ITAPAPTHMA I

MEPIAHYH TON XAPAKTHPIZTIKON TOY ITPOIONTOX



1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 25 mg oxAnpd kayakio
Pregabalin Sandoz 50 mg oxinpd kaydakio
Pregabalin Sandoz 75 mg oxAnpd xoydxio
Pregabalin Sandoz 100 mg okAnpd kaydxio
Pregabalin Sandoz 150 mg 6xAnpd KoydKio
Pregabalin Sandoz 200 mg 6xAnpd KoydKio
Pregabalin Sandoz 225 mg okAnpd kaydxio
Pregabalin Sandoz 300 mg cxAnpd KoydKio

2. IHOIOTIKH KAI ITIOXOTIKH XYNOEXH

Pregabalin Sandoz 25 mg ckAnpd Kawaxio,
Ka0e oxinpd kaydxio mepiéyel 25 mg TpeyKapUmToiivng.

Pregabalin Sandoz 50 mg oxinpd koawakio
Ka0e oxinpd kaydxio tepiéyet S0 mg mpeyKapmoiivng.

Pregabalin Sandoz 75 mg oxAnpd xowydxio
Kda0e orcdnpd kaydkio mepiéyxet 75 mg mpeyKoumaAivng.

Pregabalin Sandoz 100 mg oxAnpd kKowdkio
Kdabe orcdnpd kaydkio mepiéyel 100 mg npeykopmaiivng.

Pregabalin Sandoz 150 mg 6xAnpd KoydKio
Kabe orcdnpd kaydakio mepiéyet 150 mg npeykopumaiivng.

Pregabalin Sandoz 200 mg 6xAnpd KoydKio
Kabe orcdnpd kaydakio mepiéyel 200 mg wpeykopumaiivng.

Pregabalin Sandoz 225 mg okAnpd kowdxio
Kabe oicdnpd koydkio mepiéyet 225 mg TpeyKOUTOAVIC.

Pregabalin Sandoz 300 mg okAnpd kowydxio
Ka0e oicdnpd koydkio mepiéyet 300 mg mpeykopumorivig.

IMoa tov TAnpn kaTdloyo TV ekddywV, PA. Tapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H
2KAnpd Koy dxko.
Pregabalin Sandoz 25 mg ockAnpd Kowaxio,

Avoyto KITPIVO-KOQE ad10QAVEC TOU KOl MU, Koyaklo peyéboug 4 (14,3 mm x 5,3 mm),
YEUIOUEVO LLE KOVL AEVKOV £1C VITOAEVKOV YPOUATOG,

Pregabalin Sandoz 50 mg oxinpd kawdkio
Avoyto KiTpvo ad1oQavEC TOUA Kol oMU, Koydkto peyédovg 3 (15,9 mm x 5,8 mm), yepiopévo pe
KOVL AEVKOD EMG VTOAELKOV YPDOUOTOG.

Pregabalin Sandoz 75 mg oxinpd kowakio
Koxkivo adapavég mope Kot copa, Koydakio peyéboug 4 (14,3 mm x 5,3 mm), yepuopévo pe kot
AgVK0D £mG VIOAEVKOL YPDUATOG,.




Pregabalin Sandoz 100 mg oxAnpd Kowdkio
Koxkivo adiapavég mopo Kot copa, Koydkio peyébous 3 (15,9 mm x 5,8 mm), yepuopévo pe kovt
AELKOD £MG VITOAELKOL YPDUOTOC.

Pregabalin Sandoz 150 mg oxkAnpd Kawaxio
A€guKo adlaPOVEG TOUN Kot Gma, Koydklo peyédovg 2 (18,0 mm x 6,4 mm), YELUGHEVO LE KOVL
AELKOD £MG VITOAELKOL YPDOUATOC.

Pregabalin Sandoz 200 mg cxAnpd KoydKio
Avotytd TopTOKOAL 0SIPAVEG TOU KOl coOua, Koydkio peyéboug 1 (19,4 mm x 6,9 mm), yepiopuévo
LE KOVL AEVKOV £®G VTTOAELKOV YPDOUATOG.

Pregabalin Sandoz 225 mg cxAnpd KoydKio
Avotyto TOPTOKOAL OSIAPAVEG T KO AEVKO ad1PaVEG GMLA, KOWaKLo peyébovg 1
(19,4 mm x 6,9 mm), YE(IOUEVO e KOVL AEVKOV £MG VTOAEVKOV YPDUATOG.

Pregabalin Sandoz 300 mg ckAnpd Koo,
Koxkivo adapaveég mdpe Kot avoryto KITpvo-Kapeé adlapaveg cmpa, Koydkio pueyébovg 0
(21,7 mm x 7,6 mm), YEQUGLEVO LE KOVL AEVKOD MG VTTOAEVKOL YPDOTOG,

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpomevTiKég EVOEiELg
Nevporadntikdg Tdvog

To Pregabalin Sandoz evdeikvutat yio. tn Oepameio Tov meppepikon Kot KEVIPIKOD VELPOTAONTIKOD
TOVOL G€ EVIAIKEC,

Enunmyia
To Pregabalin Sandoz evdgikvutal ©g GuUTANPOUATIKY Ogpaneio o€ EVAAKES UE ECTIOKEG ETANTTIKEG

Kpioelg pe N yopic dgvtepoyevi yevikevon.

Awtopayn YeVIKELUEVOL &yyYOLG
To Pregabalin Sandoz evdeikvutar yia tn Oepaneio g Awatapayng 'evikevpévov Ayyovg (ATA)
GTOVC EVIAMKEG.

4.2  Aocoloyia Kol TPOTOS YOPYNONG

Aocoloyia
H d60m xvpaivetar omd 150 g 600 mg npepnoimg, yopnyovueva gite € 000 N G€ TPELG SINPNUEVES
d00ELS.

Nevporantikog tovog

H Oepancio pe npeykopumodivn uropei va apyicet pe pio d6om tov 150 mg nuepncing, yopnyovueva
gite og VO 1| o€ Tpelg dupnuéveg 60celg. Me Bdom TV amdKPIoT KoL TNV AVEKTIKOTNTA TOL KAOE
acBevoig, n 8001 umopet, Petd amd Eva ypovikod dtdotnua 3 £mg 7 nuepov, va avéndel oe 300 mg
nuepnoimg, Kot, edv eival amapaitto, otn péyotn 06on t@v 600 mg nuepnoing petd and Eva
TPOGHETO YPOVIKO SIACTNUA 7 NUEPDV.

Eniinyio

H Oepancio pe npeykopumadivn uropei va apyicet pe pio d6om tov 150 mg nuepncing, yopnyovueva
glte o€ 000 1 o€ TpElg dmpnpéveg ddoelc. Me Baon TV amdKpLoT KOl TNV OVEKTIKOTNTO TOL KAOE
acBevoig, n 600 umopet vo avénbdet petd amd pia fdopdda, oe 300 mg nuepncimg. H péyiotn oo6on
v 600 mg nuepncing, uropel va emrevydel petd amd pio emmAéov efdopdada.



Aratopoyn yevikeoueEvov ayyong
H 860n xvpaivetar amd 150 émg 600 mg npepnoimg, yopnyovueva oe 600 1 TPEIS dnpnuéveg SOGELS.
H avayxkn yo Oepaneio mpémel vo emavEKTILATOL TOKTIKA.

H Oepancio pe npeyxopumadivn propei va Egxvioet pe pio d6om tov 150 mg nuepnoiong. H d6on, pe
Béon TV atopukn amrdKPIon Kot TV oVEKTIKOTNTA Tov aoBevoie, pmopel va avéndel oto 300 mg
nuepnoing, énetta and 1 gfdopdda. Encrta and pia emmpocetn efoopndada, n d6o1n umopei va,
avénOel ota 450 mg nuepnoing. H péyiom d6on tov 600 mg nuepnoing uropsi va emtevydel Eneita
omd pio emmpocdetn efdoudoa.

A10K0TH TS TPEYKOUTAAVIG

ZOUQ®VO LE TNV 1oYVOVGO KALVIKT TPOKTIKT, EAV 1) XPYOT| TNG TPEYKAUTAAIVNG TPEMEL VO, OLOKOTIEL,
oVVIoTATAL 1 SloKoTmh TNG va Tpaypatomoinel fadiuaia, og dtdotno TOLVAdYIoTOV piog EBOopadag,
avegaptnto and v Evoelln (BA. Tapaypdpovg 4.4 kot 4.8).

Negpixi ovoiertovpyio

H npeykapmaiivn amoBaileTor omd T GLCTNHOTIKNY KUKAOQOPia KUPImG e amékkpion omd Toug
veppovg ®¢ apetdfAnto eappaxo. Kabdog n kabopon g npeykoumaiivng ival evbémg avaroyn g
KkdBapong g kpeatvivig (PA. mapdypao 5.2), n peiwon g 06ong e 0oOEVEIC [LE EMNPEAGUEV
veppikn Aertovpyio Tpémet vo eEaTopKeVETAL GOUPOVE LE TV KaBapomn ¢ kpeatvivng (CLcr), 6mmg
eaivetatl atov [Mivaxa 1, vroroylopevn cOppva e Tov okdAovbo Tomo:

1,23 X [140 - nAwia (¢tn)] % Bapog (kg)

CLcr 1 i =
(ml/min) kpeativivn opov (umol/1)

(x 0,85 ywa yuvaikeg acBeveic)

H mpeykapmorivn amopoakpOvetal anoteAesUATIKA 0md TO TAAGUA 1Ee atpodtoAlon (50 % tov
eappakov oe 4 mpeg). [ Tovg aebeveig OV KAVOLV AOSTOALST], 1) NUEPNOLL OOGT) TNG
TPEYKOUTOAIVNG TPENEL VO TPOCAPLOLETOL BAGEL TNG VEPPIKNG Agttovpyiag. ExTog amd tnv nuepnota
d00m, TPEMEL vaL YopyEiTaL Kol Lio GUUTANPOUOTIKTY dO0T) AUECMG LETA amd KAbe 4-mpn cuvedpia
g apodtviong (PA. ivaka 1).

Mivaxag 1. Mpocappoyi] g Adeng g peykapmarivig Bacer tng Negpuig Agttovpyiog

ﬁ?ﬁgﬂﬁﬁ&?ﬁmg ZUVOAKN MUEPN OO OO TTPEYKOUTOAIVNCH A0OGOLOYIKO GYNUO
A pykn 66om Méyiotn 660m
(mg/mpépa) (mg/mpépa)
> 60 150 600 BID 1 TID
>30-<60 75 300 BID  TID
>15-<30 25 -50 150 Ama& nuepnoing 1 BID
15 25 75 Ama& nuepnoing
ZOUTANpOUOTIKE 060N HETA TNV opodwiion (mg)
25 100 Ama& 56on”

TID = Tpeig dmpnuéveg 06Ge1g
BID = Avo dinpnuéveg dooelg



*H ovvolkn nuepniola d6om (mg/muépa) mpémet va, dSloipeital OTmg evOikvuTal atd TO SOGOA0YIKO
OYNUO OOTE VO, TPOKVTTOVY ME/dO0M
"H cvuminpopatiky 86on eivon pia drof emmpdcdetn d6on

Hratikn dvolertovpyio
Agv amouteitol Tpocappoyn e d0ong o€ acbevelg e nmatikni dvciettovpyia (A. wapdypapo 5.2).

Taudrazrpirog ninBoouog

H acpdieia kot 1 amroTELECUATIKOTNTO TG TPEYKAUTOAIVIG G€ Tandld NAKiag KAT® TV 12 eTdv Kat
o€ gpnPoug (Mhikiag 12-17 etmv) dev £yovv axodpa tekunpimbel. Ta dwbéoua dedopéva Tov
VILAPYOVV TPOG TO TOPOV TEPLYPAPOVTOL GTIG TAPAYPAPovg 4.8, 5.1 kat 5.2, aAld dev pmopovv va
Yivouv cuoTtdoels Yo tn docoAoyia.

Hiiouévor
Ye nlukiopévoug acbevelg pmopel va ypelaotel peimon tng 060NG TG TPEYKAUTAAIVNG, AOY®
HELOUEVNG VEQPIKNG Acttovpyiag (BAEre Tapdypago 5.2).

Tpdmog yoprynong
To Pregabalin Sandoz pmopel va Aapfavetot pe 1 xopig Tpoon.
To Pregabalin Sandoz eivot yio omd otopatog ypron uovo.

4.3 Avtevosigeg

YrepevaicOnoio 6t dpacTikn ovcia 1| 6€ KATOW0 amd Ta £KO0YM, TOV OVAPEPOVTUL GTNV
Topaypapo 6.1.

4.4 E101kég TPOEOOTOU|GELS KOl TPOPVAGEELS KATE TN Ypion

Awfntucol acOeveic

SOUEMVO LE TNV IGYVOVGH KAVIKY TPOKTIKT, Optopévol dtafntikoi acbeveic, mov maipvouv Bapog
Kot Tt Oepaneio Pe TPEYKAUTAAIVTY, UTOPEL VA YPELOIGTOOY POOUIGT) TV VTOYAVKOUIK®DY TOVG
QOPULOKEVTIKOV TPOTOVIMV.

Avtidpdoelg vepgvonchneciog

A7 v amoktnOeica eumelpio LETA TNV KUKAOPOPIO TOL POPUAKOD GTNV ayopd £(0VV VITApPEEL
aVaPOPES AVTIOPACE®DY VITEPELAIGONGIAG, CLUTEPIAAUPOVOUEVOV TEPIMTMCEMY AyYEL0010Natog. H
mpeyKaumaAivn Oa TpEmel va, SIOKOTTTETOL OUECWS, OV ELPOVIGOOVYV CUUTTOUATO Oy YELOO0ONLATOC,
OTMG 0ION U TPOCHTOV, TEPIGTOLATIKNAG TEPLOYNG 1] VAOTEPOV OVOTVEVGTIKOV.

2oBapéc depuatucég avemBounteg evépyeleg

e oyéon pe ) Oeparneio pe npeykopumarivn Exovv avapepOei omdvia coPapég depraTicég
avemBounteg evépyeiteg (SCAR), otig omoieg meprhappdvovat To cvvdpopo Stevens-Johnson (SJS)
Ko 1 to&ikn emdeppik| vekpoivon (TEN), ot omoieg umopet va givat aneintikéc yo ) {on M
Oavatneopec. Katd tn cvvtayoypdoenon, ot acbeveic 0o Tpémel va evEPDVOVTOL GYETIK UE TA
onueio Kol T0 GLUTTOUATO KOl VO TAPAKOAOVOOHVTAL GTEVH Y10 SEPUATIKEG OVTIOPACELS. X
TEPIMTOOT EUOAVIONG OTUEIDOV KOl CUUTTOUATOV TOL VTOONADVOVV TETOLES OVTIOPAGELS, | Oeparmeio
pe mpeykaumoAivn Oa tpénel va dtakonTeTOL apécms Kot Ba tpénet va eEetdletal To voeyOUEVO
YOPNYNONG EVOALOKTIKNG Oepaneiog (katd mepintwon).

Z6&An, vvnMa, andAE GLVEIOINGNC, CLYYVON KOl ETNPEACUEVT] SIOVONTIKT) KATAGTOOM

H Oepoaneio ue npeykoumorivn £xel cvoyetiotel pe {aAn kot vevniia, wov pwopel vo avéRcovy Ty
TOAVOTNTO TPOVUATIGUOD OO ATOYN A (TTMOGCT) 6TOVG NAKI®pUEVOLS. ‘Exouv vdpéet emiong
OVOPOPES ATMAELNG CLVEIONONG, GVYYLONG KOl ETNPEACLEVNC OLOVONTIKNG KOTAGTOONG LETA TNV
KLKAOQPOpPia TOL TPOTOVTOC BTNV ayopd. 26 €K TOVTOL, 6TOVG aoBevelc Tpémet va diveton cupufovin va
glvar TpocekTikoi péypt vo e£0tkelmbovv e Tig TBAVES avTIOPAGELS TOV UITOPEL VO £XOVV GTO
QOPUOKEVTIKO TPOIOV.




AVTI0pAcELS OYETIKEG e TNV Opaion

e eleyyopevec dokég, pia peyaivtepn avaroyio acBevov mov ehaufavay Bepomeio pe
mpeykapmaAiv avépepay Bapupog dpaocng, and 6t acBevelg mov eAdpuPavoy Bepameio pe elKoViKo
(QAPLLOKO, TO OTTOT0 OTESPAE OTNV TAELOYN QIO TOV TEPIGTATIKMV, LE TN GLVEYLOT] TNG XOPNYNONS.
2116 KAMvVIKEG peAéTeg oTig omoieg SteEnyOnke oOAALOAOYIKOG EAEYYOG, 1] GLYVOTNTO ELPAVIONS
UeloNC TNG OTTIKNG 0ELTNTOG KO LETOPOADY TOV OnTIKOD TTediov fTav LeyaAvTePN o€ acbeveic mov
ehappavay Bepamneia pe Tpeykapmaiivn, and 6t oe acOeveic mov eAauPavay Bepomneia pe eucovikd
eappako. H cuyvotnta epepdviong fubockomikdv petaforidv tav peyardtepn o€ acbeveig mov
elappavay Bepameia pe ewcovikd eapuako (PA. mapdypapo 5.1).

