeg@/a k.s. 25 mg kot 50 mg dwatifevion o cvokevaocics Twv 14, 21, 56, 84, 98 kot
100 cxAnpov axiov.

Ta Pregabq%nl entiva k.s., 75 mg, 150 mg, 225 mg ko1 300 mg SiatiBevron o cvuokevacisg tov 14,
56, 98 K§Q‘ 0 oxAnpodV Kayokiov.

Ta P alin Zentiva k.s., 100 mg kot 200 mg dwatibevton oe cvokevaocieg tov 21, 84, 98 kot 100
SKINPOV Koyokimv.

Mmopei va, Py KokKAo@opoOV OAEC 01 GLCKEVUGIEG.
6.6 Iowitepeg TpoPULAEELS ambppLYNg

Kda0e aypnoiponointo eopuokevtiKd tpoidv 1 VIOAEUO TPETEL VO ATOPPITTETOUL COUPOVO LE TIG
KOTO TOTOVG 1GYVOVGES GYETIKES SLOTAEELG.
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7. KATOXOX THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130

102 37 Prague 10
Togykn Anpokportio

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Pregabalin Zentiva k.s. 25 mg oxAnpd konyducio:
EU/1/16/1166/001
EU/1/16/1166/002
EU/1/16/1166/003
EU/1/16/1166/004
EU/1/16/1166/029
EU/1/16/1166/005

Pregabalin Zentiva k.s. 50 mg oxAnpd konydxio:
EU/1/16/1166/006
EU/1/16/1166/007
EU/1/16/1166/008
EU/1/16/1166/009
EU/1/16/1166/030
EU/1/16/1166/010

Pregabalin Zentiva k.s. 75 mg oxAnpd konydxio:
EU/1/16/1166/011
EU/1/16/1166/012
EU/1/16/1166/031 .
EU/1/16/1166/013 Q

N
Pregabalin Zentiva k.s. 100 mg cncknp(a&ydma:

EU/1/16/1166/014
EU/1/16/1166/015 00
EU/1/16/1166/032 O

EU/1/16/1166/016 o\
.*\O

Pregabalin Zentiva kz\Q?O Mg oKAnpd Koo

EU/1/16/1166/017,
EU/1/16/1166/038°
EU/1/16/1166/03
EU/1/16/%§B/019

EWJ/1716/1166/020
EU/1/16/1166/021
EU/1/16/1166/034
EU/1/16/1166/022

Pregabalin Zentiva k.s. 225 mg oxAnpd konyducio:

EU/1/16/1166/023
EU/1/16/1166/024
EU/1/16/1166/035
EU/1/16/1166/025

Preg&ll Zentiva k.s. 200 mg okAnpé KaydKio:
1
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Pregabalin Zentiva k.s. 300 mg oxAnpd konydio:
EU/1/16/1166/026
EU/1/16/1166/027
EU/1/16/1166/036
EU/1/16/1166/028

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia mpdtng £ykpiong: 27 GePpovapiov 2017
Hpepounvia tedevtaiog avavémong: 22 Noguppiov 2021

N\
\5\*

O‘v
Q
. , . e . QO
Agmtopepeic MANPOPOPIES Y10, TO TAPOV PAPUAKEVTIKO TPOioV eivar Staféotpieg cstovﬁ{nwmco 01O
tov Evponaikod Opyovicpod @apudkov http://www.ema.europa.eu. L

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
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http://www.ema.europa.eu/

AN
&
o)
)
“oo
A&
&
<
ITAPAPTHMA 11 @é
IMAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) ITA T@b AIIOAEEMEYXH TQN
ITAPTIAQN OQ

OPOI'H ITEPIOPIXMOI XXETIKA ME TH AIA{E)%H KAI TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX A%ﬂgz KYKAO®OPIAX

OPOI 'H IEPIOPIEMOI XXETIKA THN AXPAAH KAI AITOTEAEXMATIKH
XPHXH TOY ®PAPMAKEYTIKO OIONTOX
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A. HAPAXKEYAXTHX(EX) YHLEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

‘Ovouo kot d1ev6vvon tov(tmv) TopaoKeLaoTN(®V) oL ivor VTeLOVVOC(OL) Y10 TNV OTOOEGLUELCT) TOV
ToPTId®V

Zentiva, k.s.

U Kabelovny 130
Dolni Mécholupy
102 37 Prague 10
Togyum Anpokportio

S.C. Zentiva, S.A. 0~\9
B-dul Theodor Pallady nr.50, sector 3, Bucharest, cod 032266
Povpavia Oc"’

A

1

270 £VTUTTO PUALO 0ANYIDV XPTOTG TOV POPLOKEVTIKOV TPOTOVTOG TPEMEL VAL avarypdL 170 Ovopa
Kot 1 d1evBvvoT TV TAPUCKELAGTH TOV Eival VTELOLVOG Yo TNV ATOJEGUELGON mg ETIKNG TAPTIONS.

‘40
B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI EH%(PHZH

DoppoKeLTIKO TPOIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT. 0@)

T. AAAOI OPOI KAI AITAITHZEIX THX AAEIAEY@\?KAO(DOPIAZ
o Ex0sos1¢ Teprodikng mopakorovOnons g &o’b‘ukgmg (PSURs)

Ot amaitnoelg yio v vroPoin tov PSURS yuoy @%v AOY® QoproKeVTIKO TPoidv opilovTal
GTOV KOTAAOYO LE TIG Hepounvieg avapopagsns Evaong (katdhoyog EURD) mov mapatifetot
otV Topdypao 7, tov apbpov 107y, teednyiog 2001/83/EK kot kabe emaxdrovdng
gmKapomoinong 6mmg dnpocteveTat cabsvanamn SUKTLOKY TOAT Y10l TO QAPULOKOL.

o)

A. OPOI'H HEPIOPIEN’%}XETIKA ME THN AX®PAAH KAI AIIOTEAEXMATIKH
XPHXH TOY (I)APOMA YTIKOY NIPOIONTOX
\
. Tyédo ﬁlaxslg{Q]g Kvdvvov (ZAK)

O Karoyog Ade ?%mdwcpopwg (KAK) Ba die&aydyet Ti¢ omattoOUeVES dPACTNPIOTNTEG KO
napepPacet LOKOETaYpOTTVNOTG OTmG Tapovctafovial 6To cupemvnbéy XAK mov
TOPOVOL % 1oty evotnta 1.8.2 g ddetag kuklogopiog Kot omolecdNToTe EMaKkOAOVOES
S’YKSKp €G avabewpnoeig tov TAK.

'E@snucmponom pévo ZAK Oa mpénet va kototebel.

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

. OnoTedNTOTE TPOTOMOLEITAL TO GVGTI LA JLOYEIPIOTG KIVOUVOL, EI0IKA (OC ATOTEALECLOL
AYNG VEDV TANPOPOPIDV OV UTOPOVV VO, ETLPEPOVY CTLLOVTIKT ALY TN OYEoM
0PEALOVC-KIVOHVOD 1] OG OMOTEAEGLOL TG EMITEVENG EVOG ONULOVTIKOD OPOGT OV
(papuaKoemaypOTVNON N EAOYLIGTOTOINOT KIVOHVOU).
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A. EINIXHMANXH
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 25 mg oxinpd koyakio

TPEYKAUTOATVY
2. YYNGEXH XE APAXTIKH(EX) OYZIA(EY) \\‘0
\O v
Ka0e orchnpd konydkio mepiéyet 25 Mg mpeyKoUmaAivig 0‘0
Q
O
3. KATAAOI'OX EKAOXQN ,<\v

&
To mpoidv mepiéyet povoiidpikn Aaktoln. Avatpélte 6To PUALO 00N Y1V xpf@q Y0 TEPIGGOTEPES
TANpoQopiec. A

4. DOAPMAKOTEXNIKH MOP®H KAI l'[EPIEXOMEN\Q\V
5%

14 oxAnpd Koydiio }O
21 oxnpd Koyaxio \S{'
56 oKAnpd KoydKio o{‘

84 oxInpd Koydxio O

98 oKAnpd koydicio ‘é,o

100 cidnpd Koyakio QA

‘O
O

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

00
Amd otopoToc xprion A

AwBdote 10 pOAAO oény‘ubﬁpﬁcng TPV amod T YPNon.