Ymv anoktnBeica gumeipio LeTd TNV KLKAOPOPIo TOV PAPUAKOL GTNV AYopd, EXovv avapepbel emiong
OTTIKEG AVETIOOUNTES EVEPYELES, CUUTEPIAAUPOVOUEVTG TNG OTOAELNG OPACTS, TOL BAuPovg dpacnsn
OAA®V LETAPOADV TNG OMTIKNG 0EVTNTOG, Ol TEPICCOTEPEC EK TV OMOImV NTay mopodikéc. H drokomn
NG TPEYKAUTAAIVIG UITOPEL VOl EXEL OC OTOTEAEGUA TV OTOOPOUT 1 TN PEATIOGT VTV TOV OTTIKGOV
GUUTTOUATOV.

Neopwn avendprelo
"Exovv avogepbel TEpITTOOELS VEQPIKNG OVETAPKELNS, KO GE KATOLEG TEPIMTMOCELG LE TN SIOKOTTN TNG
TPEYKAUTOAIVIG EXEL TAPOVCLOCTEL AVAGTPOPT] AVTNG TNG UVETLOOUNTNG EVEPYELAG.

Awakony) GUYYOPNYOVUEVOV OVTIETANTTIKGOV QUPUAKEVTIKOV TPOIOVIWV

Agv VILApYOVV ETOPKT GTOLYXEID Y10 TNV JLKOTT) GLYYOPTYOVUEV®V AVTI-EMANTTIKOV POPUAKEVTIKMV
TPOIOVTOV, MOTE, OTAV EYEL EMLTEVYOEL 0 EAEYYOC TOV CTAGUAOV LE TNV TPEYKOUTAAIVI ©OG
cvouminpopatiky Oepameio, vo divetal n Tpeykapmolivy o povobepameio.

ZVUOOPNTIKT) KOPOLOKT) OVETAPKELL

Metd TV KOKAOQOPIo TOL QUPIAKOV GTNV 0yopd, £X0VV VTAPEEL AVOPOPES GUUPOPTTIKNG KAPILOKNG
AVETAPKELOG, o€ KAmo10vg acbeveic mov eAdpPovay TpeyKapmaAivr. AVTEG Ol avapOopES
TOPOTNPOVVTAL KUPIOG 6€ NAMKIOUEVOVG acBeveis [e KapdloyyeloKkd TpofAnpaTa, KoTd T SiépKeo
Oepanciog pe Tpeykapmaiivn yio pio awd Tic vevporadntikég e evdeiéels. H mpeykapmaiivn 6o
TPETEL VAL YPNCYLOTOLEITAL LE TPOCOYN GE ALTOVG TOVG 0lobeveilg. Me T S10KOoTT| TG TPEYKAUTAAIVIG
UTOpEL VO OTOdPALLEL QLT TNV AVTIOPACT).

Oepamneio Tov KEVIPIKOV veELporadntikod tdvov Adym BAASNG Tov vortiiov puerov

>t Oepameia TOv KEVTPLUKOD VEVPOTOONTIKOD TOVOL AdY® PAGPNC TOL VoTdiov poehov gixe avénbel
YEVIKMG 1] GUYVOTNTO ELPAVIONG TOV OVETIHOUNTOV EVEPYELDV, O1 AVETIOVUNTEC EVEPYEIEG TOV
KEVIPIKOV VEVPIKOD GUOTHHOTOG KoL E101KOTEPA 1 VIIVNALL. AVTO umopel va amodobet oe pio
aBpotoTikn dpdor e€aiting TOV GLYYOPTYOOUEV®Y POPUAKEVTIKAOV TPOIOVI®V (T.Y. PAPUOKO KOTA TNG
OTOCTIKOTNTOGC) TTOL YPELGLovTaL Yio avThv TNV Katdotaon. To yeyovag avtd Ba mpémetl va Aapfdaverol
VIOYLY OTOV GUVTOYOYPOPEITOL 1) TPEYKOUTOAAIVY] GE VTNV TNV KATAGTAOT).

AVOTVELGTIKA KOTOGTOAN

"Exouvv vmapEet avoapopés avamvenoTIKnG KATaoTOANG Poapldg Lopeng Tov oyetileTon e TN Ypnon
npeykaumaAivie. Ot acBevelg e Hetdpévn avoTveELGTIKT AEITOVPYIN, AVATVEVGTIKT 1 VEVPOLOYIKN
vO60, VEPPIKT SLGAEITOVPYiQ, TOLTOYPOVY XPHOT KATAGTOATIKGY Tov KNX kot o1 nAikiopévol pmopel
va STPEYOVV VYNAGTEPO KIVOLVO VO TAPOVGIACOVY AVTHV TNV AvVETBOUNTN evépyela Papidg LOPPNG.
Evdéyeton va amortmBodv mpocappoyég g 06omg oe 0vtoivg Tovg acbeveig (BA. Tapdypapo 4.2).




AVTOKTOVIKOG 10£00UOC KO 0VTOKTOVIKT) GUUTEPLPOPA.

AVTOKTOVIKOG 10€0GOG KOl UTOKTOVIKT) GLUUTEPLPOPE £xovv avapepbel o€ aobeveig vd aywyn e
OVTIEMANTTIKA QAPLLAK Y10 S1hpopeg evOeilelc. Mol LETO-AVAAVGT] TWV TUYOLOTOUNUEVAOY
ELEYYOUEVMV LLE EIKOVIKO QAPLOKO UEAETOV AVTIETIANTTIKOV QAPUAK®V £xEl EMiong dei&et pkpn
avENom Tov KvdHvou EKONAMGONG QVTOKTOVIKOD 1O€AGHLOV KOl QVTOKTOVIKNAG GLUTEPLPOPES. O
UNXovic oG avamTuENG ovToL TOoV KIvOHvoL dgv gival Yvawotds. 'Exovv mapatnpnbet nepiotatikd
QVTOKTOVIKOD 10€0GHOD KOl CUUTEPIPOPAG 0 00OEVEIS VIO ay®YN UE TPEYKOUTOAIVY TNV
peteykprtiky epmepio (PA. mapdypoeo 4.8). Mio emdnUIoA0yIKN LEAETT OTNV 0ol YpNCILOTOOTKE
GYEOUOUOG AVTOEAEYYOUEVTG LEAETNC (CVYKPLONG TTEPLOd®V Bepameiog (e Teptddove Un Bepaneiog o
éva, dtopo) £0e1&e otoyeia avEnpEvon Kivohvou VENS ELEAVIONS OVTOKTOVIKTG CULITEPLPOPAS KOl
Bavdatov amd avtoktovia g acheveic VIO ayWYN LE TPEYKAUTOAIVT).

Ot aoBeveic (Kot o1 ppovTIoTéEG TV 0c0evmv) Ba mpémel va cupuBovievovtal va avalnTnoovV WTPIKN
GLUPOVAN GE TEPIMTMOOT TOV EUPOVIGTOVY GTUEI AVTOKTOVIKOD 10000V 1 GLpTePLPopdc. Ot
aofeveic mpémel va TapaKoAovHovVTaL Y10, GUUTTAUATO AVTOKTOVIKOD 30OV KOl VTOKTOVIKNG
GUUTEPLPOPAS Kol Va, epaproletal N KaTtdAANAN Bepamneia. Oa wpénetl va eEetdletal To evoeyOUEVO
dtakomng tng Bepameiog e TPEYKOUTAAiv) G TEPIMTOGCT AVTOKTOVIKOD 1000V KOl GUUTEPIPOPAG,.

Meiopévn Ae1tovpyio T0L KOTATEPOL YOGTPEVIEPIKOD COANVOL

Ymhpyovv avopopic TEPIGTATIKAV, LETA TNV KUKAOQOpia Tov Tpoidvtog otnv ayopd, oxeTilOpeva e
LELMUEVT] AEITOVPYIO TOV KOTOTEPOL YUGTPEVIEPIKOD COANVA, (.Y, EVIEPIKN ATOPPAEN, TUPUAVTIKOG
€1ME0C, OVGKOIAOTNTA), LETE OTO CUYYOPNYNOT TNG TPEYKAUTOAVIG LE QAPLLAKO TTOV EVOEYETAL VAL
TPOKAALEGOVY SVOKOTMAOTNTO, OTWS TO OMOELT| OVOAYNTIKA. OTav 1 TPEYKAUTAAIVT] KOl OTLOELN
yopnynBovv pali, 0o Tpémet va Aapupdavovtol péTpo KaTd T SuoKoIMOTNTOG (10104TEPA GE YUVAITKEC
aofeveic Kot NAMKIOUEVOUG).

Tavtdypovn yprion Le omoedn

ZUVIGTATOL TPOGOYN KOTA T GLUVTAYOYPAPTOT TPEYKAUTAAIVNG TAVTOYPOVA LLE OTIOELDT, AOY® TOL
Kvdvvou KataotoAng tov KNZ (BA. mapdypago 4.5). Xe pia perétn acbevav-paptopmv ypnotov
OTOEOMV, €KEIVOL 01 aoBeveic Tov EAafav TpeyKapumaAivn ToVTOYPOVA e £VO. OTIOEOEC TUPOVTIACHY
avénuévo xivéuvo Bovatov Tov oyeTileTol Le To OTIOEWN CLUYKPLTIKG LLE TN XPTOT) LOVO OTIOEOMV
(otaBopévog Adyog cupmAnpopatikav mlovotitov [adjusted odds ratio - aOR], 1,68 [95% CI,
1,19-2,36]). Avtoc 0 avénuévog Kivouvog mapotnpinonke oe younAéc SOGELC TPEYKAUTOAIVIG

(£300 mg, aOR 1,52 [95% CI, 1,04-2,22]) ko1 vanpye N Taon yio Leyardtepo kivovvo g vynAotepeg
dooelg mpeykapumarivng (> 300 mg, aOR 2,51 [95% CI 1,24-5,06]).

AxatédAinin yprion, mbavémra kaTdypnong 1 eEdptnon

H mpeykapmorivn umopel va Tpokarécel QopUOKEVTIKT EAPTNON, 1 OO0 UTOPEL VAL TAPOVGIUCTEL O
Oepanevtikég 860¢e1s. 'Exyovv avapepbel mepimtdoelg akatdAAnAng ypnong kot katdypnong. Ot
000EVEIC |LE 10TOPIKO KATAYPNONG OVGLMY EVOEYETAL VO SLATPEYOVLY VYNAOTEPO KIVOLVO UKATAAANANG
YPNONG, KOTAYPTONG Kot EAPTNONG OO TNV TPEYKAUTAATVTY Kot 1) TpeyKapumoiivn Oa Tpénet va
YPNOYOTOLEITAL LE TPOTOYN O€ aVTOVG ToVG aoBeveis. [Ipotov cuvtayoypaenOel Tpeykaumorivn, Oa
TPEMEL VAL 0ELOALOYEITOL TPOGEKTIKA 0 KIVOUVOG aKATAAANANG ¥p1IoNS, KaTaypnong 1 e£aptnong tov
acBgvoig,.

O1 aofeveic mov Aappdvovv Bepaneio pe mpeykapmaiivn Ba mpénel vo mapakoiovbovvtot yio
CUUTTAONOTO OKATAAANANG XPNOoNG, Katdypnong N eEGptnong and v TpeyKapmoiivn, OTmg N
avamTuén avoynge, N avénon g d0oMg KoL 1| GLUTEPIPOPA ETSIOENC £OPEGTC PUPUAKOD.



2TEPNTIKG GLUTTAOLLOTOL

Metd and dokonr| Bpoyvypdviag Kot pakpoypoviag Bepaneiog e mpeyKapmaiivn, Exovv mapatnpnOei
oTEPNTIKG cLupTTOUATA. 'Exouv avagepBel ta mapakdto copntopato: abmvio, kKepaialyio, vavtia,
ayyoc, d1ippoto., YPITAMOES GUVOPOLO, VEVPIKOTNTO, KATAOALYT|, CUTOKTOVIKOG 10E0GHOG, AAYOC,
OTAGHOG, VIIEPOpmSia Kot {aAN. H gpodvion otepnTikdv CUUTTOUAT®V LETA TN OL0KOTN TNG
TPEYKAUTAATVIG EVOEYETAL VO, DTOOEIKVVEL PapLokeVTIKT eEdptnon (PA. Tapdypago 4.8). O acBevrg
Oo Tpémel vo evnuep®VETOL Y10l 0T KaTd TNV évapén ¢ Oepaneioc. Eqv 0o mpémel va dtakomei 1
TPEYKOUTOAIVT], CUVIGTATOL CLTO VO, YIVETOL GTOOIKA, GE dtdoTn i TovAd)IoToV 1 gfdopadac,
aveEdptnto amd v EvoeEn (BA. Tapdypao 4.2).

Yroacpol, copmepiiapfovouévov Tov status epilepticus Kot TV GTAGUOV YEVIKELUEVNG ETAN YA,
umopel va epeavicfoiv katd T SEpKELD XPNONG TNG TPEYKAUTOAIVIG 1) GOVTOLO PET TN OL0KOTN TNG
TPEYKAUTAATVIC.

Avopopikd e TN d10K0mn Hokpoypoviag Oepaneiog e Tpeykapmaiiv, To S£d0UEVO VTOSEIKVOOVY OTL
1N oVYVOTNTO ELPAVIONC Kol 1] fapdTNTa TOV GTEPNTIKMY CUUTTOUATOV UToPEl va givat
5060eEaPTOLEVES,.

EykepolomdBeia
"Exovv avaeepbei mepiotatikd eykeporonadeiog, kuping o€ acbeveic pe VToKeileVeS KATAGTAGELS TOV
UTopel va TPOKOAEGOVY gyKEPAAOTTAOELD.

luvaikec o avarapaymykn nMkio/AviicuAinyn

H ypnion tov Pregabalin Sandoz xatd 0 TpdTo Tpipnvo g kinong evdéyetal va tpokaréoet peiloveg
oLYYeVeElg avopoiieg oto ayévvnto mondi. H mpeykapmalivn dev Bo mpémel va ypnoonoteital Kotd
S1apKeLoL TNG KOMOMG, TOPE LOVOV €AV TO OPELOC Y10 TN UNTEPQ EIVOL CAPDG LEYOADTEPO OO TOV
duvnTKd kivouvo yia to EuPpuo. O yuvaikeg o€ avamapay®YIKn NAKio TPETEL VoL XPNGUYLOTOLOVV
OTOTELECUATIKN AVTIGVAAN YT KaTd T d1dpkela tng Oepameiog (BA. Tapdypapo 4.6).

4.5 Almiemopdocseig pe GAAo QUPRUKEVTIKE TPOTOVTO KoL GAAES pOPPES aAANAemiOpaoNg

H mpeyxapmorivn, dev eivar mbavo va TpoKalEéGEL N VO VTOCTEL PAPUOKOKIVITIKEG AAANAETOPACELS,
KaBmG amekKpiveTal Kupiwg apetdfAintn ota obpa, VEICTATOL ACHUAVTO HETAPOMGSIO GTOV AVOP®TO
(<2 % ¢ d6oMC avokTHONnKe oTo 00pa MG LETAPOAITES), OeV aVAGTEAAEL TO PETAPOAGUO TOV
QOPUAK®OV in Vitro Kol 0EV GUVOEETAL UE TIG TPMOTEIVEG TOV TAAGHOTOG.

In vivo pelétec Kol @opuoKoKvNTIKY ovéilvon oe detypa tAnBucpon

Kotd ovvénelo, og peléteg in vivo, dgv mopatnpninKoy KAviKG a&loonUeimTes QopUoKOKIVITIKESG
OAANAETIOPAGELG HETAED TNG TPEYKAUTOAIVIG Kot TNG PavuToivrg, Tng kapPapalenivng, Tov
BaAmpoikov 0EE0G, TG AALOTPLYIVIG, TNG YKOUTATEVTIVIG, TNG AoPalemiung, TG 0EUKMOOVNG 1 TG
afavorng. DoppokokKivnTikny avaivoT o€ detypo TANOLGHoD £6€1EE OTL TOL ATTO TOV GTOLOTOC
avTIOWPNTIKA, TO SIOVPNTIKA, 1) WWGOLAIVT], 1| @avoBapPitdAn, 1 TIOYKOUTIVY KOl 1) TOTLPOUATY OV
glyav KAMVIKA onuovTikn dpdor otnv KaBapon g TpeyKoUmTaAivic.

AT ToV GTOUATOC AVTIGLAANTITIKE, VOPaB1oTEPOVT Ko/T) 0tBuvuAoIGTPadIOAN

H ovyyopnynon mg npeykopumadivng [e To amd TOV GTOUATOS AVTICVAANTTIKG vopadioTepdvn Kau
0BVVLAOIGTPAOIOAT OV eMNPEALEL TN QAPLOKOKIVITIKT GE GTOOEPOTOINUEVT] KATAGTOGN, KOLAS 0o
T1G 30O OVGiEC.

Doppokevtikd Tpoidvia Tov exNpedlovy To KEVIPIKO VEVPIKO GLGTNU

H mpeykaumorivn mbavov va evioydoet ) dpdon e atbavorng kot tng Aopalendunc. Ztnv
amoktnfeica eumelpio LETA TNV KUKAOPOPIQ TOL PAPUAKOV GTNV QyOpd, VILAPYOLYV OVAPOPES
OVOTTVEVOTIKNG OVETAPKELNG, KOLOTOG Kot Bavatwv o€ acbeveig ol omoiot Aapfdvouy mpeykaumaAivn
KoL OTTL0E0N KoM GALO QOPUOKEVTIKA TPOTOVTA KOTAGTOANG TOV KEVIPIKOD VEVPIKOD GLUGTNHUATOG
(KNZ). H mpeykapmorivny paivetar 60T dpa afpototikd eni tng opaong T 0EuKmOOVNG 6TV EKTTMON
NG VONTIKNG KOl TG CUVOAIKNG KIVITIKNG AELTOVPYioG.




AMNAemdpaoels kot NAMKImUEVOL
Agv &ovv delayBel e1d01kéEG HEAETES POPUOKOSVVAUIK®Y OAANAETIOPAGEWDY GE NAKIOUEVOLG
eBelovtéc. Medéteg aAnAemidpdoewv Exouy Tpayratorondel Lovo oe EVIAIKEC.

4.6 Tovipétnra, kONon ko yorovyio

Tuvaikeg og avaropaymywkn nlikic / AviicOAyn
O1 yuvaiKeg o€ OvVOmOPOy®YIKT NAKIN TPETEL VA YPTGLLOTOLOVV OTOTEAEGHOTIKY OVTIGOAANYT KOTA
™ dibpketa g Oepamneiog (PA. mapdypaeo 4.4).

Kvnon
Meléteg og melpapatolma €350V TOEIKOTNTO GTNV Avamapoy@yikn tkovotnto (BA. Tapdypago 5.3).

"Exet katadeybei 6T n TpEYKOUTOAIVY SATEPVA TOV TAAKOVVTO GTOVG apoLpaiovs (PA.
Tapdypoeo 5.2). H npeykopmaiivn evééyetal va dlomepvd Tov TAAKOVVTIO TOL avOpdTOov.

Meiloveg ovyyeveig duopopoiec

Ta 6edopévo amd o oKavOVAPIKT LEAETN TOPATHPNONG OE TEPLEGOTEPES Omtd 2.700 £YKVUOGVVES
OV EKTEOMKOV G€ TPEYKAUTAAIVI KATH TO TPDOTO TPIUNVO KATESEIEAY VYNAOTEPO ETUTOLOGLO
pelovov ouyyevav ducpopelmv (MEA) peta&h tov tadtatpucod TAnbuspot ({ovtog 1 Bvnotyevoic)
7oV eKTEONKE OTNV TPEYKAUTAAIVY 6€ GOYKPLoT P Tov TANBVGO oL dev ektébnie (5,9% évavti
4,1%).

O «kivovvog MZA peta&d tov mandtaTptkov mANBLGHOV oL EKTEBNKE GTNV TPEYKAUTOALVY KOTd TO
TPMOTO TPIUNVO NTOV EAAPPDOS VYNAOTEPOG GE GVYKPLOT LEe ToV TANBuoud Tov dev ektédnke
[rpocappocpévog Adyog emmAacpol Kot dtdotna gumietocuvng 95%: 1,14 (0,96-1,35)) kot o€
oVYKplon pe Tov TANBvopod mov iye ektebel ot Aapotpryivn (1,29 (1,01-1,65)) 1§ otn vtovAo&etivn
(1,39 (1,07-1,82)).

Ot avaADoELg Yo GLYKEKPLUEVES OVGLOPPIEG KATESEEAY DYNAOTEPOLS KIVODVOLG Y10l SUCUOPPIES TOV
VEVPIKOV GUGTAATOG, TOV 0QOUALOD, GTOUATOTPOCOTIKEG GYLOTIEG, SOVCUOPPIEG TOV OVPOTOUTIKOV
Kol SOVCUOPPIEG TV YEVVNTIK®V 0pYAvaV, aAAd ot aptBpol glvar pikpol Kot o1 EKTIUAGELS Eival
avakpipeis.

To Pregabalin Sandoz dev mpénel va ypnoiponoteital katd tn S1GpKELN TNG EYKVHOGVVIG EKTOC EGV
glval cap®g amopaitnTo (Av T0 OPELOC Y10 TN UNTEPH VIEPKAADTTEL GOPADC TOVE TOAVOLS KIvOHVOLG

Y 10 £UPpuo).

Oniaoudg

H npeykapmaiivn anekkpivetal oto avBpomvo yaia (PA. mapdypaeo 5.2). H enidpaon g
TpEYKOUTaAIvNG oTa veoyva/Bpéon eivatl dyvmortn. [lpénet va anopaciotel edv Oa drokomei o
Onraopog 1 Ba dwakonei 1 Bepaneia pe TpeyKapumaiivn, Aappavovtag vwodyn 1o 6eeAog Tov OnAacon
Y10 To Tadi Ko To 6QeAOC TG Bepameiag yia T yovaika.

Tovipdnto
Agv vtapyovv KAVIKA dEO0UEVO GYETIKG LLE TIG EMOPACELS TNG TPEYKAUTAAIVIG OTN YUVOIKEID

YOVILOTNTAL.

e pio KAk dokiun yio v a§loAdynon g ETidpaong TG TPEYKAUTOAIVIG GTNV KIVITIKOTNTO TOV
OTEPLOTOC, VYL APPEVA ATOLO EKTEOMKOV GTNV TPEYKAUTOAIVY, 6€ pia d0or Twv 600 mg/Mmuépa.
Metd and 3 pufveg Bepameiog, dev vEPYAV EMOPACELS GTNV KIVITIKOTNTO TOV CTEPLATOC.

Mio perétn yovipdtntog o OnAvkonc apovpaiovg Exet deiEel avemBOunTeC ETOPAGELS GTNV
ovomopaywyn. Merétec YovipdtTnTog 6€ apceVIKoDs apovpaiovg £xovv deiet avemBounteg eTOPAGELS
oTNV avamapoy®yn katl tnv avartuén. H kivikn onpocio avtodv tov evpnudtev eivat dyvoot (BA.
Tapaypopo 5.3).



4.7 Emdpacels oty IKAvOTNTO 001Y10NG KOl YEPLOROD PN EVI|LATOV

To Pregabalin Sandoz umopei va £xet pikpn 1 pétplo exidpacn otnv kavoTnTa, 0dNyNnong Kot
YeWPopov unyovnuatwv. To Pregabalin Sandoz pmopet va tpokaiécel {aAn Kot vavniio kot
EMOUEVMG, UTMOPEL VO, EXNPEACEL TNV IKAVOTNTA 031YNONG KO YEIPICHOD UNYOVILATOV. XTOVG 000EVElg
pEMEL va divetal cLUPOVAN va Unv 0d1yovv, va un xepilovtal ToADTAOKO UYoVILLOTO, KOL VOL LNV
aipvouy PEPOG o€ EVOEYOUEVMG EMKIVOLVEC OpaCTNPLOTNTES, HEXPL VA YIVEL YVOGTO €6V avTd TO
QOPUOKEVTIKO TTPOTOV emnPedlEL TNV IKAVOTNTA TOVG VO EKTEAOVY QTEG TIG OPACTNPLOTITEG.

4.8 AvemOoOunTEg EVEPYELES

210 KAMVIKO TPOYPOULLO. TG TPEYKOUTOAVIG cuppeteiyay mwhvo and 8.900 acBeveic mov eEetébnoav
OTNV TPEYKAUTOAIVT, €K T®V 0TolmV Tav® arnd 5.600 coppeteiyov og SIMAG-TOPAEC LEAETEG,
ELEYYOUEVEG UE EIKOVIKO Pappako. Ot o oLV avaeepOUEVES avemBounTeg evépyeleg tav {aAn Kot
vvndia. Ot avemBopnteg evépyeteg tav cvviBmg Mmiag £0g péETplag Papdtnrac. Xe OAeg Tig
eLEYYOLEVES LEAETES, TAL TOGOOTA JKOTNG AOY® avemBOuNT®V gvepyeldv NTav 12 % yio acbevei
ov AdpPavay mpeykoumtaiivn kot S % yuo acBevelg mov Adupavav euovikd edappaxo. Ot o cuyveg
avemBounteg evépyeleg Tov odnyovoay 6g dlakon tng Bepameiog pe mpeykoumarivn nrov 1 (AN Kot
1N VIVNALaL.

Oleg o1 avemBounteg VEPYELEC TOV TAPOVGLACHNKAV GE TOGOGTO PEYOADTEPO GO OVTO TOV
EIKOVIKOVD QOpULAKOV Kol G TEPLGGOTEPOVG TOV £VOG acbevels, mepthapfdvovtol oTov Tivoka 2 Tov
axoAovel KaTd katnyopia Kot cuyvotnTa (ToAd cvyvég (= 1/10), cuyvég (> 1/100 mg < 1/10), oyt
ovyvég (> 1/1.000 émg < 1/100), omdvieg (= 1/10.000 émg < 1/1.000), modd omdvies (< 1/10.000), un
YVooTég (dev umopodv va ektiunfovv pe Baon ta dabéoya dedopéva)). Eviog kabe katnyopiog
CLYVOTNTOG ELPAVIONS, Ol avemBOUNTEG eVEPYeleg Tapatifevtal katd pBivovsa celpd cofapdtntag.

Ot avemBOUNTEG EVEPYELEG TTOVL TTEPLYPAPOVTAL, UTOPEL EMIONG VO, oyeTi{oVTaL IE TNV VTTOKEIUEVN VOGO
Kot/ 1) T0. GUYXOPNYOOUEVO PUPUOKEVTIKG TPOTOVTAL.

Y1 Oepameio Tov KEVTPLUKOD VEVPOTOONTIKOD TTOVOL e€attiog PAGPNC ToL VveTiaiov pouehov gixe
avENOEL YEVIKMG 1) GUYVOTNTO EUPAVIONG TOV AVETIHOUNTOV EVEPYEIDV, Ol AVETIOOUNTEG EVEPYEIEG TOV
KNX kot g1dkotepa ) vvniia (BA. mapdypoeo 4.4).

Emmpdcbeteg avtidpdoeic mov avaepépnkay omd v amoktnbeico spmeipio HETE TNV KUKAOQOPiO TOV
(OPUAKOV GTNV Ayopd, GUUTEPIAAUPAVOVTAL LE TAGYLO YPAULATO, GTOV TOPUKAT® TIVOKA.

Hivaxoeg 2. AvemO@vpnteg Evépyereg tng Hpeykapmarivig
Kotnyopia/Opyaviko AvemOopnteg Evépyereg @appakov
YooTnpo

AOPAOEELS KU TOPUGITAOGELS

Xoyvécg Pwogapvuyyitida

AWTOpoyES TOV CIHOTOUTIKOV KUl TOV AEPPIKOY GVGTINOTOS
Oy ouyvég Ovodetepomevia

AWTOpayES TOV AVOGOTOUTIKOD GUGTOTOG

Oy ouyvéc YrepevoroOnoio

YTAVIEC Ayyerooionua, aliepyixy avtiopoon
Awrtopayéc Tov petoforopov Kot g Opéyng

Zoyvég Opeln avdnpévn
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Katnyopia/Opyaviké
YooTnpo

Oy ovyvéc
Yoyratpikég droTapoyég

2uyvEC

Oy cvyvéc

XTAVIES

Mn yvooTécg

AvemOopnteg Evépyeleg ®appdxov

Avope&ia, vroylvkoyio

Evgpopikn cuvaieOnuatikn diibeon, cdyyvon, evepebictotra,
OTOTPOGOVATOAMOUOG, ADTVIa, LELOIEVT] YEVETNOIN 0PN

YevdaicOnomn, kpion moavikov, avnovyia, di€yepor], Katdoiuym,
kataflmTiky 61abeom, eEnpuévn cuvarsOnuatikn dabeon,
emBetikotyTo, SOKVUAVOELG TNG CLVULSONLLATIKNG d1dBeoNC,
OTOTPOCMTOTOINGT, SVGKOAMA avAKANoNG AEEE®V, dloTapayUEVA
OVELPO, QVENUEVT] YEVETNOLOL OPUT, VOPYaCLia, omdOeia,

Apon 0vVaGTOANG, CVTOKTOVIKT] GUUTEPIPOPA, QVTOKTOVIKOG 1OEACIOC

Dapuorevtikn eCoptnon

AWTopay£S TOV VELPIKOD GUGTILATOS

[ToAb cuyvéc
2oyvEC

Oy cuyvéc

Xrévieg

O@0arkég Swotapayés

2oyvEC
Oy cvyvéc

YTAVIEC

ZAAn, vrvniio, KeQoAaAyio

Ataia, un euo10A0YIKOC GUVTOVIGHOG, TPOLOGC, dvcapbpia, apvnoia,
EMNPEACIEVT LVIUY, dloTapay] GTNV TPOGOYT, Tapaicinacia,
vroeOncio, KaTaoToAn, dotapayn TS woppomiag, ABapyog

Yvykomn, AN0apyog, LVOKA®VOC, ammAELa GOVEIONTHS, YUXOKIVI|TIKN
VIEPKIVNTIKOTNTA, dvoKivnoia, {aAn BEong, TpPOLOC KATA TIG EKOVGLEG
KW GELC, VOGTAYUOG, VONTIKN SL0TOPOYN, EXTHPEACUEVH OLOVONTIKY
Katdorooy, OluTapoy AOYov, EAATTMGCT AVTAVIKAOGTIKAV,
vrepatodneia, aicOnon kavcov, ayevoia, aicbnua kKaxovyiog

2TOOUOL, TOPOGLN, VTOKIVNGiN, SVCYPOPia, TAPKIVGOVIGUOG

Opaon Baunrn, Simhwomrio

AmoAELN TEPLPEPIKNG OPAOTC, OTTIKT dLaTaporyn, oldNua Tov
0POUAOD, EMAELIO OTO, OTTTIKA TTEdiN, OTTTIKT 0EVTNTO LELOUEV,
6vog 10V 0pBuAL0D, acbevoria, potoyia, Enpoedaiuic, dokpvppota
ovénuévn, epediopog Tov oBaALLOD

Anwlero Opoong, kepatitida, OPACT] KATA TNV OTOL0L TO OVTIKEILEVA,
QOIVOVTOL TAAAVTEVOUEVE, GAAOLMUEVT] OTTTIKN avTidAnyn Tov Baboug,
poudpiaon, otpafiondc, Aaumov PAEULN

Awtapayéc Tov MTOS Kol Tov Aafvpivlov

2uyvég

Oy ovyvég

Kopdwkéc orwatapayés
Oy cuyvéc

YTAVIEC

Ayyelokéc owatapayés
Oy cuyvéc

TAryyog

Ynepaxoio

Tayvkoapdic, KOATOKOIALOKOG OTOKAEIGUOG TPMOTOL Pabpod,
oAePokoppikn Bpadvkapdia, coUPOPHTIKN KOPIIOKH OVETGPKELO.

THapdraon drootiuarog OQT, pheforoufixn tayvkapdio, pAeforxoupikn
appvOpuio

Yrotaon, vaéptact, eEAyELS, EEoyT, TEPIPEPIKT YoypoOTNTA
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Katnyopia/Opyaviké Avem@ounrec Evépyeieg ®appaxov
YooTnpo

AWTopay£S TOV GVOTVEVOTIKOD GUCTIILATOG, TOV 0MPUKE Kol TOV nEc0d®paKiov

Oy ovyvéc Avcnvola, emiotoaln, PyOC, PVIKT GLUPOPNOT|, PIVITION, POYYAANTO,
EnpotnTa pvikov PAEVVOYOVOD

Yrdvieg Tvevuoviko oidnua, GOGEIYKTIKO aicOnpo Aatpov

Mn yvootég AVOTVELGTIKT KOTAGTOAN

AWTopayES TOV YOOTPEVTEPLKOD

Yuyvég "Epetog, vavtia, duokototnta, didppoia, PETE®PICUAOC, SLUTACT TNG
Kowiag, Enpootopia

Oy ovyvéc laotpooicopayiki TaAvdpouno, VIEPEKKPLIOT| GLEAOV, VoGO ol
GTOHOTOG
Yrdvieg Aocxkitng, maykpeatitida, oidnua yAoooog, ducpayia

AWTopay{c TOV NTATOG KOL TOV YO POp@V

Oyt ouyvéc Avénuéva nratikd Eviopo*
TIAVIEG "Tktepog
[ToAV omdvieg Hratum avendpkelo, nratitida

AWTopayic TOV OEPRATOS KAL TOV VTOHOPLOV 1GTOV

Oy cvyvéc E&avOnua rotidddeg, kvidmon vaepdpwaoio, kvnouog
Yrivieg To&wn| emdepukn vekpodAVGT, cvvdpouo Stevens Johnson, kpHog
WpOTOC

AWTopoyES TOV PVOGKELETIKOV GVGTIINO.TOS KUl TOV GUVOETIKOD 1GTOV

2oyvEC Myt kpauma, apBpalyio, oceLAAYia, TOVOG GE AKPO, AUYEVIKOG
omaGIOC

Oyt ouyvéc Adykmon apBpwong, poaAyia, LUIKEG OEGUIOMOELS, AVYEVOLYIO, LUTKN
dvokapyio

YTAVIEC Papdopvdivon

AWTOPUYES TOV VEQPAV KAl TOV 0VPOPOPOV 00DV

Oy ouyvég Axparela ovpmv, ducovpio

YTAVIEC NeEpikn avendpKeLd, oOAMyovpio, Katarkpatyon ovpwv
AWTopayES TOV AVOTUPUYOYIKOD GUGTI|LOTOS KOl TOV LOGTOV

2oyvEc 2TUTIKN duoAgttovpyia

Oy cvyvéc Xe€ovalikn dvusAettovpyia, KaBVOTEPNON EKCTEPLLATIONG,
dueunvoppota, LosToduvia

YTAVIES Apnvoppota, £KKpion Haotol, avénon Tov pey£6ovg Tov HoGTov,
YOVAIKOUOOTIO.