O
&
6. EIAIKH ITPOEIAONIOIHEH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
HPOE(@‘I’PEHEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITOYN KAI
AEN, YEITIZOYN TA ITAIATA
N
Na (p@zcswt o€ Béon v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TOIOd

Q

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHZEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mnv puAdooete og Ogppokpacio peyarvtepn tov 30 °C.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

$
Zentiva, k.s. \0

U Kabelovny 130 0‘0
102 37 Prague 10 Q
Togyum Anpokportio O

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX (“\AV

EU/1/16/1166/001 ov
EU/1/16/1166/002 G(”
EU/1/16/1166/003 Q\
EU/1/16/1166/004 &0
EU/1/16/1166/029 }o
EU/1/16/1166/005 N3

13.  APIOMOX NAPTIAAY QO

TToptida OO

N
'<\O

o
| 14. TENIKH KATATAEH LI TH AIAGEZH

«U
o

[15. OAHTIEZ XPHIHE

KX
e

| 16. TAHPQ@OPIEX XE BRAILLE

~

Pregab@antiva k.s. 25 mg

&

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

A160106TOTOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN

28



NN

29



EAAXIXTEX ENAEIZEIX TIOY HPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 25 mg oxinpd koyakio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 50 mg oxinpd koyakio

TPEYKOUTOATVY
2. YYNGEXH XE APAXTIKH(EX) OYZIA(EY) \\‘0
\O v
Ka0e oxinpd koydkio mepiéyet 50 mg mpeykaumaAivng. 0‘0
Q
O
3. KATAAOI'OX EKAOXQN ,<\v

&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A

4. DOAPMAKOTEXNIKH MOP®H KAI l'[EPIEXOMEN\Q\V
5%

14 oxAnpd Koydiio }O
21 ornpd Koyaxio \S{'
56 oKAnpd KoydKio o{‘

84 oxInpd Koydxio O

98 oKAnpd koydicio ‘é,o

100 cidnpd Koyakio QA

‘O
O

| 5. TPONOX KAI OAOX(OI) XOPHTHZHE

00
Amo6 oTOUATOC YPNIOT. o\

AwBdote T0 pOALO oény‘ubﬁpﬁcng TPV amod T YPNon.

O
&
6. EIAIKH ITPOEIAONIOIHEH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
HPOE(@‘I’PEHEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEITOYN KAI
AEN, YEITIZOYN TA ITAIATA
N
Na (p@zcswt o€ Béon v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TOIOd

Q

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AHZEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Mnv puAdooete og Ogppokpacio peyarvtepn tov 30 °C.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

$
Zentiva, k.s. \0

U Kabelovny 130 0‘0
102 37 Prague 10 Q
Togyum Anpokportio O

12.  APIOMOZX(OI) AAEIAX KYKAO®OPIAX (“\AV

EU/1/16/1166/006 ov
EU/1/16/1166/007 G(”
EU/1/16/1166/008 Q\
EU/1/16/1166/009 &0
EU/1/16/1166/030 ¥o
EU/1/16/1166/010 N3

13.  APIOMOX NAPTIAAY QO

TToptida OO

N
'<\O

o
| 14. TENIKH KATATAEH LI TH AIAGEZH

«U
o

[15. OAHTIEZ XPHIHE

KX
e

| 16. TAHPQ@OPIEX XE BRAILLE

~

Pregab@antiva k.s. 50 mg

&

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

A160106TOTOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY HPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 50 mg oxinpd koyakio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA

34




ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 75 mg oxinpd koyakio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Kdabe orxhnpd kaydkio tepiéyet 75 mg mpeyrapmarivig. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
14 oxAnpd Koydiio AN
56 oxAnpd koydicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio O
S
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TP and TN YpNon.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovv Ta modd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.

35



10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyxn Anuokpatio \\9
S

<&

12.  APIOGMOZXZ(OI) AAEIAX KYKAO®OPIAX AU

2
EU/1/16/1166/011 <\\\
EU/1/16/1166/012 S
EU/1/16/1166/031 Q
EU/L/16/1166/013 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAEH I'TA TH ATAGEZHY

Sy
AN

| 15.  OAHTIET XPHEHX =
o>
0(\

| 16. TAHPO®OPIEX TE BRAILLE

«V
Pregabalin Zentiva k.s. 75(0%
@)

&R

17. MON;A;é@E ANATNQPIZTIKOX KQATKOYX. — AIZAIAXTATOX TPAMMOQTOX
KQAI (2D)

o4
Al6o100 C YPOUL®TOS KddKaG (2D) mov géper Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIGTIKO KOOTKO.

&

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 75 mg oxinpd koyaKio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 100 mg oxAnpd konydixio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Ka0e oxinpd koydkio mepiéyet 100 mg mpeyKopmoaiivng. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
21 oxAnpd Koydxio AN
84 oKxAnpd ko dicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio ZO(U\
<&
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TPV OO TN XPNON.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovy Ta madd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyikn Anpokportio )
S*

12.  APIOGMOZXZ(OI) AAEIAX KYKAO®OPIAX A\

2
EU/1/16/1166/014 <\\\
EU/1/16/1166/015 S
EU/1/16/1166/032 Q
EU/L/16/1166/016 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAEH I'TA TH ATAGEZHY

Sy
AN

| 15.  OAHTIET XPHEHX =

&

Q

| 16. TAHPO®OPIEX TE BRAILLE

«V
R
Pregabalin Zentiva k.s@ mg

)

O

17. MONé&gkOZ ANAT'NOPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

AwS@tog YPOUU®TOG K®OUKOG (2D) mov pépet Tov Tepnehévia Hovadikd avayvmpioTikKo KWKo,

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 100 mg oxAnpd konydixio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA

40




ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 150 mg oxAnpd konydixio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Ka0e oxcinpd koydkio mepéyet 150 mg npeyKopmoaiivng. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N Y1V xpf@q Y0 TEPIGGOTEPES
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
14 oxAnpd Koydiio AN
56 oxAnpd koydicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio ZO(U\
<&
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TPV OO TN XPNON.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovy Ta madd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyxn Anuokpatio \\9
S

<&

12.  APIOGMOZXZ(OI) AAEIAX KYKAO®OPIAX AU

2
EU/1/16/1166/017 <\\\
EU/1/16/1166/018 S
EU/1/16/1166/033 Q
EU/L/16/1166/019 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAEH I'TA TH ATAGEZHY

Sy
AN

| 15.  OAHTIET XPHEHX =
o>
0(\

| 16. TAHPO®OPIEX TE BRAILLE

«V
Pregabalin Zentiva k.s. 15\©$g
O

&R

17. MON;A;é@E ANATNQPIZTIKOX KQATKOYX. — AIZAIAXTATOX TPAMMOQTOX
KQAI (2D)

o4
Al6o100 C YPOUL®TOS KddKaG (2D) mov géper Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIGTIKO KOOTKO.

&

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

PC
SN
NN

42



EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 150 mg oxAnpd konydixio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 200 mg oxAnpd konydixio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Ka0e oxinpd koydkio mepiéyet 200 mg mpeyKopmaiivng. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
21 oxAnpd Koydxio AN
84 oKxAnpd ko dicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio ZO(U\
<&
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TPV OO TN XPNON.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovy Ta madd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI AMAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEYX YYNOHKEX ®OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAIT AIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyxn Anuokpatio \\9
S

<&

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX AU

2
EU/1/16/1166/020 <\\\
EU/1/16/1166/021 N
EU/1/16/1166/034 'Q
EU/L/16/1166/022 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAZH I'A TH ATAGEZHY

Sy
AN

| 15.  OAHTIEX XPHEHY =
o>
O(\

| 16. MAHPO®OPIEE XE BRAILLE

«V
Pregabalin Zentiva k.s. Z(K@%g
O

&R

17. MON;A;é@E ANATNQPIZTIKOX KQATKOYX. — AIZAIAXTATOX TPAMMOQTOX
KQAI (2D)

o4
Al6o100 C YPOUL®TOS KddKaG (2D) mov géper Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIGTIKO KOOTKO.

&

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 200 mg oxAnpd koydixio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 225 mg oxAnpd koydxio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Kda0e oxinpd konydkio mepiéyet 225 mg TpeyKopmaiivng. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
14 oxAnpd Koydiio AN
56 oxAnpd koydicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio ZO(U\
<&
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TPV OO TN XPNON.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovv Ta modd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyxn Anuokpatio \\9
S

<&

12.  APIOGMOZXZ(OI) AAEIAX KYKAO®OPIAX AU

<
EU/1/16/1166/023 A&
EU/L/16/1166/024 &
EU/L/16/1166/035 'Q
EU/L/16/1166/025 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAEH I'TA TH ATAGEZHY

Sy
AN

| 15.  OAHTIET XPHEHX =
o>
0(\

| 16. TAHPO®OPIEX TE BRAILLE

«V
Pregabalin Zentiva k.s. Zabﬁg
O

&R

17. MON;A;é@E ANATNQPIZTIKOX KQATKOYX. — AIZAIAXTATOX TPAMMOQTOX
KQAI (2D)

o4
Al6o100 C YPOUL®TOS KddKaG (2D) mov géper Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIGTIKO KOOTKO.

&

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 225 mg oxAnpd koydixio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 300 mg oxAnpd konydixio

TPEYKOUTOATVY
2. YYNOEZXIH XE APAXTIKH(EX) OYXIA(EY) \\‘0
\O v
Ka0e oxcinpd koydkio mepiéyet 300 mg mpeyKopmaiivng. Ocu
Q
O
3. KATAAOTI'OX EKAOXQN ,<\v
&
To mpoidv mepiéyet Lovoidpikn AakToOln. Avatpélte 6To PUALO 00N YOV xpf@q Y0 TEPIGGOTEPEG
TANpoQopiec. A
zofu
4 {V\L,
4, DOAPMAKOTEXNIKH MOP®H KAI HEPIEXOMEN\Q\
e
X
14 oxAnpd Koydiio AN
56 oxAnpd koydicio \S{'
98 oKAnpd Koy dKio 0'{-
100 oxAnpd koyaKio ZO(U\
<&
LN
| 5. TPOMOX KAI OAOX(OI) XOPHFHEHE
o
Amo6 oTOUATOC YPNION). O'é
Awpaote 10 pUALO 0ONYIOV xpé)@g TPV OO TN XPNON.
o\
&

6. EIAIKH ITPO )IIOIHZH ZYM®QNA ME THN OITOIA TO ®APMAKEYTIKO
ITPOION IIP. I NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HPQ;BF TIZOYN TA ITAIAIA

,\\\—
Na (pvkdcqg(ﬁ og Béom v onola dev PAEmoLV Kot dev mpoceyyilovv Ta modd

S
R

| 7..QAAAH(EX) EIAIKH(EX) TPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Mnv puAdocete og Beppokpacio peyarvtepn tov 30 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zentiva, k.s.
U Kabelovny 130
102 37 Prague 10

Togyxn Anuokpatio \\9
S

<&

12.  APIOGMOZXZ(OI) AAEIAX KYKAO®OPIAX AU

2
EU/1/16/1166/026 <\\\
EU/1/16/1166/027 N
EU/1/16/1166/036 'Q
EU/L/16/1166/028 QY

4

13. APIOMOZX ITAPTIAAX o)

[aptida sj\_¥O

| 14. TENIKH KATATAEH I'TA TH ATAGEZHY

Sy
AN

| 15.  OAHTIET XPHEHX =
o>
0(\

| 16. TAHPO®OPIEX TE BRAILLE

«V
Pregabalin Zentiva k.s. S(K@%g
O

&R

17. MON;A;é@E ANATNQPIZTIKOX KQATKOYX. — AIZAIAXTATOX TPAMMOQTOX
KQAI (2D)

o4
Al6o100 C YPOUL®TOS KddKaG (2D) mov géper Tov TEPIANPOEVTO LOVOSTKO aVoyVOPIGTIKO KOOTKO.

&

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KYYEAH

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Zentiva k.s. 300 mg oxAnpd konydixio
TPEYKAUTOATYT

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX \O\\\

Zentiva logo Q

3. HMEPOMHNIA AHZHX A

AHEH Q

4. APIOMOZX ITAPTIAAX f\Q\V

TToptida O
p {}

5. AAAA XTOIXEIA

52




53



@vAro ooV piong: IIAnpogopics yria Tov yxprjot

Pregabalin Zentiva k.s. 25 mg oxkinpa kayaxuo,
Pregabalin Zentiva k.s. 50 mg oxkinpa kayaxuo,
Pregabalin Zentiva k.s. 75 mg 6xkAnpd kaydxkua,
Pregabalin Zentiva k.s. 100 mg oxinpa koyakua,
Pregabalin Zentiva k.s. 150 mg oxinpé koyaxua,
Pregabalin Zentiva k.s. 200 mg oxinpé kayaxua,
Pregabalin Zentiva k.s. 225 mg oxlnpad kayakua,
Pregabalin Zentiva k.s. 300 mg okAnpd koyaxio
TPEYKOAUTOATYT
AP acTe TPOGEKTIKA 0AGKAN PO TO PVLAO 0ONYIAOV (PGS TPLV UPYICETE VO TUIPVETE AVTO 6<\~
PapRrOKO, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES VIO GUS. N
- DdvrdEte avTo To EOALO 0dNYIBV ¥pMone. Towg ypelactel va to dofdacete Eavda. Oc"’
- Edv éxete mepartépo amopieg, p@TNGTE TOV Y10TPO 1] TOV PAPHOKOTOLO GOC. e
- H ovvtoyn yio avtd to pdppaxo xopnyndnke amokAeloTIKG Yo GOG. AgV TPER il ShoeTE TO
@AapuraKo 6€ GAAOVC. Mmopel va Tovg TPOKaAEGEL BAAPT], aKOUO Kot OTOV ra@ftnr(buam ™m¢
ac0Eveldg Tovg gival 010 e Ta O1Kd Gag,. 05
- Edv mapotnprioete Kamowo avemBOUNTN EVEPYELD, EVIUEPDTTE TOV waﬂ& N TOV POPLLAKOTOLO
c0G. Avtd 1oyvet kat yo KaOe mbavn avemBOunNTN evépyeia mov S%WVG(pépsrm GTO TTAPOV

@OALO 0OMY1DV ¥prione. BAéme mapdypago 4.
RS

. L, o N\
T megprEyeL 10 Tapov GUAAO 00N YLOV: OQ

T1 eivau To Pregabalin Zentiva k.s. ka1 mowa ivai n TOL
Tumpéner va yvopilete mpv Tapete o Pregabalin Zertiva k.s.

Té¢ va mapete o Pregabalin Zentiva k.s. >
[MBovég avemBOuntec evépyeteg ‘u\o
Iog va puidocoete To Pregabalin Zentiva&k}.
[Tepreydueva g cLoKEVAGING Kot lm@'\g TANPOQOpiES
N
‘\O
1.  Tuveivor o Pregabalin Zentic\sés?.s. KO TTo10, EIvar 1) }p1)o1n ToV

oML E

To Pregabalin Zentiva k.s. omj@ocs pio opéido POPUAK®Y TOV XPNOILOTOIoVVTaL Y10, Tr Oepoameio TG
emAnyiog, TOL VELPOTAONTWED TOVOL KaL TNG YEVIKELHEVNG oryxddovg dtatapoyng (TAA), o
eVAMIKEC, 6\0

Meprpeprog ko Squc()g VELPOTAONTIKOS TOVOG
To Pregabalin Z?Ra K.s. xpnowomoteitat yio tn Ogpancio 1oL TOVOL paKPEG SLAPKELNG TOV

opeiletan o€ N TV vebpav. [leprpeptkdc vevponadntikog tovog pmopel va tpoxAnbel amod
SLapopeC €leg, OTMG 0 dafnng N o €pmang Lwotpag. H aicOnomn tov mévov pnopei va
TEPLYP oav aicOnua {Eotng, Kavoov, EVTovou oPIEIHTOC, TVAYUATOC, Layalplic, GoLPAMAG,

Kpd;@@, 7TOVOL, LOPUNKIOCTG, HOVSLACUATOS, TOIUTNUAT®V 0o Kopeitoeg Kot Pedoveg. O
TEPIPEPIKOC KAt 0 KEVTPIKOG VEVPOTAONTIKOS TOVOG UIOPEL EMIOTG VO GUGETIOTOVV e OAAAYEG
d1a0eomg, dlatapayEg VTVOV, KOTMOT (KOVPAGT]) Kol LITOPEL VO, EMNPEAGOVV TI QLGIKT KOl KOWVMOVIKY|
AettovpykdTTa, KOOMOC Kot T GLVOAKT TotOTNTA (ONC.

Emumvyia

To Pregabalin Zentiva k.s. ypnowomoteitat yio. tn Ogpomeio piog cuykekpiuévng popeng eminyiog
(eoTiaKég eMANTTIKEG Kpioelg Pe I ympic dgvtepoyevn yevikevon), o€ evijhikes. O yiatpoc cag Ba cag
ouvvtayoypaenoet To Pregabalin Zentiva k.s. ywo ) Ogpoaneia g emdnyiog, dtav n aymyn mov
axoAovOeite onuepa 6ev eEAEYYEL TV KotdoTooT oag. Oa mpémet va Aappavete to Pregabalin Zentiva
k.s. emumAéov g aywyng mov akolovbeite ofjuepa. To Pregabalin Zentiva k.s. dev mpoopiletor yio va
YPTOULOTOLEITAL LOVO TOV, OALG B0 TPEMEL TAVTA VO XPTOLUOTOIEITOL GE GLVOVAGUO e GAAN
avVTIETANTTIKY Oepameio.
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T'evikevpévn ayy®ong owatapoyn

To Pregabalin Zentiva k.s. ypnowomoteitat yio tn Ogpomeio e yeVIKELUEVTS 0y DOOVG SLOTOPOYTG
(TAA). Ta copntodpata e I'AA givon mapatetapévo vaepfoiikd dyyog kat ovrnovyio, Tov givat
dvokoro va ereyyBobv. H TAA pmopet eniong va mpokaAécel veupukotnta 1 aicOnpo EvTovng tapoyng
N e6Pov ammAetag eAEyyov, aicnua e0koAng kOmwong (Kobpaong), SueKorio 6T CLYKEVIP®ON 1
aicOnua 0dedoHOTOC TOL LLOAOY, aicONuUa gVEPEBIGTOTNTAG, HVTKT TACT] 1] SLTOPOYT TOV VITVOL.
AVTd O1PEPOLY amd TO GTPEG KOL TNV VIEPEVTACT TNG Kabnuepvng (ong.