I'evikég draTopoyis Kol KOTAGTAGELS TG 000V (0P YNONS

Yuyvég Oidnua mepipepkd, oidnua, PASIoU [T PLGIOAOYIKO, TTMOGCT, aicOnon
puébng, aichnon un euGIOAOYIKY, KOTMOT)
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Katnyopia/Opyaviké Avem@ounrec Evépyeieg ®appaxov
YooTnpo

Oy ovyvég Ievikevpévo oidnua, 0idnua rpoomrov, aicOnua cOcEyENg Tov
Ompaxoa, aryoc, Ttope&ia, diya, piyn, eacbévion

Hopoxivikég eetdosig
Yuyvég Yopatikd Bapog avénuévo

Oy cvyvéc Kpeatvopmopokivdon aipoatog avénuévn, yAokoln aipotog
avENUEVN, aplOUOGg OLOTETOM®Y HELUEVOC, KPEATIVIVY aillaTog
avENUEVN, KOALO QHIOTOG LEIMUEVO, COUATIKO BApog LEt@UEVO

Xravieg Ap1Oudg AEVKOKVTTAPOV UEIMUEVOG

* Apwvotpavogepdon tng aiavivng avénuévn (ALT) kot aomapTiki apvoTpavepepdon avénpévn
(AST).

Metd and dwokonr| Bpoyvypdviag Kot pLakpoypoviag Oepaneiog e mpeyKaumaiivn, Exovv mapatnpnOei
oTEPNTIKG cLpTTOUATA. 'EYouv avagepbel Ta mapakdto copntopato: admvio, kKepaialyio, vavtia,
ayyoc, ddppota, YPITAMIEC GLVOPOUO, CTAGLOT, VELPIKOTNTA, KATAOAYT], CLTOKTOVIKOG 100G UOG,
dyog, vepOpwaio Kot COAN. AVTA TO CUUTTMOUOTO EVOEYETOL VO DTTOSNADVOLV (POPLOKEVTIKT
e&aptnom. O acbevrig Bo Tpémet va evnuepdveTon Yo avTd katd Ty évapén tng Oepaneiog.

Avoopikd pe TN d10K0m pokpoypoviag Oepareiog e Tpeykapmaiiv, To S£d0UEVO DTOSEIKVIOVY OTL
1 CLYVOTNTO EUPAVIOTG KoL 1] fOpDTNTA TOV GTEPTTIKOV CUUTTOUATOV UTopel va ivar
docoeLaptopeves (BA. mapaypdpovg 4.2 kot 4.4).

Hodratpiicdg minBuopog

To mpopil acEAAELNG TG TPEYKAUTAAIVIG TOV TOpATNPONKE O TEVTE TOUIIATPIKEC LEAETEG OE
000eVelc e E0TIOKEG EMANTTTIKEG KPIGELS e 1) YPig devTeEPOYEVT] Yevikevon (LeAét
OTOTELECUOATIKOTNTOG Kol 0o@Alelog didpketog 12 efdouddwv oe acbeveic nhikiag 4 £mg 16 etav,
n=295, HeAETN aMOTEAEGUATIKOTNTAG KOl Ac@dAelag d1apkelag 14 nuepmv o€ acbeveic niikiog

1 unvoc €ng kGt TV 4 €TOV, =175, LEAETN PUPUAKOKIVITIKNG Kot LEAETT OVEKTIKOTNTOC, N=65 Kal
V0 peréteg 1 £Tovg, AVOIKTAG EMIGNLOVOTG, LETA TIG LEAETEC 0oPUAELnG, n=54 Kot n=431) tav
TOPOUO10 LE AVTO OV TopatnPNOnKe oTIg peAéTeg evndikov acBevav pe emAnyia. Ot o cuyveg
avemOOUNTEG EVEPYELEC OV TTapoTPNONKay otn perétn 12 efdopddmv pe tn Bepomeio pe
npeykapmoAivn frov vevniia, Topeéia, LoipmEN TOV AVAOTEPOV OVOTVELGTIKOD GLUGTNHIATOG, OpelN
avENUEVT, COUATIKO BApoc avénuévo Kot ptvopapuyyitida. Ot mo cuyvEG avemBOUNTEG EVEPYEIEG TTOV
wopotnpnOnkay ot perétn 14 nuepov pe tn Bepaneio pe Tpeykopmaiivn nTov vavniie, Aoipoén tov
OVAOTEPOL OVOTVELGTIKOV GLGTNOTOG Kot Tupe&ia (PA. mapaypdeovg 4.2, 5.1 kot 5.2).

Avooopd THovoloyoLUEVEV AVETIOVUNTOV EVEQYELDV

H avaeopd mBovoroyoduevmy avemiBounT®y evepyelmy HETd amd T YopnyNn o Adetog Kukhopopiog
TOV QUPUAKEVTIKOD TPOidVTOG eivan onpavtiky. Emitpénet  cuveyn mapakolobnon g oxéong
0PEALOVG-KIVOVVOV TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNTEITOL OO TOVG EXAYYEALOTIEG VYELOG VOl
avVaQEPOVY OTOLEGONTOTE THAVOAOYOVIEVES UVETIOVUNTEG EVEPYELEG LEGM TOL £0VIKOD CLGTNHILATOG
avapopdc: EOvikog Opyavioudc Dopupakwnv, Mecoyeiov 284, GR-15562 Xohapydg, ABnva, TnA: + 30
21 32040380/337, ®a&: + 30 21 06549585, lototonoc: http:/ www.eof.gr.

4.9 Ynaepodocoroyia

2V amoktnbeioa sumepio LETE TNV KLKAOPOPIO TOL PUPHAKOL GTNV 0yOpd, 01 TTO GUYVA
avapePOLEVEG OVETIOOUNTEG EVEPYELES O1 OTO1EG elyav TapatnpnOel e TV VIEPOOGOAIYN O TG
TPEYKAUTOATVIG CUUTEPIAAUPaVAY DITVNALD, GLYYVTIKY KOTAGTOGCT, O1EYEPOT KOl AVIICLYIA.
Avoeépbnkay emiong emANTTIKEG KpioeLs.

X€ OMAVIEG TEPIMTMGELS, EXOVV OvOPEPHE] TEPIGTUTIKA KOUATOC.
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H Bepaneio Tng vrepdocoroying e TPEYKAUTOAIVY TPETEL VO TEPIAAUPAVEL T YEVIKG VTOGTNPIKTIKG.
péTpa ko iIcwg apodion, edv ivon arapaitntn (BA. mapdypago 4.2, IMivakag 1).

5. DOAPMAKOAOI'TKEX IAIOTHTEX

5.1 ®@oppokodovopikéc 1WO10TNTEG

DoppoKoBepamevTIK KaTyopio: AVTIETIANTTIKA, GAAL avTIETANTTIKA, Kodwkog ATC: NO3AX16

H dpaotikn ovoio npeykopumaiivny eivar avéioyn Tov y-aptvofoutupikod 0&E0g
[(S)-3-(apvopédulr)-5-pebovre&ovoikd o&p].

Mnyavioudc dpdonc
H npeykapmaiivny cuvOEETUL GE LU0 ETIKOVPIKT DITOOUAIO (02-0 TPMTEIVN) TWV EVEPYOTOLOVUEVDV OO
Spopd SVVOUIKOD SLVA®Y AGRECTION GTO KEVIPIKO VELPIKO GVGTNUA.

KAwvikn omoteAeoHOTIKOTITO KOl 0GQAAELQ,

NevporaOnriog movog

AmotedeopoTikotnTa £xet detyOel og dokpég yio drafntikn vevpomdbeia, pebepmntiky vevpodryio Kot
BAGPN Tov vortiaiov poeiov. H amotedecpatikdtnto dev Exel diepevvnei oe AALEC LOPPEG
vevupomadOnTiKov TOVOUL.

H mpeykapmaiivn éxet peretnOei og 10 eheyyodpeveg KAVIKEG Sokuég, dtdpketac £wg 13 efdouddwv pe
docoroyia 600 popéc v nuépa (BID) kot didpkeiag Eog 8 efdouddwmv e docoroyia TPES POPEG TNV
nuépa (TID). Fevikd, ta Tpoeik 0oQAAEING KO ATOTELEGLATIKOTITOS Y10 TOL SOGOAOYIKA GYAILOTOL
BID o TID, ftav mopdpoia.

e KAMviKEG doKIEG dtdpketog £m¢ 12 efSoUAS®OV Yio TOV TTEPLPEPIKO KOl TOV KEVIPIKO VEVPOTOONTIKO
novo, peiwon Tov movov mapatnpnnke omd v 1" Efdopdda kat dtatnprinke katd tnv didpkeia tng
Oepameioc.

e eleyyopevec KAVIKES SOKIUEG OTOV TEPLPEPIKO VELPOTAONTIKO TOVO, 35 % TV 00BeVAOY TOL TOLG
yopnynonke mpeykapmaiivn kot 18 % tov achevdv mov eldpfovay eikovikd eappoko, giyav 50 %
PeAtimon oty Babpoioyia mdévov. [Ma tovg acbeveic mov dev mapovsiacay vvniia, avti 1 PeAtioon
napatnpnnke oto 33 % tov acbevadv mov Tovg yopnynnke mpeykoumtaiivn kot 18 % v acbevaov
7ov eAapPavay euovikd papuako. I'ia Toug acbeveig mov Tapovsciacay vIVNAiL, T0 TOCOGTA
avtomokpiong Nrav 48 % yo v mpeyKapmaiivn kot 16 % yia 1o ewovikd eapuoko.

e gheyyOUevN KAVIKY SOKIUT OTOV KEVIPIKO vevpomabntikd movo, 1o 22 % tmv acbevav otovg
omoiovg yopnyndnke mpeykapmaiivn kot to 7 % tov aclevodv mov ehappovay eiovikd eapLoko,
elyav 50 % PBeitioon oty Pabporoyia tdvov.

Emniinyia

SoumAnpopotiky Oepaneio

H mpeykaumorivn éxet peketnOei oe 3 eheyydpeveg kKAMvikég SoKIES d1apkelag Emg 12 efdopdadmv, pe
docoroyia BID 1 TID. I'evikd, Ta Tpo@il ao@AAELNG KOl OTOTEAEGUATIKOTITAG Y10 TO SOGOAOYIKA
oynpato BID kot TID, ftov mopodpoto.

Amd v In Edopdda mapatnpinke pia peiwon otn cuxvotnto TV EMANTTIKOV KPICE®V.
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Hodratpiicdg minBuopog

H acpdlelo kot 1 amoTeEAEGUOTIKOTNTO TG TPEYKAUTOAIVIG OG GUUTANPOUATIKNG Oepameiog yio TNV
emmyio og TodOITPIKovg acbeveic niikiog kato TV 12 £T1d@v Kot pNPoLg, dev Exovv TEKUNPLOOEL.
Ot avemBOUNTEC EVEPYELEG TTOL TOPATNPNONKAY GE Lol LEAETT] POPUAKOKIVITIKNG KOl OVEKTIKOTNTOG,
otV omoia cuppeTeiyav aceveic nhikiag 3 unvav €mg 16 etov (n=0605) pe emANTTIKEG KPIoELS
€0TIOKNG EVapPENG, NTAV TUPOUOLES LLE OVTEC TOV TOPATNPNONKAY 6TOLG eviiAKeC. Ta amoTeAésOTO
pag eEreyyOrevng pte eiovikd eapuako perétng 12 efdopddwv oe 295 modiotpikotc acbeveic nAikiog
4 ¢mg 16 €TV Kot POG EAEYYOUEVNC LE EIKOVIKO PAPLOKO HEAETNG O1apKelag 14 nuepmv o€

175 moudtatpikovg acbeveic nikiog 1 unvog £mg kAT TV 4 €TV, TOL TPOYUOTOTOMONKE Yo Vo
a&roroyn el n omoTEAECSULATIKOTNTO KOl 1] ACQAAELN TNG TPEYKAUTAAIVIG G EMKOVPIKNG Bepameiog
ywo. T Oeparneio EMANTTIKOV Kpioe®mV E0TIOKNG EVapENG Kot dV0 UEAETOV AGOAAELNG OVOIKTNG
emonpavong 1 étovg, otig onoieg coppeteiyav 54 kot 431 tadratpikoi acbeveic, avtioTorya, nAkiog
3 uvov émg 16 €TV pe emAnyia, vTodeikvoouy OtL 1 TopeEia Kot ot AOYUMEELS TOL OVMTEPOL
OVOTVELGTIKOD GLUGTNATOG TOPATPHONKAV M OVETIBVUNTEG EVEPYELEG O GLYVA GE GUYKPLION UE TIG
peAéteg evnlikov acbevav pe emanyia (BA. Tapaypdeovg 4.2, 4.8 kot 5.2).

2NV eAeYYOUEVN LE EIKOVIKO QAPHOKO PEAETN dtdpkelag 12 efdopdadmy, ot TadtaTptkol acheveic
(4 émg 16 etddv) katavepunOnkav ot Aqymn mpeykapmaiivng 2,5 mg/kgmuépa (Léyioto,

150 mg/muépa), mpeykoumaiivng 10 mg/kg/muépa (Léyioto, 600 mg/MUEPQ) 1 EKOVIKOD QAPLLAKOV.
To mocootd TV acbevav pe peloon katd TovAdyiotov 50% TV ETANTTIKOV KPIGEDV EGTIOKNG
évapéng oe cvykplon pe v apyikn Tiun fray 40,6% tov acbevov mov Ehafav Bepaneio pe
npeykapmariivn 10 mg/kgmpépa (p = 0,0068 Evavtt eicovikod eoppdiov), 29,1% tov achevadv Tov
éloPav Bepameia pe mpeykoapmaiivny 2,5 mg/kgmuépa (p = 0,2600 £vovTl EIKOVIKOD QAPLAKOD) KO
22,6% avtdv mov Elafav eovikd GapLaKo.

2V eheyyOUEVT LE EIKOVIKO (ApHOKO HeAéTn Sidpkelag 14 nuepmv, tadrarpikoi acBeveic (1 unvog
£€0¢ KATO TV 4 £T®OV) Katoveundnkayv otn Aqyn npeykouraiivng 7 mg/kgmuépa, mpeykapmoiivng
14 mg/kg/muépa 1 eicovikov eapudkov. H eikoc1tetpdopn SIAUESN GLYVOTNTO EXANTTIK®OV KPIGEDV
Katd TV €vapén Kot tnv terevtaio exickeyn NTov 4,7 kot 3,8 yio v Tpeykapnoiivy 7 mg/kg/muépa,
5,4 ko 1,4 ywo tnv peykapmorivn 14 mg/kg/muépa kot 2,9 kat 2,3 yio 10 €1KoVIKO @apLOKO,
avtiototya. H mpeykapmadiivn 14 mg/kgmuépa peimoe onuovtikd tn AoyaplOukd LETOCYNILOTIGIEVN
CLYVOTNTO EMANTTIKOV KPIGE®V EGTINKNG EVAPENG EVOVTL TOV £1KOVIKOD @appakov (p=0,0223). H
npeykoumarivy 7 mg/kgmuépa dev eppdvice Pedtioon oe oyéon e TO EIKOVIKO PAPLLOKO.

e o eAeyOUEVT] LUE EIKOVIKO QAPLOKO HeAETT dtapkelag 12 efdopnddmv o acbevelg e TpoToyEVEiC
yevikevpéveg tovikokhovikés (Primary Generalized Tonic-Clonic, PGTC) eminmticég kpioetg,

219 acBeveic (nhikiag 5 €wg 65 etdv, ek TV omoiwv, 66 NTav NAkiog 5 g 16 eTdV) KataveundOnkay
o™ Ay apeykoumaiivng 5 mg/kg/muépa (uéytoto 300 mg/Mmuépa), 10 mg/kg/muépa (Léyioto

600 mg/Muépa) N EIKOVIKOD PAPUAKOL MG GVUTANPOUATIKY Ogpaneia. To T0600To TV 000EVAOV L
tovAdyotov 50% peimon 6to Tocootd eminntikdv kpicewv PGTC ftav 41,3%, 38,9% kot 41,7%
v TV Tpeykapumaiivn 5 mg/kgmuépa, v mtpeykapmaiivny 10 mg/kgMmuépa Kot 1o EIKOVIKO
QAapLOKO, avTioTOLYA.

MovoBepaneio (veodrayvmcBévieg acBeveic)

H mpeyxapmorivny éxel peketei oe 1 eheyydpevn kKAvikn pedétn d1aprelag 56 foopddmv e
docoroyia BID. H mpeykapmaiivn dev emédeiée un-KatotepdTnTa £VOVTL TNG AAUOTPLYivg COLO®V
He to TeMKd onpelo NG amovciog oTasH®Y 6Tovg 6 uves. H mpeykoapmaiivny Kot 1 Aapotpryivn
TOPOVGIAGOV TOPOLOLN OCPAAELN KOl KOAT 0VOYT|.

Awrropayn evikevpévov Ayyovg

H mpeykaumorivn éxel peketei oe 6 eheyydueveg dokipuég drapkelag 4-6 efdouddwy, og pio peré
NAKlopévov d1apkelog 8 EBOOUAdmV Kot o8 pio LOKPOXPOVIO LEAETT) TPOANYIG TMV VITOTPOTTMOV, LE
pa SITAG-TOPAT, PACT TPOANYNG TV VITOTPOTAOV SIAPKENG 6 UNVOV.