2. T npéner vo yvopilete Tpwv napete to Pregabalin Zentiva k.s.

Mnyv napete To Pregabalin Zentiva k.s.

R

. Xe mepinton aAAepyiag otV TPEYKAUTAAIVN 1] G OTO0ONTTOTE GALO OO TO. GLOTATIKA O TOV
TOL POPUAKOL (OVOQEPOVTOL TNV TTAPAYPAPO 6). o)
Q
Ipocdomou|osig Kot TPOPVAGEELS "uo

Amgv0uvOscite oTOV Y10TPO 1) TOV QUPROKOTOL0 Gag TTPLY mapeTe To Pregabalin tiva k.s.

. Opiopévol aoBeveig mov Aapfavouy TPeyKaUmaAiv £(0VV AVUPEPEL GV LLOTO TOV
VTOONADVOLY OAAEPYIKN OVTIOPAGT. AVTA TO CLLTTOUATO nspt?»aquz@ov oionua (mpn&uuo)
670 TPOCMTO, GTA XEIAT], 0T YADCGO KOl GTO AP0, KOODS Kot 8191&&10 e€avonua oto 6éppua.
Edv mapovoidcete kamola amd avtég TG avTdpaoels, Oa mpémet @snmowcovﬁcssrs apESMG I
TOV YluTpd GO, ;

o e oyéon ue ) Oepameio pe TpeyKapumaAivn £xovv owa(pseg‘coﬁapd deppotikd eEavonuata,
petagd GAhmv, cbvdpopo Stevens- Johnson kou togun §-18eppikn vekpdivon. Edv
TOPOTNPT|CETE OTOLOONTOTE GUUNTOA TOV GYETILE € TIG cOPapPEG dEPHOTIKEG OVTIOPACELG
OV TEPLYPAPOVTOL GTNV TAPEYPOPO 4, GTAUATNOTE VO ¥PGIUOTOLETE TPEYKOUTOALVT Ko
avalnmote apéoms wtptkn Pondeia.

o H mpeykaumolivny éxel cvoyetiotel pe (oA &mvnkia, OV Umopel va awENcovy TV

mOavOTNTO TPOVHATIGLOD GO ATUYNLLOL om) o€ NAKIOPEVOLS acbevels. (¢ ek ToVTOV,

mpémel va glote TpocekTikol, péypt va.guyndicete onotadnmote aviidpaon propei va £xete 670

QaplaKo. .

H mpeykapmoiivny pmopel vo mtp. 99',081 Bopumn 6paom N aTdAELD TG OpaoTg 1| GAAES

HeTaPoAEC 0TIV OpaACT), TOAAECNITO TG OTtoieg lval TPOCWPIVES. B0 TPETEL VAL EVIULEPMDCETE

OHECOS TOV YLITPO GG, EWTOPOVCIAGETE OTTOWBONTTOTE HETUPOAT GTNV OPACT] GOG.

Kémotot dtafnrikol acﬂ&@ig, mov Taipvouv Bépog evocw Aapfdavouy mpeykapmaiivn, uropet va

XPELAGTOOV GALaYT) 8& VTSP TIKA QAPUOKE TOVG,.

Oplopéveg owsme@ﬁ]rsg gvépyeleg, Ommc M vevnAia, uropel va gival o cuyvEg, yloti ot

acBeveic pe PAGHY Tov votiaiov poehod pmopet vo Aapfdvouy kot GAle @dpuoKa yio Ty

Oepaneia, g@a elyLatog yaptv, ToL TOVOL N TNG CTAGTIKOTNTAS, T OOl £XOVV TAPOHOLES

Ve C EVEPYELEC UE TNV TPEYKOUTOAIVY Kot 1) GoPapdTnTa QTOV TV oveETBuUNTOV
EVEPYEIPV pmopei va avéndel otav AauPavovrat pali.
Eg VIAPEEL AVAPOPEG KAPOLOKNG AVETAPKELNG GE OPLOUEVOLS aobeveig mov AauPavoy

Kkapmodivy. Avtol ot acBeveig Ntav Kuping nAMKIOPEVOL, pe Kapdtayyelakd TpofAnpata.
) PV va ALAPETE 0VTO TO PAPLAKO TPETEL VO, EVIIUEPAGETE TOV YLUTPO GOS EAV £YETE
16TOPIKO KOopdLOKNS Tadnone.

. "Eyxovv vdp&et avapopEg veQpPIKNg OVETAPKELNG GE OPIGUEVOVS 0obeveig Tov Adpfovay
npeykoumaAivn. Eav mapatpnoete peiwon otnv ovpnon, eved Aapfavete Pregabalin Zentiva
K.S., 0o TpémEL va EVIIUEPDGETE TOV Y1OTPO 6aG, KOODG 1 S10KOTH TOL QAPUAKOV UTOPEL VO TO
Beitidoel avTo.

. Optopévor aoBeveig mov eAGUPavay OVTIETANTTIKY y@YT, OTMG 1) TPEYKAUTAAIV, elyav
oKEWYELG TPOKANONG PAAPNC 1 BavATov GTOV E0VTO TOVG 1] ELGAVICHY VTOKTOVIKN
ovumeplpopd. Edv omoladnmote oTiypr| ££T€ TAPOUOIEG CKEYELS 1] ELQAVIGETE TETOLOL
GUUTEPLPOPAL, EMKOVOVIGTE AUECWG LLE TOV Y1IOTPO GG,

. Otav n wpeykapmorivn AapBavetor pali pe GAAo apuroKo ToV HTopel vo TPOKOAEGOVY
dvokohotnTo (0TTMG Kamow £i6n Tavcimoveoy eappdkmy), ival Thavo va epeavictodv
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YOOTPEVTEPIKA TPOPANLLATA (TT.). OVGKOIAOTNTO, EVIEPO TTOV EYEL PPAEEL 1 TAPAADGEL).
Evnuepdote tov Y10Tpd Gog Qv EREOVIGETE SVOKOIALOTNTA, WOLHTEPO EAV EIOTE EMPPETNG GE
vt TO TPOPAN UL,

. IIpwv wépete owTO TO PAPLOKO, EVNIEPDGTE TOV YLUTPO GAG GV £YETE TOTE KAVEL KATAYPM O M
glyate eEpTNom and T0 AAKOOA, OO GLVTAYOYPAUPOVUEVO PAPUOKA 1] ATTO TAPAVOLES OVGIES.
Av16 evdéyetor va onpaivel 0Tt datpéyete LEYOADTEPO KivOLVOo va avantoéete eEaptnon and
1o Pregabalin Zentiva k.s.

. "Exouv uvmdpéet avapopéc CTAGUOV LE TN XPTON TNE TPEYKUUTOAIVIG 1] GOVTOWO LETA TN
dtokomn g mpeyKapumaAivng. Edv epoavicete omacud, ETKOVOVIGTE LE TOV YIOTPO GOG
opéomg,.

o "Eyxovv vdp&et avapopég peimong g eyKe@arkng Aettovpyiag (eykepalomddel), o PLEPIKOVG
acBeveic mov Aaufdavovy mpeykapmaiivn, 0tav Exovy Kot dAlec Tabnoeic. Evnuepmote tov )
YTPO GOG GV £XETE IGTOPIKO OTOGONTOTE GOPAPNG LOTPIKNG KATACTAOTG, S
GUUTEPTAAUPOVOUEVNG TNG NTATIKNG 1 VEPPIKNG VOGOV. N

o "Exovv vrdp&er avapopég duokoMmv otnyv avamvon. Edv éxete datapayés tov vev 1600
GUGTAKOTOC, SLOTOPAYES TOV OVOTTVEVGTIKOD GUGTILLOITOC, VEPPIKT SDcksnovpy‘i@&séw glote
ave TV 65 ETMV, 0 Y1ATPOC GOG UTOPEL VO GOG CLUVTAYOYPOPNOEL £va S10pop d0GOLOYIKO
oynuo. Emkowvoviote pe tov yioatpo cog ebv mapovstdlete mpofAnpoto ot avamvon 1 eav
€xete pNYEC OVOTTVOEC, ,

<

EZapmon Q)

Opiopéva dtopo gvoéyetar vo, avarntiovv e&dptnon omd to Pregabali ‘@entiva k.s. (avaykn va

ovveyilovv va maipvouv 10 papproko). Evééyetat va Tapousiticouy, ébnrucd GLUTTOUATO OTOV

draxdyouv typron tov Pregabalin Zentiva k.s. (BA. mapdypoapg-32«ITng va napete to Pregabalin

Zentiva k.s.» ka1 «Edqv otapatioete va maipvete to Pregabali ntiva k.s.»). Eav mpopAnpariCeote

ot evdéyeton va avortoéete eEaptmon amd To Pregabalin va k.s., eivat onuoavtiko va

cuppovAevteite TOV YI0TPO GOGC. {9

Edqv mopotnpnoete omotodimote amd TI¢ TopaKd m’,};%sié’;ag evoom maipvete o Pregabalin Zentiva
k.s., 6o umopovoe vo amoterel £voeién 0tL avor oete e&aptnon:

. a160Gveste ™V avaykn vo mhpete To EAPUOKO Y10 UEYUADTEPO SAGTNUN OTTO EKEIVO TTOV GOG
oLLPOVAELGE O YLOTPOG TTOL GOG TQ-JYVTAYOYPhoNCcE

o aloBdveote OTL YpeldlenTte Vo THPETE TEPIGGOTEPO OO TI GLVIGTMOUEVT dOCT

o YPTCLLOTOLEITE TO PAPLLAKO Y OAAAOVG AOYOVS £KTOG amd EKEIVOVGS Y10l TOVG OTOI0VG
oUVTOYOY PPN ONKE )

o €xete KAveL emavelln p& G, AmOTVYNUEVES TPOoTABEIES VA OLaKOWETE 1| VoL EAEYEETE TN
XP1ON TOL QOPHAKODY

o otav 51(1K(37t‘[8‘[8@}»1’|\|ﬂ] TOV QapudKov aicbdveste adiabecio Kol acBdveste KoAvTEPQ
otav apxi(se‘ra@ afpvete Kol TAAL TO QAPLLOKO

Edv mapatnpio£iE€dmoladnmote amd TIg mapamive eVOEiEEls, ANGTE UE TOV YLOTPO GOC Yl VA,
ocv{ntoete T AOTEPT 000 Bepameiog Yo 504G, KOOMG Kol TOTE £ivOl GOGTO VO SIUKOWYETE TO
QapLOKO Ki. C VO TO KAVETE e ACQAAELQL.

Moy '\}ul sonpor
H ﬁ%aa KO 1] QTOTEAEGLOTIKOTNTO G€ TodLd Kot €PN foug (nAkiog kdtw Tmv 18 eTdv), dev &youv
TEKUNPL®OEL Kol GUVETMG 1) TPEYKAUTAAIVT dgv Oa. TPETEL VO, YPTCIUOTOIEITAL GE VTNV TNV NAIKIOKN
opada.

Alha @appoke ko Pregabalin Zentiva k.s.

Evnuepmote tov yiaTpd 1| TOV opUaKonold cag edv maipvete, £xete mpOGPUTA TAPEL | WITOPEL VOl
mhpeTe GALO PApPLOKOL.

To Pregabalin Zentiva k.s. kat optopévo. GAla pappoka Umopel vo, ETNPEASOVV TO £Va. TO GALO
(aAInAemidpaon). Otav n mpeykoumarivn Aapupdavetor pali pe cuyKekpIUEVO, QAPUAKO. TO, OTTolo EXOVV
NPEMOTIKEG OPAGELS (CVUTEPIAAUPAVOUEVOV TOV OTIOEWMV), LITOPEL VO EVIGYVGEL TIG OPACELS AVTEG,
Kot Bo pPmopovGE VoL 001 YNOEL GE OVATVEVGTIKT AVETAPKELL, KOU Kot Odvato. O Babuoc {aAng,
VIVNALOG KOl LEIOUEVIG GLYKEVTPOON G, Uopel va avéndel av 1 mpeykapumaAivn Aapupdvetan pe
QOPUOKEVTIKA TPOTOVTA, TOL TTEPIEYOVV:

56



o 0&VK®AOVN (YPNOIUOTOIEITAL MG TOVGITOVO)

o Aopalemaun (ypnoomoteitar Yo trv Oepameia Tov dyyovg)

o OAKOOA

To Pregabalin Zentiva k.s. umopei vo, Aappavetar pe omd Tov 6TOUNTOG AVTIGVAANTTIKG.

To Pregabalin Zentiva k.s. pe tpo@1], 10té KoL 01voTVELRATOON
Ta oxAnpd koydxio Pregabalin Zentiva k.s. propei vo Aappdvovtar pe | xopig tpoen.
ZOVIGTATAL VO, LNV KATOVOADVETE OVOTVELUATON, evd AauBavete Pregabalin Zentiva k.s.

Kinon kot Onhaopog

To Pregabalin Zentiva k.s. dev npémet va AapuBavetat Kotd T S1apKeLo TG EYKupocivig 1 dtav
Onialete, extdc €dv 0 YoTpOg Gag A dmael GAlec odnyiec. H ypnom tng mpeykaumaAivng Kotd Yy
SUIPKELL TOV TPAOT®V 3 UNVOV TNG KONGOTNG EVOEYETAL VO TPOKOAECEL GUYYEVEIG AVOUAAIES GTO
ayévvnto Todi Tov ¥PeldlovTaL WTPIKT OVTILETOMION. X (ol LEAETN TOV £EETAGE DESOUEVDL %ﬁo
YOVOIKEG OTIC ZKOVOWVAPBIKES YDPEG TOL THPAY TPEYKAUTAAIVT] KATE, TOVG TPDOTOVG 3 Uiveg TS
Kimong, 6 popd oe kabe 100 eiyav téTol0v idovg cuyyeveic avopaiies. Avtd cuykply pe 4 popd
oto 100 mov yevwnOnkoav and yuvaikes mov dev Ehafav Bepaneio pe mpeykapmaiivn pehéTn.
Avoeépinikay avopaiieg TOV TPOCHTOV (GTOUATOTPOCOTIKEC GYIOTIES), TOV ocpeotﬁo')v, TOL VELPLKOV
GLOTAATOG (CUUTEPTLOUPOVOUEVOD TOV EYKEPGAOD), TOV VEPPOV KL TV ys‘v\& KOV 0pyavmv.

Ot yuvaikeg mov Bpickovtal 68 avomapayyiki nAkio tpémel vo Aoy 'vg:t;\/ OTOTEAEGILATIKG LETPOL
avTioVAANyNG. Edv eiote éykvoc | Onialete, vouilete 6t1 umopei va s'& £yxvog M oxedidlete va
amoktioete Toudi, {ntnote T cvpfovin Tov Yiatpod 1 Tov (papuom\&ﬂoi) 00G TPV TAPETE AVTO TO
QappoKo. &OQ

00nynon Ko YEPLOROS PN AV LATOV o
H mpeyxopmarivn propet va npokoiécetl {An, vrvniio LEetUEVT ouYKEVTPWOT). Agv Ba mpénet va
001 YNGoETE, Vo Yeplobeite TOADTAOKO UNYOVALOTA 1 v?kéwtkwcsirs o€ AAAEG, TOAVAOC EMIKIVOUVEC
dpacTNPIOTNTEG, £MG GTOV SLUMIGTMOGETE AV QVTO rqggxp poko exnpealel My KOVOTNTA GOg VoL

dedryete aLTEG TIG OPAGTNPLOTNTEG. o)

Av 0 yuTpdg Gag, oG eVUEP®TE OTL §rete duoaveio o€ OpIGUEVH GAKYAPO, ETIKOWVOVIGTE LE TOV
ywTpd cog TPy hPETE AVTO TO (pd%@(o.

N
<O

3. Ildgva mapete ro‘%égabalin Zentiva k.s.
~N\

A
To Pregabalin Zentiva k.s. mepiéyst meﬁ LoKTOLn

IT&vrote va maipvete deppomo aUTO AVOTNPE GVUPOVO. LE TIG 0dNYiEg TOV YioTpo cag. Edv éxete
apeBoriec, potn ﬁ)v YTpd 1 TOV PapuaKonold oas. Mnv naipvete TePIGGOTEPO PAPLAKO OO
000 GLVTAYOYPAPIONKE.

O yrpdg 60696 anopacicet oo d6om eivar KoatdAAnAn yio €66

To Prega@&(Zentiva k.s. ivat pdvo yia yprion amd Tov GTOUOTOC.

H&@Q}Qmég K01 KEVTPIKOG VELPOTAONTIKOG TOVOS, EMANYIO 1] YEVIKEDPET] Ay ®DONG dtaTapayi)
NaRoppdavete Tov aptfuod tov Koyokiov, COUE®VO LE TIG 00NYIEG TOVL YIATPOL GOC.

H 660m, n onoia €xel mpocoppoctel 6e €06G Kot TNV KOTAGTACT GaG, Ba KupaiveTal YEVIKA LETOED TMV
150 mg kot Tov 600 mg v nuépa.

O ywtpdc oag Oa oag mel va Aapfaverte to Pregabalin Zentiva k.s. gite 600 gite tpeig popég v
nuépa. T'a v mepintoon Aymg 600 eopéc tv nuépa, vo, Aappdavete to Pregabalin Zentiva k.s. pia
70 TP Kot pio To Ppadv, mepimov v idto dpa kKabe nuépa. o TNV mepinT®on AYNG TPEIC POPES
v nuépa, vo Aapupdavete to Pregabalin Zentiva k.s. pio to mpwi, pio to amdysvpa ko pio to fpadv,
nepinov v o dpa kabe nuépa.

Edv éxete v evivnmon 6t 1 dpdon tov Pregabalin Zentiva k.s. eivar eite vrepBoiikd 1oyvpn eite
VIEPPOAKA acoBEVIG, EVILEPDOOTE TOV Y1TPO 1) TOV PUPLOKOTOLO GOG.
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Av giote nMKkiopévog asBevig (Mhxiog avem tov 65 eTtdv), Tpénel va AauPdvete Kavovikd 1o
Pregabalin Zentiva k.s., ektd¢ ki1 av £yete TPOPANLOTO LE TOVS VEQPOVS GOG.

O y101pO¢ 600G UTOPEL VO GGG GLUVTAYOYPOPTOEL £VA SUPOPETIKO S0GOAOYIKO TPOYPApLLN KauT dOON,
av &xete TPOPANLLA LLE TOVE VEPPOVG GG,

Noa kotanivetre To Kayakio oAGKANpo, 1e vepo.
Noa cvveyilete va maipvete o Pregabalin Zentiva k.s., péypt o yiotpde oag vo 6ag el va 1o
OTOLLOTIOETE.

Eav napete peyarvrepn d6on Pregabalin Zentiva K.s. amé v kavoviki
Emwcowvovnote pe tov ylotpd oag 1 Tnyaivete apécme 6To TANGIECTEPO VOCOKOUEID, GTN LOVAda y&
t0 eneiyovta mepotatikd. Na €xete pali cog to kouti tov kKoyokiov Pregabalin Zentiva k.s. Xe

nepintmon mov Tapete peyakvtepn ddor Pregabalin Zentiva K.s. amd v kovovikn, givar Vo,
atoBavieite vivniia, chyyvon, diéyepon 1 ovnovyia. Exovv avaeepbei eniong eminntikég@ploeic kot
amOAELN TOV acOncev (KdOpa).

‘CUO
Eav Egydoete vo mapete to Pregabalin Zentiva k.s. ¢<\\\

Edv Eeydoete va mapete pia d6om, mapte T poAig to Bounbeite extdg ebv m aleln opa yuo TNV
EMOUEVN DOON. L€ QTN TNV TEPIMTWOT), GUVEYIOTE KAVOVIKA LLE TNV ETO H{,’m 6on. Mnv ntdpete dutAn
d00T Y10 VO OVATTANPAOGETE TN 600T oV EEYACATE. C

Eav otopaticete va maipvere to Pregabalin Zentiva k.s. %?G

Mnyv otouatioete Eapvikd vo maipvete to Pregabalin Zentiva S Eav 0¢rete v OTOUOTIOETE VO,
naipvete 1o Pregabalin Zentiva k.s., cu{ntote 10 Tpdtoa u&@v ywtpod cog. Exeivog Ba cag mel g

va 10 KAveTe. Av 1 Oepaneio 60G GTOUATIOEL 1 81(11<0m'@bmpénal va yivel Babiuaic, og ypovikd
dldoTnue TovAd loToV Hog EfSopddas. S
N\

Metd ) drakomn Bpoyvypovias i uaKpoxpéwaggﬁlqﬁans{ag ue Pregabalin Zentiva k.s., npénet va.
yvopilete 6T umopel va eppavicete opwuévg emMBOUNTEG EVEPYELEG, YVMOTEG KOL (OG OVETBOUNTES
evépyeleg oTéPNong. AvTég ot avemBounTegevepyeleg meptAapfdvovy duckolia otov Hvo,
TOVOKEPOAO, VavuTio, aicOnua dyyovg, POL0L, GUUTTMUOTO TTOV OUOLGLOVV HE QTd TNG YpiraNS,
OMAGLOVG, VEVPIKOTNTO, KATAOAYN,AOVO, pidpman kot {GAN. AvTéc o1 avemfOunTeg EvEPYELEG
pmopet va GupPodv mo cuyva M yoAvtepn coPapdtnto edv Aapupdavate Pregabalin Zentiva k.s.
Y0 LEYOADTEPT YPOVIKY nspioi@%éw TOPOVCIAGETE AVETBVUNTEG EVEPYELEC OTEPTONG, B0 TPEmeL va
EMKOWVMVNGETE LIE TOV ytgg& GO,

Eivou onuavtikd vo Aappavete ta koydxio Pregabalin Zentiva K.S. taktikd, m§®a hpa kKabe nuépa.
1

\\
Edv éxete mep1ocdtepeQEPMTNGELS GYETIKA LLE TN YPNOT CVTOV TOL POPUAKOV, POTNOTE TOV Y1 TP 1
TOV (POPLLOKOTOLO 8L \

N
O
4. Hl%‘*& avemOopnTeg evépyereg

Onw&@% T PAPUOKD, £TGL KOL QUTO TO PAPHOKO UTOPEL VO TPOKOAECEL AVETBVUNTES EVEPYELES, OV
KOBSEV TAPOVGLALOVTOL GE HAOVE TOVE AVOPOTOVC.

Av gpaviedei Tpi&po 6to TPOGOTO GAC 1| 6T YAMDOCU 6OUS 1| EAV TO OEPNO. 6OG KOKKLVIGEL
Ko apyicel va Byaler govokdireg 1 va Ee@rovdiler, mpémer va avalTi6eTe GUECMS LOTPIKT
ovufovin.

oA ovyvég: pmopei va exnpedoovv teprecétepa amd 1 ota 10 aropa
. ZAAn, vvnAia, TovokEPOAOG.

Yuyvég: umopei va emnpedoovy £é0¢ 1 ota 10 atopa
*  Avgnuévn opeln.
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AiobOnon evgopiog, chyyLoN, OTOTPOCAVATOAGLOC, Leimon TG 6eE0VOAIKNC emBupiag,
evepebioTdtnTO.

Awtapayn otnv Tpocoyr], ade&lOTNTA, EXNPEACUEVT] LVIUT), OTOAELD LVALNG, TPOUOC, SUGKOALN
o1V opMa, aicBnon popunkioong, LovdIGHE, KOTAGTOAR, ARBapyos, abmvia, kémwaon, Un
(QUo10A0YIKN aicOnon.

. Bounn 6pac|, Suthomia.

. TAryyog, mpoPAnuata e TNV 160PPOTia, TTOGCT.

. Enpootouia, SLEKOIAOTNTA, EUETOC, LETEMPIGUOG, O1Gppota, vouTia, TPRELO GTNY KOIALA.

o Avckorieg otn oTHoN.

o [IprH&uo Tov GOUATOG, GCUUTEPIAAUPAVOUEV®Y TOV AKP®V.

o AicOnon pébng, un evctoroykd Padicpua.

o AvEnon couatikov Bapouc. )

. Mvikéc kpumec, TOVOC oT1¢ apBpdoel, TOvog ot uéon (oo@uaAyia), TOVog og GKpo. \O\\\

. ITovoratpog. Ocu

Q

'Oy ovyvég: propei vo emmpedoovy £émg 1 ota 100 dropa ‘cvo

o Andrero 6peéng, ammAeto BApovg, yOUNAY ETITESN GOKYAPOV AILOTOC, D\;ﬂ]lé}nins&x
GOKYAPOL OiLOTOG. 0§

. Amonpocwnonoinon, avnovyia, katddiuyn, 61€yepor, SLOKVUAVOELG r%gévvaw@nuam(ﬁg
dabeong, duokoria avaxkAinong AcEewv, yevdachfoels, Tapateva QUepa, KpIGELS TavVIKOD,
amadeio, embetikotTa, E£0pon cuvalcOnuatiknig didbeonc, snn@éuévn SlovonTiky
KaTAoTOoT, SUoKOAIL OTn OKEYN, avENon TS 6EEOVAAKNG € Gvpiog, TpoPripato pe ™
ceEovalki Aettovpyia, cupmeptAappfavopévng g avmavé@&xg Vo eMTOYETE GEEOVAAKO
opyacud, kaBuoTEPNUEVT EKOTEPUATION.

o MetaBoiég oty OpooT, acLVNBELG KIVIGELS TV uai@, Lletaforég atnv dpaon,
cvumePIAOUBAVOIEVIC TNG OPACTC KOTE TNV OTOT0LTer AV TIKEIIEVO PatvovTol Gav PéGa amd
COMVA, AAUWELS POTOG, ATOTOUEG KIVIOELS (rw@aw), EAATTMOOT OVTOVOKANGTIKMYV,
vrepKvnTikoTTa, (AN o€ 0pbia Béom, gvan io oto Oéppa, ammAein yevong, aicOnon
KOO0V, TPOUOG KOTH TNV KIVNOT|, LELME VVEIONON, andAEl GLVEIdTONG, Attobupia,
avénpévn evaictnoio oto B6pLPo, aic adfeciag.

o Enpo@Oaipia, tpi&ipo pation, mévegoto uatt, egacbevnuévn 6paocn, dakpdppota, epediouog
HaTLOV. 6\0

. Awtopayés Kapdtakolh puBpovs edénon Kapotakol puBuo, younAn apTnplaky| Tiecn, vYnan
apTNPLOKN TiEDT, uswﬁok% oV kapdlokd puOUod, KopOloKy OVETAPKELQ.

e 'E&aym, sEqyelg. <O

. Avckokrio 6TV avarydn, EnpdtnTa 6N PN, PVIKY GLUEOPNON.