H avaxoveion amd ta copntopata g ALA, 6nog avtavakidtor oty Kiipoxe Extipnong tov
Hamilton (HAM-A), mapatnpndnke péxpt v 1" EBdopdda.
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e eleyyopevec KAVIKES doKIpEG (d1dpketog 4-8 efdopnadmv), To 52 % Tmv achevav Tov eAdufavay
wpeykapumaiivn kot to 38 % tev achevav mov eddpfovay eiovikd gdpako Ttapovoiocay Pedtioon
Kkatd TovAdyotov 50 % ot cvvolikn PBabupoioyio tng HAM-A tov tehkob onpeiov, og oyéon pe

auTVv TG évapénge.

e eheyyoueveg dokUES, pio peyarbtepn avaroyio acbevav mov eAapupavay Bepaneia pe
mpeykapmaAivn avépepay Bappog dpaong, and 6t acBevelg mov eAdpuPavoy Bepaneio e elKovVikd
(APLOKO, TO OTTOI0 OTESPAE GTNV TAELOYTPI0 TOV TEPIGTATIKMY, LE TN GUVEYICT] TNG XOPYNONS.
OpBaiporoyikdg Ereyyoc (CuUTEPIAAUPAVOLEVOD ELEYYOV OTTIKNG 0EVTNTAS, LeBOdIKOD EAEYYOV
ontikov mediov kat fuBookomikod eAEyyov pe pudpiocn) deinydnke oe avo tov 3.600 acbevov, ota
mhaiolo EleyYOUEVOV KAMVIKOV SOKIUOV. € 0VTOVE TOLG acbeveig 1 omttiky o&vTnTa peudbnke 6to
6,5 % 1oV acbevdv mov erapPavav Bepaneia pe tpeykapuroiivn kot 6to 4,8 % TtV acbevav Tov
ehapPovay Bepameio pe eikovikd eappoko. MetafoAég oto ontikd nedio evromictnkav oto 12,4 %
TV acbevov mov ehduPavay Bepameio pe Tpeykapmolivn kot oto 11,7 % tv acbevodv Tov
erdppavay Oepaneia pe gicovikd eappako. BuBookomikég petaforég mapatnpndnkay oto 1,7 % tov
acBevav mov eAdpPavay Bepaneia pe mpeykapmaiivn kot 610 2,1 % tov acbevov mov eAdpupavoy
Oepameio e eKOVIKO PAPLLOKO.

5.2 ®@oppokoKivnTIKES 1O1O0TNTESG

H @oppokokivntikn g npeyKoumtoiivng o€ otafepomoinuévn katdotoon ival Tapoprolo 6E VYIEIG
eBehoviég, o€ emAnTTKoVg aobeveis, Tov AapPdvouy avTiemANTTIKA Qaprokae Kot 6 acOevelg e
POVI0 TOHVO.

Amoppognon

H npeykapmaiivn, yopnyovuevn ent KeVoy GTOUAYOV, ATOPPOPATIL TAYXEMS, LE TIG LEYIOTEG
GLYKEVIPMGELS 6TO TAAGHO VO EMTLYYAvovTal evtdg 1 dpag petd amd ) yoprynon epdmas i
TOALOTAGVY 00ce@v. H frodiabecipdtnta tng amd Tov GTOUOTOC YOPTYOVUEVNG TPEYKAUTOAIVIG
vroroyileton 0Tt etvo > 90 % kon etvor aveEaptnn g d6one. Metd and emavelAnppévn xopnynon, N
otabepomompévn KoTdotaom emTuyydvetol eviog 24 £wc 48 mpdv. O puBudS aroppodPNoNS TG
TPEYKOUTOAIVIG LELDVETOL OTAV YopnYEiTaL L TPOPT, TPOKOADVTOG Uelmon TNG Cmax kK0Td 25-30 %
TePITOL Kot EMPPASVVOT TOV tmax G TEPiMOL 2,5 dpeg. Evrovtolg, n yopnynon g npeyKopumaiivng
LE TPOQT| OeV €Yl KAMVIKG OMUAVTIKY EMIOpaon 610 Babpd amoppdenong e TpeYKAUTOAIVNG.

Kotavopn

Xe mPOKAMVIKEG LEAETEC, €DElYON OTL 1] TPEYKOUTAAIV SLOTEPVEL TOV ALULATOEYKEPOMKO PPAYLLO GE
poeg, emipveg ko mOnKovg. Edeiydn emiong, 0t1 | mpeykapumaAivn damepvd tov TAAKOOVTO TOV
EMUDOV KO AVELPICKETOL GTO YOAN ONAalOVI®MV EMUDOV. ZTOVG OVOPAOTOVG, 0 PAIVOUEVOS OYKOG
KOTOVOUNG TNG TPEYKAUTOAIVNG LETA TN YOPNYNON amd Tov otopaTog etvan tepimov 0,56 1/kg. H
TPEYKAUTOAIVT) OEV GUVOEETUL UE TIC TPWOTEIVEC TOV TAAGLATOC.

Buoustaoynuotiopuog

H npeykapmaiivn veictoton aonpovto petofoAloud otov avipmmo. Metd amd yoprynon
POSIOETIOTLOGLLEVTG TPEYKAUTAAIVIG, TTEPimOL To 98 % Tng padievépyelag Tov avaktinke ota ovpa
ntav apetdfintm npeykopmorivn. To N-pebBviiopévo Topdymyo g TpeyKapmoriving, Tov KOPLov
petapoiritn mg mpeykapraiivig mov gvronicOnke ota ovpa, aviiotoryovse 6to 0,9 % trng doomne. Xe
TPOKAVIKEG PEAETEC, dEV VTN PYOV EVOEIEEIC PAKEUOTOINONG TOV S-EVOVTIOUEPOVS TNG TPEYKAUTAAIVIG
oe R-gvavtiopepés.

Amofoin

H mpeykoumorivn amofaiietal omd T CLGTNUATIKY KUKAOPOpPia KuPImE e amEKKPIoT 0d TOVG
VEQPOVGS, O OUETAPANTO PAPLOKO.

O péoog ypovog Nulmng ¢ amofoing e mpeykapumoiivng eivar 6,3 mpec. H kaBapon and to
TAQG O KoL 1] VEQPIKY| kdBapor g TpeyKapmorivng eitvar evBémc avaloyeg g KaBapong g
Kkpeatwvivng (BA. Tapdypago 5.2 Neppikn duciettovpyia).
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Eivar amapaitn n wpocappoyn g d0ong o acheveic pe pelwpévn veppikn Asttovpyio 1 6€
acBeveic mov kévouvv apodtdion (BA. mapdypago 4.2, ITivaka 1).

Cpappikéno/un ypopukdtnto

H poppokokivntikny g mpeyKapumaiivng eivot ypoppKn yio To €0pog TG CUVIGTAOUEVNG UEPTOLOG
docoroyiag. H petald atopmv QoplokokivnTiKh LETOPANTOTNTO Yio TNV TPEYKOUTAAIVY elval YounAn
(<20 %). H @apuaxokvnTikn Tov ToAariov 0cemv purnopel vo, tpoPrepbel amd ta ototyeia Tov
amaé d6cewv. Emopévac, dev givat amapaitntn 1 LETPNOT TOV GUYKEVIPOCE®DVY TNG TPEYKAUTOAIVIG
0TO0 TAAGLLO, €Tl TOKTIKNG Pdoemd.

dovro
Ot KMVIKEG QOKIUEG VTTOJELKVOOVY OTL TO PUAO eV EYEL KAVIKA GTUOVTIKTY EMIOPAOT OTIG
GUYKEVIPMGELS TNE TPEYKAUTUAIVIG OTO TAGGCLLA.

Neopikn dvocAieitovpyia

H xéBapon ¢ mpeykapmarivng etvar evBémc avarloyn g kdbapong kpeatwvivng. EmmAéov,
TPEYKOUTOAIVT] OTOUAKPOVETUL ATOTEAEGLOTIKG 0td TO TAAGLO, UE alpodtoAlon (UeTd amd cuvedpia
LLOSWAIONG 4 ®PAOV, 01 GUYKEVIPDGELG TNG TPEYKUUTOAIVIG GTO TAAGLLO LELDVOVTOL KOTE TEPITOV
50 %). KaBdc n veppin| amékipion elvar 1 kupa 080G amékkpiong, 1 Heiwon tng 06ons o acbeveig
LLE VEQPIKT OLGAEITOLPYIO KOl CUUTANP®UATIKY 0001 PETA amd aplodtdAlon, ivar amapaitntn (BA.
nmapdypago 4.2, Ilivaxa 1).

Hratikn dvciettovpyia

Agv &govv de€oyOel e1d1kég pappakokivnTikég pedéteg o€ acbeveic pe nratiky sveiettovpyio. Kabmhg
N TpeyKapmoAivn dev PHETOOMEETAL ONUAVTIKA Kol OTEKKPIVETOL KUPIMG O OUETAPANTO PAPLOKO GTA
obpa, N NTATIKY SvsAetTovpyia, dev AVAUEVETAL VO LETABAAAEL CNLLOVTIKA T ETITESQ TNG
TPEYKAUTAAIVIG OTO TAUGLLAL.

Hodwotpucde Tinbovoude

H poppoakokivntikny g npeykoumarivng a&loloyndnke oe madiotpikovg acbeveic pe emanyio
(MAuokég opddeg: 1 émg 23 unvav, 2 g 6 eTmv, 7 ¢oc 11 et@v kot 12 émg 16 e1dv) o€ enineda
docoroyiag 2,5, 5, 10 ko 15 mg/kg/muépa, oe pio HELETN QOUPUOKOKIVITIKNG KOl AVEKTIKOTNTAG.

Metd v amd TOV GTOUATOG XOPNYNOT TG TPEYKAUTOAIVIG 08 TandlaTpikovg acheveic 6€ KOTAGTOON
ynoTeiog, 0 ¥pOVOG OV YPEIACTNKE Y10 TNV EMTELEN UEYIGTNG GLYKEVIPMOOTG GTO TAUCLO N)TOV,
YEVIKA, TOPOLOL0G GE OAOKAN PN TNV NAIKLOKT opdda kat emitevydnke 0,5 dpeg £o¢ 2 dpeg petd ™
Xopfynon g doong.

O1 mopdperpol Crax kot AUC g mpeykapmaiivng avEndnKay ypappkd oe oxéomn pHe Ty avénon g
d0oong o Kabe nikiokn opdda. H AUC frav yapmAdtepn katd 30 % oe mardiatpikong acbeveic pe
Bapoc kdtw amd 30 kg, Loym avénpuévng kKaBopong TPocapUOGHEVTG GTO GMUOTIKO Bdpog kotd 43 %
Yo aLTOVG TOVG acbeveic, oe cVUYKploN e Tovg acbeveig e Bapog > 30 kg.

O 1eMKO¢ ¥pdvoc NUEONG TNG TPEYKAUTOAVIG Tav Katd péco 6po mepimov 3 o¢ 4 dpeg o€
Todlatpikovg acbeveic nlikiog €mg 6 eTdv, kol 4 £mg 6 dpeg oTovg acbeveic nAikiog 7 TV Kol GV,

H avdivon eoppokokivntikig Tov tAnbucpot £deiEe 1L 1 kdBapon TG KPeaTvivig NTav GNLOVTIKY
GUUUETOPANTA TNG KABOpo™NG TG Amd TOV GTOLOTOC TPEYKUUTOAIVIG, OTL TO GCOUOTIKO Papog fTav
OTUOVTIKT] CUUUETABANTI TOV QAVOLEVOL OYKOV KOTOVOUNG TNG OO TOV GTOUOTOG TPEYKAUTOAIVIG
Kol OTL AVTEG O GYECELG NTOV TOPOLOLEC GTOVE TALSIUTPIKOVS KOl TOVG EVIAIKEC acBeveic.

H poppokokivntikn g npeykopumaiivng og acbeveic niikiog kéto tov 3 unvov oev £xet peketndet
(BA. mopaypdeovg 4.2, 4.8 kot 5.1).
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Hlxuouévor

H kd&Bapon g mpeykapumaiivng teivel va peidverol kobdmg avEdveton n niikio. H peimon avtr oty
KdBapo™ TOL ATd TOV GTOLATOG YOPNYOVUEVNG TPEYKAUTAAIVIG Elval GOUE®YT [E TN PEION TNG
KkdBapong g kpeatvivng Tov oyetiCeton pe v avénon g nAkioc. [MBavov va ypelocdei peimon
Mg 00G0A0Yi0G TNG TPEYKAUTAAivNg og acBeveic mov mapovstdlovy peimor TG vepPIKng Asttovpyiog
mov oyetileton pe v niia (BA. mapdypao 4.2, IMivoka 1).

OnAdlovoeg unTépeg

H pappokoxivntikn 150 mg wpeykopmaiiving yopnyovpevng kabe 12 opeg (nuepnota 66om 300 mg)
a&lohoynOnke oe 10 OnAdlovoeg yovaikeg petd and 12 gfdoudadeg Aoyeiag tovidyiotov. H yarovyia
eMNPEacE EAIYIOTO EMG KAOOAOV TN PAPUOKOKIVITIKY TNG Ttpeykapumaiivng. H mpeykopumaiivn
ameKKpiONKe 6TO UNTPIKO YOAQ LE PHEGES GUYKEVTIPMOGELS GTAOEPOTOMUEVNG KATAGTOGTG TTOL
avTIeTOLYoVV mEPinov oto 76% exelvav Tov untpikov mAdcopatos. H extipdpevn d6om 6to Bpépog
0o TO UNTPIKO YAAO (EKTIHMVTOG TNV HECT] KaTOVAA®S Yahaktog 150 ml/kg/muépa) yia Tig yovaikeg
mov AdpPavay 300 mgmuépa i T péyiotn d06on Twv 600 mg/Mmuépa o ftav 0,31 1

0,62 mg/kg/mpépa, aviiotoiyms. AvTég Ol EKTIULMUEVEG dOGELS glvar Tepimov 10 7% TNG GLVOAIKNG
NUEPNOLG UNTPIKNG 060N oe Pdon mg/kg.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

e ouvnbeic eoppakoroyikés peéteg acpaleiog oe (ma, 1 TPEYKOUTAAIV NTOV KOADG OVEKTH GE
avdAoyeg BOGELS, LLE QVTEG TTOV YPTCILOTOLOVVTAL TNV KAWIKN TTpdén. Te pehéteg ToEKoTTog
EMOVOAQUPOVOLEVTG JOCOAOYING, G EMIHVEG Kot TONKOVE Tapatnpnonkay avidpdoelg Tov KNZ,
GUUTEPIAAUPBAVOUEVIC TNG VITOKIVITIKOTNTOC, VIEPKIVNTIKOTNTAG Kot otaliog. AvEnpévn cuyvotnta
atpopiag Tov AUEPANGTPOEIBOVS, TOL GLYVA TOPATPEITOL GE NAKIOUEVOVS ETIUVES LUE AAPIVIGHO,
mopatnpnOnke petd amd pakpoypdvia £KBecT oe TPEYKAUTOAivY 5 Qopéc > amd T péon Ekbeon Tov
avOpOTOL 6T HEYIGTY] GUVIGTAOUEVT] KMVIKT d00T).

H mpeykapmorivn dev givar tepatoydvog og pieg, emipeg 1 kovikhove. H mpeykapunaiivn tpokdiece
eUPPLOTOEIKOTNTO G EMIPVES KOl KOVIKAOVG HOVOV HETA 0t £KOEOT EXAPKADG LeYOADTEPT) OO TNV
éxbeom tov avOpmdmov. Xe PHEAETEG TPOYEVVI|TIKNG/ LETAYEVVITIKNG TOEIKOTNTAG, 1] TPEYKAUTOAIVY
TPOKAAEGE TOEIKOTNTA GTNV AVATTUEN TMV ATOYOVMV GE EMiLEG HeTd and EkBeon > 2 popéc amd ™
LEYIGTN cvvicTOpevn €kBeon Tov avBpodmov.

AvemBounTteg MOPACELS GTN YOVILOTNTO, GE PCEVIKOVS Kot OnAvkodg apovpaiovg, tapatnpnonkoy
puévo oe ekbéoelg apketd vVYNAOTEPEG TG BepamenTikng EkBeons. AvemBounteg emdpacelg ot
OPGEVIKA OPYAVA OVOTTOPOYMYNG KO GTIG TOPUUETPOVE TOV CTEPLATOS NTUV OVOCTPEWYILEG KOt
eppavicOniay povo oe ekBécelc apketd VYNAOTEPEG NG Bepamentikng ékBeong N oyetioTnKav pe
avBopunTeS S10d1KAGTIEC EKPHAIONG GTO OPCEVIKA OPYOVO AVATAPOY®YNG TOV APOLPOIOV. ZVVET®DG, Ot
emdpdoeis Bewpeitar 6TL Exovv pkpn 1 KaBdrhov KAvikn onpacio.

H mpeykapmorivn dev €xetl yovidloto&ikn dpaot, PACEL TOV OTOTEAEGUAT®V HOG GEPAG SOKIUDY
in vitro Ko in vivo.