. Avénpévn napayo@q GLEAOL, KOOV, LOVOLAGLLO YOP® OO TO GTOLC.

. Eopidopwon, &6 @ua, piyn, Tupetodg.

. EnavodapBavopeveg poikég suonaocels (tik), Tpnéipo apbpwong, pikh dvokapyio, ovog,
ouumept OVOLLEVOL TOV LLTKOD TOVOL, TOVOG GTOV QUYEVAL.

. [Tovo HaGTOV.

. Av {o. otV ovpno” 1 ENDOGVVT 0VPNON, AKPATELD OVPOV.

. og‘ﬁ)vauw, otya, aicOnua cvoeryéng Tov Bdpaxa.

) €TOPOAEC OTO AMOTEAECLOTA OLUATOAOYIKADV KOl NTOTIKOV eEETAGEDV (vENUEVN

KPEATIVOPOCPOKIVAGT] OTOG, QVENUEVT] AUIVOTPAVGOEPACT TNE oAavivig, avénuévn
QOTOPTIKY AUIVOTPOVOPEPATT], LELOUEVOS apBudg oponeTaliov, ovdeteponevia, adEnon otnv
Kpeativn aipatog, Heimon 6to KAAo aipotog).

YrepevoioOnoia, Tpnopévo Tpdowno, payovpa, eEAvONLa, KoTappon, aoppayio poTng,
Prixes, poyxainto.

Endovveg éuunveg pooeig.

Yoyponta TV YepLOV Kol ToddV.

Yrawieg: pmopel va exnpedoovv £0g 1 ota 1.000 dropa

Mn @uvcloloyikt| aicOnon 6cppnong, 6pacn KOTd TV omoia Ta aVTIKEIHEVO QaivovTol
TOAGVTEVOUEVO, OAAOI®UEVT] OVTIAN YT TOL BAOOVG, OTTTIKY POTEWVOTNTA, OTMAELN OPOOTG
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o Ateotodpéveg KOpEG, aAANBdpIcHQ.

o Kpbog 1dpotoc, cuceryktikd aicOnua Aapov, Tpnouévn yYAOcaoa.

. dLeypovn 6T0 TAYKPENG.

o AvckoMa otV KaTdmoon.

. Apyn M pHetpévn kivnon Tov GOUATOG.

o AvckoAia oty opbn ypaon.

o AvEnuévo vypd oty Kotd.

. Yvypo6 oTtovg TVELLOVEC.

. Zracpot.

o MetaBolréc oto niektpokapdoypaenuoe (HKT), mov avtiotoyovv pe dotapoyég Tov
KapdLoKoy puOpov. )

. Mvikn kdkwoon. \\9

. "Exxpion pooton, un guololoyiki avénon Haotol, avAarTTuén LaoTOV 6TOVG AVOPES. \O

. Awoxomtopueves EPUNVEG POGELC. OCU

o Neppik1| avendpkela, LEWOHEVOSG OYKOS 00p®V, KATAKPATNON 00pmV. N

o Meimon otov appod AEVKOKVTTAPWV. \EUO

o AvApHoGTN CUUTEPLPOPH, CVTOKTOVIKT] GUUTEPLPOPA, AVTOKTOVIKES cKé\|/8u;<\

. AMlepykég avTIOpAcELS OV Popel va TepIAaUPavovy SuGKOMa GTNV o 0N, PAEYHOVY oTa.
pdrio (kepatitida) Kot coPapég SEPUATIKES AVTIOPACELS TOV YOPOKTY TOL 0TO KOKKIVOTES,
EMIMEDES, GTOYOEEIG 1) KUKMKEG TAAKES GTOV KOPUO, GUYVE LE PAVKIOIVEG GTO KEVTPO,
Ee@loVOIGHA dEPHOTOG, EAKT] GTO GTOLO, TOV PAPLYYQ, TN LOTY, TO) YEVVITIKA Opyoval KoL To
pdrio. Avtd to coPapd deppaticd e&ovonuato pwropel vo exdnkdvovTol LETE omd TUPETO Kot
Ypm®ON cvpmtdpoto (cvvdpopo Stevens- Johnson, roéuc&@é}sppucﬁ vekpolvon).

. Tktepog (kiTpivicpa Tov 34ppratog Kot TOV HaTdv). Q)

. [Mopxivooviopog, SnAnd] GOUTTM T TOV ouowc&;oov@s ™ voco 1ov Ildpkivoov, OTmg TpOLOG,

Bpadvkivnoia (petwpévn avotnta kivnong), K(@ apyio (poikn dSvokopyia).

oAv omavieg: propei va emnpedcovy Emg 1 6%3@000 aropo
. Hrotum avendpxeto. Y
. Hratitda (pAeypovn Tov AIoTog). OQ

Mn yVOG6TEG: 1| GUYVOTITO OV PmTOp % extiun0si pe faon ta S1wOéopa dedopéva
o Avarntoén e&aptnong and toRregabalin Zentiva k.s. («pappaxevtikn eEaptnony).

O
AoV daxdyete pia Ppayvy, 6& N noakpoypovia Bepameio ue to Pregabalin Zentiva K.s., npénet va
yvopilete 6TL evd€yeTal \g@Spoumdcssrs OPLOUEVEC OVETIBOUNTEG EVEPYELES, TOL OVOpLAlovToL
avemBounTeg svépyawbg pnong (PA. «Edv otapatioete vo maipvete to Pregabalin Zentiva k.s.»).

Opiopéveg avembipnteg evépyeleg, Ommg N vvnAia, umopel va etvor mo cvyvég, ylati ol acbeveig pe
pAGpn Tov vwn@@u LueAOD pmopel va Aapfavouv Kot AL approka yio tn Oepaneio, Tapadetypotog
Xaprv, TV néu N TNG OTOGTIKOTNTOG, TO OO0 £XOVV TAPOUOLEG AVETIOOUNTEG EVEPYEIEG UE TNV
TPEYKOLL M Kot 1 GoPapdTNTe OVTOV TV OVETOOUNTOV EVEPYEIDV UTtopel va avénbei dtav
kauﬁé@mﬂ padi.

E)Q avagepOel 1 TOPaKAT® aVETOOUNTN EVEPYELX OTO TNV EUTELPIN LETA TNV KVKAOQOPio TNV
ayopd: [IpdPAnua oty avamvor], pnyég avamvoLc.

Ava@opd avemBOunTmv gvepystdv

Edv mopatnpnoete kKamoto avemiBOunt eVEPYELD, EVILEPDOGTE TOV YLOTPO 1| TOV POPLOKOTOLO COG.
Av1d 1oyvet Kat yio kéBe oy avemiBountn evépyeLa TOV €V AVAPEPETAL GTO TAPAV EVAAO 0N YDV
ypnone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag, uéow Tov Bvikod
GLGTNILOTOG OVOPOPAS TTOL avaypapeTol oto [lapdptnua V. Mécwm g avapopds averdountov
EVEPYEIMV UmOpeiTe Vo, fonBNcETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOC POPUAKOV.
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5. Iog va pvraocste 10 Pregabalin Zentiva k.s.

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Noa unv xpnoiuonoteite ovtod 10 GAPUOKO LETA TV Nuepounvio ANENG OV AVOPEPETAL GTNV KVYEAT
Kot 670 Kouti peta ™ “AHEH/EXP”.

H nuepopunvio Anénc eivar ) tedevtaio nUEPA TOV UV TOL OVOEEPETAL EKEL.

Mnv puAdoocete og Beppokpacio peyarvtepn tov 30°C.

Mnv metdite @ApUAKO GTO VEPS TNG AOYETELONG N OTA OIKLUKA amoppippata. Potote tov
QOPULOKOTOLO GOG Y10l TO TMG VO TETAEETE TO, PAPLOKO TTOL SEV YpNOLLOTOLIEiTE T AvTd T pétpa Oa
BonBiocovv oty Tpoctacia tov mepPdAilovtog.

6. Iepreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES 0~\9
N
N

T agpréyer To Pregabalin Zentiva k.s.

- H dpaotikn ovoia givar | Tpeykapmolivy. Kabe orinpd koydkio nsptéxg 6§mg, 50 mg,
75 mg, 100 mg, 150 mg, 200 mg, 225 mg 1} 300 Mg wpeyKapmaAiv. 3

- Ta GAAa cvotoTikd gival: povoidpikn Aaktoln, mpolerativomoin uévo@h\uko
apafocitov, TaAkng, 010&€id10 Tov Titaviov (E171), (ehativn, K(’)L&@‘ Aakkog, o&egido
Tov cdnpov pérav (E172). A
Ta xaydxio tov 50 mg mepiéyovy eniong nponuksvoyh)l(ék%&mlcvé Stivpo oppoviog,
VOPOEELDI0 KaAiov.
Ta xaydxia twv 25 mg, 75 mg, 100 mg, 150 mg, ZOO‘WZS mg, 300 mg nepiéyovv
eMioNG TOALOLOLAEVOYAVKOAN. Q:
Ta xayaxio tov 75 mg, 100 mg, 200 mg, 225 m 1 300 mg mepiéyovv emiong 0&eidio
oV 613Npov gpvipod (EL72), 0&eidio tov o161 ttpwo (E172).