Aleteig pehéteg KapKIvoyEVeESNC e TPEYKAUTaAiv, dteEnybnoav o emipveg kot poec. Agv
TopaTNPRONKay 0YKOl G€ EMIPVEG, GTOVG 0TOi0VG YOpPNYRONKAY dOGEIS £0G 24 OPEG PEYOADTEPES OO
v péon €kbeon tov avBpdTOV GTN UEYIGTN CLUVIGTOUEVT KAWVIKT 06on Tev 600 mg/muépa. Ztovg
nogg, dev TapatnpnOnke avénUévn cuxvoOTNTO EUPAVIOTG OYKWOV, GE SOGEIC TAPOLOLES LIE TNV LECT
éxbeom tov avBpmdmov, aAAd TapaTnpROnKe oaLENUEV GLYVOTNTA ELPAVIONG OLAYYEIOGUPKMOUATOV
oe VYNAOTEPES 805¢E1S. O PN-YovidloToEIKOG UNYAVIGUOGC GYNUOTIGHOD OYK®V, OPEIMOUEVOV GTNV
TPEYKAUTOAIVT, GTOVG POES, TEPIAaUPaveL LETAPBOAEG OTO OUOTETAALD KOl GLGYETILOUEVO
TOAAATTAOGLOGUO TOV EVOOOINAOK®Y KUTTAP®V. AVTEG O HETAROAEG GTOL ALOTETAAN OEV
TopaTNPNONKAY 6TOVG EMPVEG 1| 6TOVG AvOpdOTOVG, OTWOS PaiveTol amd Bpoyvmpddecua Kot
TEPLOPIGUEVA LOKPOTPOBET LA KAVIKA ded0UEVA. AEV VTLAPYOVY GTOLYEIN TOV VO VITOSEIKVIOLV
GYETIKO KivOUVOo 6TOVG avOpdIOovg.
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Y& aVAIKOLG EMHVEG 01 LOPPEG TOEIKOTNTOC OEV SLAPEPOVY TOLOTIKE OO CLTEG TOV TOPATIPHONKOV
o€ eVAKOLG emipveg. 201000, 01 AviALKOL ETipVES givat o gvaicOntotl. Ze Oepamevtikég exbéoelg,
gpoaviotnkav KAvikd onpeio omd 1o Kevipikd Nevpikd ZOotnpa, 0TmG VTEPKIVITIKOTITO Kot
TPLYUOG 00OVTIMV Ko KATOLEG 0AAUYEG OTNV avaTTLEN (TOPOSIKN KATAGTOAT TG avENong Tov
copatikov Bapovg). apatnpribnkav emdpdoelg otov KOKAO 0ioTpov, oe Bepanevtikég ekBécelc
TEVTOMAAGLEC 0d TIG GLVNBELS TOV aVOP®OTOV. MElWUEVN avTIOPOOT O aLPVIOLO AKOVGTIKE
epebioparta TapatnpnOnke oe aviikovg enipveg 1-2 gfdopddec petd and £kbeon > 2 @opéc amd ™
Oepamevtikn £kbBeon Tov avBpmmov. Evvéa efdopddeg petd amd ékbeom ovtn 1 avtidpacn dev
TOPAUTNPEITO TAEOV.

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Koatdahroyog ekdoyomv

Pregabalin Sandoz 25, 300 mg ckAnpa Kowaxio,

Ilepieydpevo kawaxiov
IIpolelativomompévo dpvio apafocitov
Apvio apapocitov

Tahkng

Kélopog kawakxiov

Zehativn

Awo&eido tov titaviov (E 171)
Oé&eido Tov adnpov kitpvo (E 172)
Oé&eidro Tov aompov epvdpd (E 172)
0&eidio Tov anpov pérav (E 172)

Pregabalin Sandoz 50 mg oxAnpd kawaxio

Tlepreyousvo Kowakiov
IIpolelativomompévo dpvio apafocitov
Apvio apapocitov

Tahkng

Kéhvog koyokiov

Zehativn

Awo&eidro tov tiraviov (E 171)
Oé&geido Tov adnpov kitpvo (E 172)

Pregabalin Sandoz 75, 100, 200, 225 mg ckAnpd KowaKio

Hepieyduevo kayokiov
[poleratvomompévo dpvro apafocitov
Apvio apafocitov

TéAxnc

KéAvooc kawakiov

Zeghativn

Awo&eido tov tiraviov (E 171)
O&eidro Tov odnpov kitpwvo (E 172)
Oé&eido Tov adMpov epvbpd (E 172)
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Pregabalin Sandoz 150 mg cxkAnpd kawaxio

Hepreyduevo kayoakiov
[poleratvomompévo dpvro apafocitov
Apvio apafocitov

Tékng

Ké\opog kawakxiov
Zehativn
Awo&eido tov tiraviov (E 171)

6.2 Aocvpparotnreg

Agv gpappodletar.

6.3 Awdpkero ong

3 xpovia.

Pregabalin Sandoz 25, 50, 75, 150, 300 mg cxAnpd KoyaKio
Metd 1o Tp®dTO dvorypa TOV TEPLEKTN: 6 UVEC.

6.4 Iowitepeg Tpo@LAGEELS KOTE TN PVAAEN TOV TPOIGVTOG
Mn evAdocete o€ Beppokpacio peyarvtepn tov 25 °C.

6.5 @von Kol GLOTATIKA TOV TEPLEKTN

Pregabalin Sandoz 25 mg oxinpd kawdakio

PVC/PVDC//Alu xoyéhn.
[Tepréxtng morvatBvieviov vyning mokvotntag (HDPE) pe fdmwtd nopa and molvmponviévio (PP).

Meyé0n cuokevaciag:

Yvokevaoieg kKoyéANG: 14, 28, 56, 70, 84, 100 1 120 oxinpd Koydkia.
Yvokevaoiec KOYEANG (Lovadmy 06ong): 56 x 1, 84 x 11 100 x 1 oxAnpd konydKioL.
Yvokevaoieg meptéktn: 200 oKANPA KoyaKia.

Pregabalin Sandoz 50 mg ockAnpd kowaxio,
PVC/PVDC//Alu koyé.
[Tepéxtng morlvaBvieviov vyning Tokvotntag (HDPE) pe fdwtd nopa and morlvmponviévio (PP).

Meyébn cvokevacioc:

Yvokevacieg koyéang: 14, 21, 28, 56, 84 11 100 oxAnpd Koydxia.
Yvokevaoieg KOWEANG (Lovadwv 060mc): 84 X 1 okANpd Koydiia.
Yvokevaocieg meptéktn: 200 okAnpd Kokl

Pregabalin Sandoz 75 mg oxinpd kowakio
PVC/PVDC//Alu xoyén.
ITepiéxtng morvaBvieviov vynAng mokvotntag (HDPE) pe Bdwtd ndpo and moivnponviévio (PP).

MevyéOn cvokevocioc:

Yvokevaoiec koyéang: 14, 21, 28, 56, 70, 84, 100 1 120 okAnpd koydikio.

Yvokevaoieg KOWEANG (Lovadwy 06onc): 14x 1,56 x 1,84 x 1,100x 11210 x 1 (3 x 70) oxAnpd
KO AKLOL.

Yvokevaoieg mepiéktn: 100, 200 1 250 oxAnpd koK.
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Pregabalin Sandoz 100 mg ckAnpd KowaKio
PVC/PVDC//Alu xoyén.

Meyéfn cvokevaciog:
Yvokevaoieg KoyéAng: 14, 21, 28, 56, 84 11 100 oxAnpd koydxio.
Yvokevaoiec KOYEANG (Lovadmy 06omg): 84 x 1 1 100 x 1 okAnpd Kaydkia.

Pregabalin Sandoz 150 mg cxAnpd KoydKio
PVC/PVDC//Alu koyé.
[Tepéxtng morlvabvieviov vyning Tokvottag (HDPE) pe fowtd noua and morlvmponviévio (PP).

Mevyéhn cvokevocioc:

Yvokevaoieg koyéang: 14, 21, 28, 56, 70, 84, 100 1} 120 oxAnpd koydkio

Yvokevaoieg KOWEANG (Lovadwv d06ong): 56 x 1,84 x 1, 100 x 1 210 x 1 (3 x 70) oxAnpd KoydxKio
Yvokevaocieg mepiéktn: 100, 200 1 250 oxAnpd koyakio.

Pregabalin Sandoz 200 mg ckAnpd KowaKio
PVC/PVDC//Alu xoyéln.

Meyébn cvokevacioc:
Yvokevaoieg kKoyEANG: 21, 28, 84 1 100 oxAnpd KoydKio
Yvokevaoiec KOWEANG (Lovadwv 06onc): 84 x 1 1 100 x 1 oxinpd Koydkia

Pregabalin Sandoz 225 mg ckAnpd Kowakio
PVC/PVDC//Alu xoyéln.

MeyéOn cuokevacioc:
Blister packs: 14, 56, 70, 84, 100 1} 120 oxAnpd koydxio

Pregabalin Sandoz 300 mg okAnpd kowydKio
PVC/PVDC//Alu xoyéhn.
[Tepréxtng morvatBvieviov vyning mokvotntag (HDPE) pe fdmwtd nopa and molvmponviévio (PP).

Meyé0n cuokevaciag:

Yvokevaoieg KOWEANG: 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) 11 120 (2 x 60) cxinpd

Koy aKLo

Yvokevacieg KOYEANG (Lovadmy 06omg): 56 x 1,84 x1(2x42),100x1,100x 1 (2x50)n210x1(3
x 70) oxAnpd Konydxiol

Yvokevaoieg mepiektn: 100, 200 7 250 oxinpd koydakio

Mmropei va unv KuKAOQPOPOLY OAEG Ol GUGKEVAGIEC.
6.6 Iowitepeg TPOPULAGEELS OTOPPLYNGS KUl GALOS YELPIGIOG

Kopia g1dtkn vroypémon yio amdppuy.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
A-6250 Kundl
Avotpia
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8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

Pregabalin Sandoz 25 mg oxkAnpd Kawaxio
EU/1/15/1011/001-010
EU/1/15/1011/085

Pregabalin Sandoz 50 mg oxkAnpd Kawaxio
EU/1/15/1011/011-017
EU/1/15/1011/084

Pregabalin Sandoz 75 mg ckAnpd kawaxio
EU/1/15/1011/018-033

Pregabalin Sandoz 100 mg oxkAnpd kawaxKio
EU/1/15/1011/034-041

Pregabalin Sandoz 150 mg oxAnpd kawaxio
EU/1/15/1011/042-056

Pregabalin Sandoz 200 mg oxAnpd kawaxKio
EU/1/15/1011/057-062

Pregabalin Sandoz 225 mg okAnpd KowaxKio
EU/1/15/1011/063-068

Pregabalin Sandoz 300 mg oxkAnpd Kowaxio
EU/1/15/1011/069-083
EU/1/15/1011/086-087

9. HMEPOMHNIA IMPQTHX EI'KPIZTHX/ANANEQXHY. THX AAEIAX
Huepopunvia zpmtnc €ykpiong: 19 Iovviov 2015
Huepopunvia tedevtaiog avavémong: 19 Tovviov 2020

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMENOY

Aentopepeic TANPOPOpPIES Y10 TO TAPOV PAPLOKEVTIKO TPOidV givar dtabéoieg oTov dikTLoKd TOTO
tov Evponaikod Opyavicuov Gapudkmyv http://www.ema.europa.eu.
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ITAPAPTHMA 11

IHAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH
TON ITAPTIAQN

OPOI'H IEPIOPIEMOI XXETIKA ME TH AIAOEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXIMATIKH XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX
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A. TAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN ATIOAEXMEYXH TQON
IMAPTIAQN

Ovopa kai d1evfvven tov(twv) Topackevost(®V) ToL gival vtevhuvoc(ot) yio TNV aT0odEGUEVCT] TV
TaPTId @V

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
XroPBevia

Salutas Pharma GmbH
Otto-von-Guericke Allee 1
D-39179 Barleben
T'eppovia

210 €VTUTO PUAAO 00N YLDV YPHIONG TOL POPUUKEVTIKOD TPOTOVTOG TPEMEL VOL AVAYPAPETAL TO GVOLLOL
Kot 1 31evBVveN TOL TAPACKELOGTN TOL Eival VIEHOVVOG Y10 TNV ATOSEGUEVCT] TG CYETIKNG TAPTIOOC.

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

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LOTPIKT) CLVTOYT.

I AAAOI OPOI KAI ATTAITHZEIX THZ AAEIAYX KYKAO®OPIAXZ
. Ex0¢cg1g meprodiknig mapaxorovdnong tng aoc@dareias (PSURS)

Ot amoutioelg yio v vwofoin twv PSURS Yo 10 v Ady® appakevtikd Tpoidév opilovion tov
KaTdAoYo e Tig nuepounvieg avapopdg e Evoong (katdhoyog EURD) mov mapatifetal otnv
apdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakoiovdng enkaipomroinong
OT®MG ONUOCIEVETAL GTIV EVPMTOIKT] SIKTLOKT TOAN Y10, TO PAPLAKAL.

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

. Yyéo1o owuyeipiong kKivovvov (XAK)

O Karoyog Adetag Kvkiopopiag (KAK) Oa die&aydyet Tig amaitodueves SpacTtnploTnTeES Kot
TOPEUPAGELS PAPLOKOETAYPVTVIONG 0TS Tapovotdlovtal 6to cupeavndéy ZAK mov tapovoidletan
oty evotnta 1.8.2 ¢ adetog KuKAOPOPIaG Kol OTOIECONTOTE EMAKOAOVOESG EYKEKPIUEVEG
avaBewpnoelg Tov TAK.

‘Eva emucaportompévo XAK Oa mpénet va katotedei:

. Metd and aitmpo tov Evporaikod Opyavicpod @appakov,

. OnotedNmoTE TPOTOMOLEITAL TO GVGTNUA. SL0YEIPLONC KIVOHVOD, EWOIKE MG ATOTELEGLLO ANYNG
VE®V TANPOPOPIDOV TOV HTOPOVV VOl EMPEPOVY GNLAVTIKN GAAAYT OTH GYECT] 0PEALOVS-KIVOHVOL
N ®OG ATOTEAEG LA TNG EMITEVENG EVOG OTLLOVTIKOD OPOGTLLOV (POPUOKOETOYPOTVIION 1
glayrotonmoinon Kivdvvov).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A.EIIIXHMANXH
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 25 mg oxinpd kaydakio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio tepiéyel 25 mg TpeyKaUmToAivng.

|3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd koKl

28 oKxAnpa KayaKio

56 oKAnpd KoyaKio

70 okAnpa Koy aKio

84 cKnpd KoyaxKio

100 oxAnpd Koyakio
120 okAnpa Koydxio

56 x 1 okAnpa Koo
84 x 1 okAnpa Koyaxio
100 x 1 oxAnpd Koyakio,

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GUALO 0INYIDV YPNONG TPV AT TN YPNON.
Amo6 otONATOG YP1oN.

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

Na pvidooetar o€ Béom, v onoia dev PAETOLV Kat dev Tpooeyyilovv Ta TOdIdL.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn guldooete o€ Oeppokpacio peyorlvtepn tov 25 °C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/001-010

13. APIOMOZX ITAPTIAAX

Moprida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOI0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIHAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 25 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BivTo, LovadtKo avoyVOPLOTIKO KMOKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 25 mg oxAnpd koydKio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAEIJIAY. KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IEPIEKTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 25 mg oxAnpd ko dKio
TPEYKAUTOAIVY

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e cicdnpd koydkio mepéyet 25 mg mpeyKoumaAivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

200 cKAnpd KoyaKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOLddL.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHZ

AHEH
Noa ypnoiponoteitol pésa og 6 PVEC LETE TO TPDOTO AVOLYLLOL.

9. EIAIKEX XYNOHKEY OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/085

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

E&wtepuco xovti: Pregabalin Sandoz 25 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

E&wtepikd kovri:
PC {op1Opog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 50 mg oxAnpd kayakio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio tepiéyet S0 mg TpeyKapmoiivng.

|3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpa KayaKio

28 oKAnpa Koydikio

56 cKANpa KoyoaKilo

84 cKnpd KoyaxKio
100 oxAnpd KoyaxKio
84 x 1 okAnpa Koyaxio

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GUAAO 0INYIDV YPNONG TPV AT TN YPNON.
Ao otoOUATOG Yp1oN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn guldooete o€ Oeppokpacio peyorlvtepn tov 25 °C.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/011-017

13. APIOMOZX ITAPTIAAX

Moprida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOI0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 50 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BivTo, LovadtKo avoyVOPLOTIKO KMOKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 50 mg oxAnpd koydKio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

34




ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IEPIEKTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 50 mg oxAnpd koydKio
TPEYKAUTOAIVY

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e oicdnpd kaydkio mepéyxet S0 mg mpeyKoumaAivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

200 cKAnpd KoyaKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOLddL.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

AHEH
Noa ypnoiponoteitol pésa og 6 PVEC LETE TO TPDOTO AVOLYLLOL.

9. EIAIKEX XYNOHKEY OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25 °C.

35



10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

‘ 12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/084

‘ 13. APIOMOX ITAPTIAAX

MMoprioa

14. TENIKH KATATAEH I'lA TH ATAOGEXH

DopUAKELTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT) CLVTOYT.

| 15. OAHTIEL XPHEHX

‘ 16. NAHPO®OPIEX XE BRAILLE

E&wmtepuco xovti: Pregabalin Sandoz 50 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIASTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0T0G YPAUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO AVAYVOPLGTIKO KMOIKO.

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

E&wtepkd kovri:
PC {apBpoc}
SN {apOuoc}
NN {ap1Buoc}
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IEPIEKTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 75 mg oxAnpd konydKio
TPEYKAUTOAIVY

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe cicdnpd koydkio meptéyetl 75 mg mpeyKoumaAivg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 oxAnpd KoyaxKio
200 oxAnpd KoyaKio
250 oxAnpd KoyaKilo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OALO 0INYIDV YPNONG TPV AT TN (P |ON.
Amo6 otOUATOG YPNoN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLY Kal dev Tpooeyyilovv Ta Toud1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
XpNoomomote eVIOc 6 Unvav HETE TO TPATO AVOLYLLA.

9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/031-033

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

E&wtepiko xovti: Pregabalin Sandoz 75 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

E&wtepikd kovri:
PC {op1Opog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 75 mg oxinpd kaydakio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio tepiéyel 75 mg TpeyKopmoiivng.

|3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpa KayaKio

28 oKAnpa Koydikio

56 cKANpa KoyoaKilo

70 oxAnpa KoyaKio

84 oxnpd KoyaxKio
100 okAnpa Koydxio
120 oxAnpa KoyaxKio
14 x 1 oxAnpd KoyaKio
56 x 1 okAnpa Koyaxio
84 x 1 oxAnpd koydxio
100 x 1 okAnpd KayaKio

5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO

AEN ITPOZEITIZOYN TA ITAIATA

MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI

Na pvidooetal o€ 0éom, TV onoia dev PAETOLY Kot dgv TPooeyyilovy Ta TULdIA.

7. AAAH(EY) EIATIKH(EYX) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEYX OYAAZHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/018-029

13. APIOMOZX ITAPTIAAX

Moprtida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokeLTIKO TPOTOV Y10 TO OTOI0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 75 mg

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

A163106T0T0C YPOUU®TOC KddKag (2D) mov épet Tov TepAn@BEvTo, LovadKO aVoyVOPLOTIKO KMOIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {op1Ouog}
SN {ap1Opog}
NN {ap1Ouog}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKH EINIXHMANXH ITIOAYXYXKEYAXIAYX ME IIEPITYAI'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 75 mg oxAnpd konydKio
TPEYKAUTOAIVY

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EYX)

Kabe cicdnpd koydkio meptéyetl 75 mg mpeyKoumaAivg.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

MoAvovokevasio: 210 x 1 (3 cvokevacieg tawv 70 X 1) okAnpd KayakKio.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0ONYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na puidooetar o€ 0éom, v onoia dev PAETOVV Kat dev Tpooeyyilovv Ta TOLddL.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8.  HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEYX XYNOHKEYX OYAAZHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/030

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d100T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TEPIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC {op1Opog}
SN {ap1Opog}
NN {ap1Ouog}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ITOAYXYXKEYAZXIEY — XQPIX BLUE BOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 75 mg oxinpd kaydakio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyel 75 mg TpeyKapmoiivng.

| 3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

70 x 1 oxAnpd koydkio. Tunua mroAvevckevaciog, dev uropei va noindei Eexopiotd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPAcTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Amo6 otOUATOG YPNoN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY ®YAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/030

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 75 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 75 mg oxAnpd konydKio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 100 mg 6xAnpd Koydkio
TPEYKAUTOAIV

2.  TYNOEZIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyet 100 mg mpeykapmaiivng.

|3.  KATAAOIOX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpa KayaKio

28 oKAnpa Koydikio

56 cKANpa KoyoaKilo

84 cKnpd KoyaxKio

100 oxAnpd KoyaxKio

84 x 1 okAnpa Koyaxio
100 x 1 okAnpd Koyakio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

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

Na evidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPooeyYilovv Ta, TOLOA.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn guldooete o€ Oeppokpacio peyorlvtepn tov 25 °C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/034-041

13. APIOMOZX ITAPTIAAX

Moprida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOI0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 100 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BivTo, LovadtKo avoyVOPLOTIKO KMOKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 100 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA

49




ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IEPIEKTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 150 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. YXYNGOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe ordnpd kaydkio mepiéyet 150 mg npeyxopumarivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 oxAnpd KoyaxKio
200 oxAnpd KoyaKio
250 oxAnpd KoyaKilo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OALO 0INYIDV YPNONG TPV AT TN (P |ON.
Amo6 otOUATOG YPNoN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
XpNoomomote EVIOS 6 UNvoV LETE TO TPATO AVOLYLLA.

9. EIAIKEYX XYNOHKEYX OYAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/054-056

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

E&mtepiko xovti: Pregabalin Sandoz 150 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

E&wtepikd kovri:
PC {op1Opog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 150 mg cxAnpd Koydkio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyetl 150 mg mpeykapmaiivng.

|3.  KATAAOIOX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd kaydKio

21 oxnpa KayaKio

28 oKAnpa Koydikio

56 cKANpa KoyoaKilo

70 oxAnpa KoyaKio

84 oxnpd KoyaxKio
100 okAnpa Koydxio
120 oxAnpa KoyaxKio
56 x 1 oxAnpd Koydicio
84 x 1 okAnpa Koyaxio
100 x 1 okAnpd Kayakio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Ao otOUATOG YPNoN.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO

AEN ITPOZEITIZOYN TA ITAIAIA

MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toud1d.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn gvAldooete o€ Oeppoxpacio peyorvtepn tov 25 °C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/042-052

13. APIOMOZX ITAPTIAAX

Moprida

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOI0 ATOITEITAL LTPIKT) GLVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 150 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAn@BivTo, LovadtKo avoyVOPLOTIKO KMOKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKH EINIXHMANXH ITIOAYXYXKEYAXIAYX ME IIEPITYAI'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 150 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. YXYNGOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe ordnpd kaydkio mepiéyet 150 mg npeyxopumarivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

MoAvovokevacio: 210 x 1 (3 cvokevacieg tawv 70 X 1) okAnpd KayaKio.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote T0 POALO 0ONYIOV XPHONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATA

Na puidooetar o€ 0éom, v onoia dev PAETOVV Kat dev Tpooeyyilovv Ta TOLddL.

‘ 7. AAAH(EY) EIATIKH(EY) ITPOEIAOTIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEYX XYNOHKEYX OYAAZHX

Mn gpuAdooete og Beppokpacio peyaivtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/053

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d100T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TEPIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC {op1Opog}
SN {ap1Opog}
NN {ap1Ouog}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ITOAYXYXKEYAZXIEY — XQPIX BLUE BOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 150 mg cxAnpd Koydkio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio tepiéyet 150 mg mpeykoapmaiivig.

|3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

70 x 1 oxdAnpd koydkio. Tunua mroAveuckevaciog, dev uropel va toindei Eexopiotd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPAcTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Amo6 otOUATOG YPNoN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEYX XYNOHKEY ®YAAEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/053

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 150 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 150 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 200 mg 6xAnpd KoydKio
TPEYKAUTOAIV

2.  TYNOEZIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyet 200 mg TpeyKapmaiivng.

|3.  KATAAOIOX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

21 okAnpd koydrio

28 oKxAnpa KayaKio

84 oxlnpd KoyaxKio

100 oxAnpa KoyaKio

84 x 1 oxAnpd koydxio
100 x 1 okAnpd kayaxio

| 5.  TPOIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Amo6 oTOUATOG YP1ON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOVV Kot dev Tpooeyyilovv Ta TOLdIA.

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

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/057-062

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 200 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 200 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 225 mg cxAnpd Koydkio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyet 225 mg mpeyKapmaiivng.

|3.  KATAAOIOX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd kaydKio
56 cKAnpa KoyaKio
70 okAnpd KoKl
84 cKnpd KoyaKio
100 oxAnpd Koydxio
120 oxAnpd Koydxio

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 PUALO 0INYIOV XPONG TPV OO TN XPTOT).
Amo6 oTOUATOG YP1ON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TOLddL.

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

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/063-068

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. TIAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 225 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 225 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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ENAEIZEIX ITOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IEPIEKTH

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 300 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. YXYNGOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kabe ordnpd kaydkio mepiéyet 300 mg mpeykopumaiivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

100 oxAnpd KoyaxKio
200 oxAnpd KoyaKio
250 oxAnpd KoyaKilo

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OALO 0INYIDV YPNONG TPV AT TN (P |ON.
Amo6 otOUATOG YPNoN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI AAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH
XpNoomomote eVIOc 6 Unvav HETE TO TPATO AVOLYLLA.

9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/081-083

13. APIOMOZX ITAPTIAAX

Moprioa

14. TENIKH KATATAZH I'lA TH AIAOGEXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT).

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

E&mtepiko xovti: Pregabalin Sandoz 300 mg

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

A163106T0T0C YPOUU®TOC KOdKag (2D) mov épet Tov TepAN@BEVTo, LOVASTKO 0VOYVOPLOTIKO KMOIKO.

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

E&wtepikd kovri:
PC {op1Opog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA XYXKEYAXIA TYIIOY KYWYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 300 mg cxAnpd KoydKio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio mepiéyet 300 mg mpeykapmaiivng.

|3.  KATAAOIOX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

14 oxdnpd koKl

21 oxnpa KayaKio

28 oKAnpa Koydikio

56 cKANpa KoyoaKilo

70 oxAnpa KoyaKio

56 x 1 oxAnpd Koydicio
100 okAnpa Koydxio
100 x 1 okAnpd Koyakio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AWPacTe T0 PUALO 0INYIOV XPNONG TPV OO TN XPNOT).
Ao otOUATOG YPNON.

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

Na evidooetal o€ 0éom, TV onoia dev PAETOLY Kot deV TPooeyYilovv Ta, TOLOA.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/069-073
EU/1/15/1011/077
EU/1/15/1011/086-087

13. APIOMOX ITAPTIAAX

ITaptida

14. TENIKH KATATAEH I'lA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMUITEITAL LTPIKT CLVTOYT.

| 15. OAHTIEL XPHEHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 300 mg

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

A16d100T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepANPBEVTO LOVAITKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC {op1Ouog}
SN {ap1Opog}
NN {ap1Ouog}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKH EINIXHMANXH ITIOAYXYXKEYAXIAYX ME IIEPITYAI'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 300 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EYX)

Kabe ordnpd kaydkio mepiéyet 300 mg mpeykopumaiivng.

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

[MoAvovokevacio: 84 (2 cuokevocieg Twv42) GKANPA KOyAKLO.
IToAvovokevacia: 100 (2 cvokevacieg Tmv 50) orkANPE KOWYAKLOL.
[MoAvovokevacia: 120 (2 cvokevacicec v 60) oKANPE KayaKia.
[MoAvcovokevacio: 84 x 1 (2 cvokevaocies Tov 42 x 1) oKAnpa KoydKia.
IToAvovokevacio: 100 x 1 (2 cvokevaocieg tov 50 x 1) okAnpa KaydKio.
IToAvovokevacia: 210 x 1 (3 ocvokevaocieg twv 70 x 1) okAnpa Kaydiio.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To GUALO 0INYIDV YPNONG TPV ATO TN YPNON.
Ao otoONATOG Yp1oN.

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

Na puAdooetatl o Béomn, TV omoia dev PAETOLV Kal dev TpooeyYilovv Ta Toudid.

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

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

Mn guldooete o€ Oeppokpacio peyorlvtepn tov 25 °C.

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY TIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/074-076
EU/1/15/1011/078-080

13. APIOMOX ITAPTIAAX

[Moptida

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y10 TO 0NOT0 ATOLTEITAL LTPIKT) GLVTOYT).

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIASTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0T0G YPOUUU®TOS KDOKAS (2D) Tov pépel Tov TEPIANEOEVTO LOVAOIKO AVAYVOPIGTIKO KM®OIKO.

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

PC {apOuog}
SN {apBuoc}
NN {apBuoc}
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ITOAYXYXKEYAZXIEY — XQPIX BLUE BOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz 300 mg cxAnpd KoydKio
TPEYKAUTOAIV

2. TYNOEIH XE APAXTIKH(EX) OYXIIA(EY)

Ka0e oxinpd kaydxio tepiéyet 300 mg mpeykopmaiivig.

|3.  KATAAOI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

42 oxdnpd koydxio. Tunpoa Tolvcvokevaciog, dgv pumopel vo tmindel Eexywpiotd.
50 oxnpd kayakio. Tpqpo toAvcvokevaciog, 0ev pmopel va ToAindel EexmpioTa.
60 oxAnpd koydkio. Tunue moAvcvokevaciog, 6ev Uropel va ToAnOel Eexymplotd.
42 x 1 oxinpd kayakio. Tpqpo tolvcvokevaciog, 0ev umopel va, toAindel Eexmplota.
50 x 1 oxAnpd koydxio. Tupo Tolvcvokevaciog, dv umopel vo ToAn0el Eexwpilotd.
70 x 1 oxAnpa koyakio. Tpnua moAvcvokevaoiag, dev propel va toindei Eeympiotd.

| 5. TPOIIOX KAI OAOX(OI) XOPHTHZHE

AwPaote T0 PUALO 0INYIOV XPNONG TPV OO TN XPTOT).
Amo6 oTOUATOG YP1ON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITIPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TULdIA.

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

| 8. HMEPOMHNIA AHEHZ

AHEH

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyorvtepn twv 25 °C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON IMTPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
Avotpia

12. APIOMOX(OI) AAETAY KYKAO®OPIAX

EU/1/15/1011/074-076
EU/1/15/1011/078-080

13. APIOMOX ITAPTIAAX

[Moptida

14. TENIKH KATATAZEH I'lA TH ATAGEXH

DoppoxevTikd TPOIOV Y10 T 0Tolo AmoLTEITAL LTPIKY GLVTOYT.

| 15.  OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Pregabalin Sandoz 300 mg

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAn@BEvTa LoVAdTKO 0VOYVOPLOTIKO KMOKO.

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

PC {op1Ouog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Pregabalin Sandoz 300 mg okAnpd kaydxio
TPEYKAUTOAIVY

2. ONOMA KATOXOY THX AAETAYX KYKAO®OPIAX

Sandoz

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. AAAA XTOIXEIA
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B. ®YAAO OAHT'ION XPHXHX
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Pregabalin Sandoz 25 mg ocxinpa koydxio
Pregabalin Sandoz 50 mg ocxinpa koydxia
Pregabalin Sandoz 75 mg oxkinpa kayaxio
Pregabalin Sandoz 100 mg ckinpa koyaxio
Pregabalin Sandoz 150 mg oxinpd koydaxio
Pregabalin Sandoz 200 mg ckinpa koydaxio
Pregabalin Sandoz 225 mg ckinpa koyaxio
Pregabalin Sandoz 300 mg cxinpa koydaxio
TPEYKOUTOAIVY

AP aOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1GNGS TPLY UPYIGETE VU TAIPVETE AVTO TO
PappoKo, o10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

DvrdEte avtd TO EUALO 0dNYIDY Ypions. Towg ypelaotel va to duPfdcete Eava.

Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO 1 TOV PAPLOKOTOLO GOC.

H ocvuvtoayn v avtd 10 0appaxo xopnynonke amokAEIGTIKA Yo GoG. AV TPEMEL VO ODCETE TO
@apurako o€ AAAoVG. Mmopel vo Tovg TPOKOAEGEL BAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
acBéveldg Toug etvar 110 pe Ta Sk oag.

Edv mapatnproete kdmowo avemBOunT evEPYELD, EVILEPDOTE TOV YIOTPO N TOV POPUAKOTOLD
c0G. AvTd 1oyvel kot Yo kKdBe mhovi avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OALO 0dM YV Xpriong. BAéme mapdypago 4.

T epréyel 1o TapoOv QUALO 00NYLOV

A

1.

T eivon to Pregabalin Sandoz kot mowa givat 1 gprion tov
T mpénet va yvopilete Tpv tapete 10 Pregabalin Sandoz
[Iwg va tapete to Pregabalin Sandoz

[MBovég avemBounTeg evépyeteg

[ag va puidocete To Pregabalin Sandoz

[Tepeydpeva TG cLOKELOGING KOl AOUTEG TANPOPOPIES

Th eivan To Pregabalin Sandoz kan o givan 1 yp1jon Tov

To Pregabalin Sandoz avrkel o€ pio opado QOPUAK®OY 0L ¥PNoLUoTolobvTaL Yia Tn Oepameio g
enumyiog, Tov vevporadntikod tovov kot g Atatapayng 'evikevpévoo Ayyovg (AI'A), og evihkeg.

Meproepikdg ko KEVTPIKOS vEVPOTaONTIKOS TOVOG: To Pregabalin Sandoz ypnoyomoteitat yio
Oepamneio Tov TOVOL PaKPAS OLAPKELNG TOL oPeideTan o€ BAAPT TV vevpwv. Tlepipepikdg
vevpomadnTikdg movog pmopel va tpokAndel amd didpopeg acbéveles, OT®S 0 dPNTNG N 0 €pIng
Cwompac. H aicnon tov movov pmopel va meprypagel cov aicOnuo (Eotgc, Kavcov, Eviovov
oPEINOTOG, TIVAYLOTOG, Layouplds, GOVPALAS, KpAUTaGg, TOVO, LupUnNKiooTg, LOLSEGHATOG,

TN UATOV Ao Kappitoeg kot feloves. O TePLPEPIKOG Kol KEVIPIKOS VELPOTAONTIKOG TOVOG pmopel
EMIONG VO GVGYETIOTOVV HE aALOYEG d1dBeonc, dlatapayEc VTVOVL, KOTMGT (KOUPOoT) Kot UTopel va
EMNPEACOVY TNV PLGIKT KOl KOWV®VIKT] AELTOVPYIKOTNTA, KOOMG KoL TNV GLVOAIKT Ttotdtnta (ong.