AN

Epgdavien Tov Pregabalin Zentiva k.s. kon mepieydpeve TS cuekevaciog

25 mg koKl OML0, WNKOVG TEPITO ,9 mm, pe 1o evivmmpa 25", to omoio mepiéyel

Koydakio oxinpng Cskaiiwus OvVOLYTO YKPL KAADLLLOL KO 0VOTYTO YKPL
oY€00V AEVKT GKOVITN,

Koayakio GK)»T]‘p ] Fjlowivng HE ovoLyTO YKPL KOAD O KOl AVOLYTO YKPL
50 mg konydxio OMLL0, UKoV irov 14,3 mm, pe to evtumopo "50", To omoio mEPLEYEL
oY€00V A oKOV.

Ka\ydm%&ﬁ?m pN¢ Cehativing pe KOKKIVO KGADLLO KOl 0VOTYTO YKPL GO0,
75 mg kaydKio uﬁKo;u\@tapinov 14,3 mm, pe 10 eviomoua, 75", to onoio mepiéxetl oyedoV
Aepkn oKovN.

@I’wdmo oKANPNG LeAativng e KOKKIVO KAALUUA Kol KOKKIVO GO,
100 mg Ka\yqu(\Q pufrovg Tepimov 15,9 mm, pe 1o evromopa 100", to onoio mepi€yet oxeddv
A AEVKT GKOV).

\*'v Koyakio orxdnpng {eAativng e avorytd yKpl KOAVUO KOl avoLyTO YKPL
150 mg @&/dm(x oo, unkovg mepimov 18,0 mm, pe to evumopa 150", 1o onoio mepiéyet
,\‘{‘ oYe00V ALK GKOV.

QV Koayakio oxinpng {edativing pe adtopoaveg podi KAALLLO Kot od1opavEg
mg Kayakio | podi copo, unkovg tepimov 19,4 mm, pe to eviummpa 200", To onoio
TEPIEYEL OYEOOV AEVKT GKOVT.

Kawydxio oxdinpng (ehativng pe adtapaveég podi KAV KoL 0vOoTyTO YKPL
225 mg kayakio | copo, pkovg tepimov 19,4 mm, pe 1o evivmmpo 225", 10 onoio mepiEyet
oY€00V AEVKT GKOVN.

Kawydxio oxdinpnig (erativng pe KOKKIVO KGADLLO KOl 0VOTYTO YKPL GO0,
300 mg kaydkio | upkovg mepinov 21,7 mm, pe 1o evrdmopa, *300", to omoio mepLEyEL GYEOV
AEVKT GKOVT).

Ta oxAnpd kaydxio Pregabalin Zentiva k.s. 25 mg cvokevalovton e koyéreg oo alu/alu
(OPAJalu/PVClalu) wg tpmtedovco cuokevacia.

Ta oxkinpd koydxia Pregabalin Zentiva k.s. 50 mg, 75 mg, 100 mg, 150 mg, 200 mg, 225 mg and
300 mg ovokevdlovtar e koyéleg and PVC/alu og tpmtedovsa cuokevacia.
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Ta Pregabalin Zentiva k.s. 25 mg and 50 mg dwozibsvtal o€ cuokevacisg tov 14, 21, 56, 84, 98 kot
100 ocxAnpadv KoyaKimy.

Ta Pregabalin Zentiva k.s. 75 mg, 150 mg, 225 mg kot 300 mg datifevton o cuckevaoies tov 14,
56, 98 and 100 cxAnpdv KoyaKimv.

Ta Pregabalin Zentiva k.s. 100 mg, 200 mg diatifevion o€ cuokevaocieg twv 21, 84, 98 kar 100
OKANPOV KAYAKIOV.

Mmnopei va unv KokAo@opoHv OAEC 01 GLGKEVOGIEC.

Karoyog ddcrog kukrhopopiag

Zentiva, k.s.
U Kabelovny 130 9
102 37 Prague 10 0~\\
Togyuc| Anpokpartio Cu\
Iopoackevaotig ) OAO
Zentiva, k.s. \\‘o
U Kabelovny 130 LS
102 37 Prague 10 O
Togyuc Anpokportio ('u\A
S
i o
o
S.C. Zentiva, S.A. Q\
B-dul Theodor Pallady nr.50, sector 3, Bucharest, cod 032266&0
Povpavia ¥O
L
"o omoladnmote TANpoPopio GYETUKE LLE TO TAPOV O pkmucsmmé Tpoidv, mopakaieioTe va
amevuvoeite 6TOV TOTIKO AVTITPOCOTO TOV Karéxe&mg Adetog Kvkhogopiag:
Belgié/Belgique/Belgien (\0 Lietuva
Zentiva, k.s. ) Zentiva, k.s.
Tél/Tel: +32 280 86 420 6\0 Tel: +370 52152025
PV-Belgium@zentiva.com O'(\ PV-Lithuania@zentiva.com
Bbarapus ) Luxembourg/Luxemburg
Zentiva, k.s. '\O Zentiva, k.s.
Tem: + 359 244 17 136 .. ‘OA Tél/Tel: +352 208 82330
PV-Bulgaria@zentiv > PV-Luxembourg@zentiva.com
Ceska republika Q Magyarorszag
Zentiva, k.s. \J;.O Zentiva Pharma Kft.
Tel: +420 26$241 111 Tel.: +36 1299 1058
PV-Cze(&&epublic@zentiva.com PV-Hungary@zentiva.com
Dan k Malta
Denmark ApS Zentiva, k.s.

. +45 787 68 400 Tel: +356 2778 0890
PV-Denmark@zentiva.com PV-Malta@zentiva.com
Deutschland Nederland
Zentiva Pharma GmbH Zentiva, k.s.

Tel: +49 (0) 800 53 53 010 Tel: +31 202 253 638
PV-Germany@zentiva.com PV-Netherlands@zentiva.com
Eesti Norge

Zentiva, k.s. Zentiva Denmark ApS

Tel: +372 52 70308 TIf: +47 219 66 203

PV-Estonia@zentiva.com PV-Norway@zentiva.com
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E)hada

Zentiva, k.s.

TnA: +30 211 198 7510
PV-Greece@zentiva.com

Espaiia

Zentiva, k.s.

Tel: +34 931 815 250
PV-Spain@zentiva.com

France

Zentiva France

Tél: +33 (0) 800 089 219
PV-France@zentiva.com

Hrvatska

Zentiva d.o.o.

Tel: +385 16641 830
PV-Croatia@zentiva.com

Ireland

Zentiva, k.s.

Tel: +353 818 882 243
PV-lreland@zentiva.com

island

Zentiva Denmark ApS
Simi: +354 539 0650
PV-lceland@zentiva.com

Italia

Zentiva Italia S.r.l.
Tel: +39-02-38598801
PV-Italy@zentiva.com

Kvbmpog

Zentiva, k.s.

TnA: +357 240 30 144
PV-Cyprus@zentiva.com

Latvija
Zentiva, k.s.
Tel: +371 67893939
PV- Latwa@zentlvar%%
&
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Osterreich

Zentiva, k.s.

Tel: +43 720 778 877
PV-Austria@zentiva.com

Polska

Zentiva Polska Sp. z 0.0.
Tel: + 48 22 37592 00
PV-Poland@zentiva.com

Portugal

Zentiva Portugal, Lda

Tel: +351210601360
PV-Portugal@zentiva.com

Romania
ZENTIVA S.A.
Tel: +4 021.304.7597

O

PV-Romania@zentiva.com <\\\

Slovenija

Zentiva, k.s.

Tel: +386 360 00 4
PV-Slovenia@zefti¥a.com

Slovenska re@m ika

Zentiva, a

TeI 3918 3010
akia@zentiva.com

mi/Finland
entiva Denmark ApS

Puh/Tel: +358 942 598 648

PV-Finland@zentiva.com

Sverige

Zentiva Denmark ApS
Tel: +46 840 838 822
PV-Sweden@zentiva.com

\N
‘40

United Kingdom (Northern Ireland)

Zentiva, k.s.
Tel: +44 (0) 800 090 2408

PV-United-Kingdom@zentiva.com

To nupé\tﬂkb(‘iko 00N YLOV Yp1ons avadeopnOnke yio TeELEVTAIO QOPE TOV

fb%pag TANPOQOPIES Y1t TO PAPLOKO LT eivat dtabéoipeg 6Tov dikTLaKO TOTO ToL Evpmmaikon
&wwuov Dapudkov: http://www.ema.europa.eu.
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