Emimyia: To Pregabalin Sandoz ypnoiponoteital yia tn Oepomeio piog UYKEKPILEVIC LOPPNC
emmyiog (eoTiokég eMANTTIKEG Kploelg pe 1 yopic devtepoyevn yevikevon), o€ eviiikec. O yiotpog
cag Ba cdg cvvtayoypapnoel To Pregabalin Sandoz ywo ) Oepameia tng emAnyiag, 6Tav 1 aywyn mov
akolovbeite onuepa dev eAEyyeL TNV Katdotaor cog. Oa npénel va Aappdavete 1o Pregabalin Sandoz
EMMAEOV TNG y®YNG ToL akoAovBeite onuepa. To Pregabalin Sandoz dev mpoopiletar yio vo
YPNOYLOTOLEITAL LOVO TOV, ALY B0 TPETEL TAVTA VO XPTCLUOTOIEITAL GE CLVOVAGUO UE GAAN
avTIEMANTTIKY Ogpameia.
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Awrapayi I'evikeopévov Ayyovg: To Pregabalin Sandoz ypnoyionoteiton yio tn Oepamneio tng
Awrapayng ['evikevpévov Ayyovg (AI'A). Ta copntopota g AIA givar mapoateTapévo vaepfoiikd
ayyxog Kot avnovyia, Tov givor dvokoro va ereyyBobv. H AI'A pmopet eniong va mpokaiéoet
veupikoTTa 1| aicOnua Evtovng tapayng 1 eofov armAelog EAEYXOV, aicOnua e0KOANG KOTM®ONC
(xobpaong), duokoAia 6N CLYKEVTP®ON 1 AicON e adEIGCHATOG TOV HVaAoD, aicOnua
guepebioTdTNTAG, LVIKN TAoN 1 dtaTapayn TOL HTVOL. AVTE SPEPOVY AO TO GTPES KOL TNV
vrepévtaon g Kabnuepivig Lomngc.

2. Tvrpéner va yvopilete npv wapete To Pregabalin Sandoz

Mnyv wépete To Pregabalin Sandoz
Y€ MEPIMTOOT AAAEPYING OTNV TPEYKAUTOAIVT 1] GE OTOOOMTOTE AALO GO TOL GVGTOTIKA CLTOV TOV
QOPUAKOV (OVOPEPOVTOL OTNV TTAPAYPOPO 6).

Ipocidomomcerg Kot TpoPvAGEeLg
AmevBuvheite 6TOV Y10TPO 1 TOV POPLOKOTOLO GOG TPV ThpeTe T0 Pregabalin Sandoz.

. Optiopévol acbeveic mov AapPavouvy TPEYKOAUTUAIVY £X0VV AVAPEPEL GUUTTMLOTO TOV
VTOONADVOLV OALEPYIKT avTidpact). AvTtd Ta cupnTOUATo TEPIAaPdvovy oidnpa (TpR&yo)
670 TPOG®TO, GTO. XEIAN, 0TI YADGGO, Kol 6TO Ao, KaOdg Kot dudyvto eEavinua oto d€ppua.
Edv mopovoidoete kdmota and avtég Tig avtidpaoels, o TPENEL va EMKOIVOVIGETE AUECHG LLE
TOV Y10Tpd GOC.

. e oyéon pe 1 Begparneia pe mpeykoumaiivn Exovv avapepbei coPapd depuatikd eSavonuara,
peta&d dalov, obvopopo Stevens-Johnson kot To&kn emdepuikn| vekpoAvon. Edv
TOPOTNPNOETE OTOLOONTOTE CUUTTOO TOV OYETICETAL e TIG COPUPES SEPLATIKES AVTIOPACELS
OV TEPLYPAPOVTOL GTNV TOPAYPAPO 4, GTAUNTNOTE VO YPNOUYLOTOLEITE TPEYKAUTOAIVY KO
avalntote apéocmc wTpikn Pondeta.

. H mpeyxapmoarivn éxel ovoyetiotel pe (oAn Kot vavnAia, Tov propet vo avéfeovy v
mOOVOTNTO TPOVUATIGHOD OO aTOYNUA (TTMOGCT) 68 NAKI®pUEVoVS acbeveic. Qg ek TovTOVL,
TPENEL VAL £l0TE TPOGEKTIKOL, PEXPL VoL cuvnBicete omoladnmote avtidpaon Uropel va £xete 6TO

PapLaKO.

. H mpeyxapmoarivny pmopel va mpokarécetl Bopum 6paocn 1 andAeia TG Opaong 1 GAAES
UETOPOAEG GTNV OPAGT], OL TEPICGOTEPES OO TIC OTOIEC EIVOL TPOSWPIVES. Ba TPEMEL VL
EVILLEPMDGETE AUECMG TOV YIOTPO GAG, EAV TOPOVGLACETE OTOLNONTOTE LETAPOAT GTNV OPACT|
oG,

. Kdémotot dwafnrikoi acbeveig, mov maipvovv Papog, evocm Aapupdvovv mpeykoumaiivn, uropel
VoL YPEWCTOVV ALY OTO OVTIOUPTTIKA PAPLOKE TOVG.

. Optlopéveg avemBounTeg evépyeleg, OTmG 1 vTvnAio, uropel va etval o cuyveg, yaTi ot
acOeveic pe BAAPT TOL VOTIdioV HVEAOD pmopel va, AapBivouy Kot GAAG, QApUAKO YI0 TV
Oepomeio, TapadelyIATOS YAPV, TOL TOVOD 1] TG CTACTIKOTNTAS, TO. OTOI0 £X0VV TAPOOIEG
AVETOOUNTEG EVEPYELES LLE TNV TPEYKAUTAAIVY KOl 1) GOPapdTNTA QVTOV TOV OVETIBOUNTOV
gvepyelmv pmopet va, avéndei 6tav Aappdavovton pali.

. "Exovv vtdp&et avapopég kapdlakng avenapKeLdg 6 0ptopévoug acbeveis Tov Adppavoy
nmpeykaumaAivn. Avtol ot acBeveig frav Kuplog NMKI®PEVOL, Ie KapdloyyEloKd TpofAnLaTa.
[pw ndpete 0VTO TO PAPNAKO TPETEL VO EVI|ULEPDGETE TOV YU TPO GO EAV EYETE LGTOPIKO
KOopOwKNiS madnone.
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"Exovv vtdp&et avapopég veQPIKNG OVETAPKELNG GE OpPIGUEVOVS aobeveig mov Adpufovay
npeykopumaAivn. Edv mapatnpnoete peiwon oty ovpnon, evo Aappdvete peykopumaiivn, o
TPEMEL VO EVIUEPMDGETE TOV Y1OTPO GOC, KAODE 1 S10KOTN TOV POPLAKOL UTOpEl va To PeATIDOEL
avTo.

Optiopévol aobeveic mov eEAGUPOVOY OVTIETIANTTIKN aywyn, OT®G 1 TPEYKAUTAAIVY, slyov
okéyelg mpoxinong PAEPNg N Bavdatov otov €0VTO TOVG 1 ELEAVIGAY AVTOKTOVIKN
ououmeplpopd. Edv omolodnmote otiyun £xete mapOUOlEg GKEVELS 1| EPOAVIGETE TETOLN
GLUTEPLPOPA, EMIKOVOVIOTE OUECHOC LLE TOV YIUTPO GOC.

Orav 1 wpeykopumorivn Aappavetor pali pe AL QAPLOKO TOV UTOPEL VO TPOKAAEGOVV
dvokototTTa (OT®G KATo1, £id1 TOLGITOVEVY PapUdK®my), gival Thavo va epeaviciov
YOoTPEVTEPIKA TpoPANLaTa (Y. SVOKOIAOTNTA, EVIEPO TTOV £XEL PPAEEL 1| TAPAAVOEL).
Evnuepoote tov yrotpd oag GV ELPAVIGETE SLOKOIAMOTNTA, 1O1ITEPO EAV EIOTE EMPPETNG GE
aVTO TO TPOPAN QL.

[Ipwv mapete avTd TO EAPUAKO, EVILEPDGTE TOV YIOTPO GAG EAV £XETE TOTE KAVEL KATAYPM O N
glyate eEGpTNom and T0 AAKOOA, OO GLUVTAYOYPAUPOVUEVO PAPLOKA 1} AT TAPAVOLES OVGIES.
AvTd evd€yetar va onpaivel 0Tt doTpéyete LEYOADTEPO Kivouvo va avantoéete eEaptnon and 1o
Pregabalin Sandoz.

"Exouvv vrdpet avapopés GTACUOVY LLE TN PNOoT TNS TPEYKAUTOAivG 1] chVTOpA LETA T
dtakomn g mpeykaumaAivic. Edv epgavicete omacLd, ETKOW®VACTE LUE TOV YIOTPO GOG
apECMC.

"Exovv vrdpEet avapopés peimong g eyKe@oAKNg Aettovpyiog (eykepaiondfela), oe Leptkos
acBeveic mov AapBdvovy Tpeykapmaiivy 6tov Exovv Kot dAAeg Tabnoeic. Evnuepdorte tov
YTpd G0OG EAV EXETE 1OTOPIKO 0TOLOGONTOTE GOPaPNC TPIKNG KATASTAGNG,
GUUTEPTAOUPAVOUEVNG TNG NAATIKNG 1 VEPPIKNG VOGOV.

"Eyxovv vdp&et avapopég duckohmv otny avamvor. Edv £yete dotapayéc Tov vevupikoh
GLGTHIOTOG, SLOTAPAYESG TOL OVATVEVGTIKOD GUGTIHOTOG, VEPPIKT ducAettovpyia 1 €4 giote
dvo TV 65 TV, 0 YI0TPOG GG UTOPEL VO GG GLVTAYOYPAPTGEL £VO SLOPOPETIKO SOGOAOYIKO
oynpo. Emkowoviote pe tov yiatpd cag edv mopovotdlete TpofAipaTo 6TV avamvor 1 edv
€xete pNyég AvVOTVOLC.

E&dptnon

Optopéva dtopa evdéyetar vo avarntoéovv eEdptnon and 1o Pregabalin Sandoz (avayxn va
ocvveyilouv va Taipvouv to paploKko). Evoéyetal va mapovcidcouy GTEPNTIKE GUUTTOUATE OTAY
dtakoyovv TN ypnon tov Pregabalin Sandoz (BA. mapdypago 3, «Ilog va mapete o Pregabalin
Sandoz» ka1 «Edv otapatioete va taipvete to Pregabalin Sandoz»). Eav npopinpatileote ot
evdéyetanl va avantoéete eEaptnon omd to Pregabalin Sandoz, ivol onuoaviikd va cupfovievteite tov
Ytpd coc.

Edv mapatmpnoete omowadnmote amd 115 mapakdto evoeilelg evoowm maipvete to Pregabalin Sandoz, Oa
umopovoe va amoterel £voeiEn 0Tl avantiecete EApTHON:

A1600vecTE TNV OVAYKT VO TAPETE TO PAPLOKO Y10 LEYUADTEPO SLAGTNUA OO EKEIVO TTOL GOG
GLUPOVAEVGE O YIOTPOG TTOV GG TO CLVIYOYPAPNOE

Ato0dveote 0T Ypeldleote Vo TAPETE TEPIOCOTEPO QMO T CLUVIGTMOLEVT dOOT

XPNOOTOLEITE TO PAPLLOKO Y10 AAAOVG AOYOVG EKTOG OO EKEIVOVC Y10 TOVG OTTOT0VG
ouvtayoypoapnnke

"Exete kavel emavelAnUIEVES, ATOTUYNUEVES TPOSTADELEC VO dlokOWETE 1] VO, EAEYEETE T YpIoN
TOL QOPUAKOV

Orav daxomtete T ANy Tov papudkov aobdveote adtabecio kot aoBdveste kaAbtepa OTOV
apyioete vo TaipveTE Kol TAAL TO PAPLLOKO

78



Edv mapoatnproete omoladnmote amod Tic Topamive evOeiEELg, MANOTE LLE TOV Y1OTPO GOG Y10 VO,
ocu{nnoete v KaAHTEPT 000 Bepameiog yio e50c, KAOMG Kol TOTE Eivol GOOTO VO SIKOYETE TO
QAPLOKO KO TAOG VO TO KAVETE LE 0GPAAELL.

Howowd xon £pnpor

H aoc@dieia kot 1 amotelecpatikOTNTo 6€ Todld Kot epiPovg (NAkiog Katw tov 18 etmv) dev €xovv
oKOpO TEKUNPLOOEL KOl CLVETMG 1 TPEYKAUTOAIVY OV Ba TPEMEL VAL YPNCLLOTOLEITAL GE VTRV TNV
NAMKLKT Opdda.

Alro @dppoxa kou Pregabalin Sandoz
Evnuepdote tov yatpd 1 TOV QopUaKoTold cag 6V maipvete, £xete TpOGPUTA TAPEL 1) Liropel val
népete AAAA QApUAKO.

To Pregabalin Sandoz kot opiopéva dAla pappoka propei va ennpedlovy to éva 1o GALo
(aAAnAenidpaon). Otav to Pregabalin Sandoz Aapfdaveton poall pe cuykekpipuéva gAapproKa, to omoio
€YOVV NPEUIOTIKEG OPATELS (CUUTEPTAAUPOVOUEVOV TV OTOEWDV), LITOPEL VA EVIGYDOEL TIC OPACELS
ovTéG, Kot B propohoe va, 00N YNOEL OE OVOTVELGTIKN OVETAPKELD, KO Kot Bdvato. O Babpdg
{aAng, vvniiog Kot LElOUEVNC GLUYKEVTPOONG, Uropel va avénbei av to Pregabalin Sandoz
ACUPBAVETOL [LE QOPUAKEVTIKE TPOIOVTQ, TTOV TEPLEYOVV:

O&uk@dOVT - (YPNOYWOTOLEITAL MG TOVGITOVO)
Aopoalenaun - (ypnoomnoteiton yio v Bepaneia Tov dyyovg)
AXKOOA

To Pregabalin Sandoz propei va Aappdavetot pe omd T0v GTOUATOG OVTIGUAANTTIKA.

To Pregabalin Sandoz pe Tpo@1, T0TO KU 0OLVOTVELHLATMOT)
Ta kayakio Pregabalin Sandoz prmopovv va Aapfdavovtal pe 1 yopig Tpoen.

2UVIGTATOL VO LNV KOTAVOADVETE 0OAKOOA, evd AapPavete Pregabalin Sandoz.

Kinon ko Onhaopog

To Pregabalin Sandoz dev mpénet va AapPdvetor katd tn S1dpKela Tng eYKLHOSUVNG 1| 0Tav OnAdlete,
€KTOG €V 0 Y1aTpdg Gag odg dmwaetl dAleg oonyieg. H ypnon ¢ mpeykapmarivng Katd tn StipKeLD TV
TPOTOV 3 UNVAOV TNG KOTONG EVOEXETAL VO TPOKAAEGEL GLYYEVEIC OVOUAAIEG GTO ayévynTo Toudi TOL
YPEWLOVTAL LLTPIKT AVTIUETOMION. € [0l LEAETN TTOV £EETAIGE OESOUEVA OO YUVAIKES OTIG
OKAVOWVOPIKES YMPES TOL THPAY TPEYKAUTOAIVT KATA TOVG TPOTOVS 3 UAVES TNG KONGNGS, 6 Lwpd o
k@0e 100 giyav téTolov €id0VG cLYYyeveic avapaies. Avtd cuykpivetal pe 4 pwpd oto 100 Tov
yevvhOnkov amd yovaikeg mov dev Elafav Oepaneia pe mpeykoumoiivny otn peAETr. Avapépbnkay
VO UUAIEG TOV TPOGMTOV (CTOUOTOTPOCMAIKES GYIGTIES), TV 0PHUALMY, TOV VEVPIKOD GLUGTNLOTOG
(cvumepAaUPOVOUEVOD TOV EYKEPAAOD), TMV VEQPAOV KOL TV YEVVNTIKOV 0pYavVOV.

O1 yvvaikeg mov Bpickovial og avamapaymykn nikio Tpénet va Aappdvouy anotehesHaTIKE PHETPOL
avTiocOAMNYNG. Edv giote £ykvog 1 OnAalete, vopilete 6t pmopet va glote Eykvog 1 oyeddlete va
amokthoete Toudi, (NTote ™ GLUPOVAR TOV YITPOD 1] TOV PUPUAKOTOLOD GOC TPV TAPETE AVTO TO
QAPLLOKO.

0onynon Kot XEPLGUOS PNYUVIILATOV

To Pregabalin Sandoz propei va Tpokaiécel (AN, vTvniia Kot LEI®UEVT cVYKEVTPOT). Agv Oa
TPEMEL VAL 0OMNYNOETE, va (eplobeite moAdTAOKO pPnyovipote 1] va EUTAaKeiTe o€ AALEG, TBAVDS
EMKIVOLVEG dpaoTNPLOTNTES, £WC OTOV JUMIGTMOGETE OV OLTO TO PAPLOKO ETNPedlel TNV KAvOHTNTA
oaG va d1eEdyeTe aUTEG TIG OPAGTNPLOTNTES.
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3. log va napete 10 Pregabalin Sandoz

ITavrtote va maipvete To PAPUOKO OLTO QVGTNPE COLPOVO LE TIC 00N YiEG TOV YlaTpoL cag. Edv &xete
apelBoliec, pmTACTE TOV Y1OTPO 1) TOV POPLAKOTOL0 GO MNV TaipVETE TEPIGGOTEPO PAPUAKO OO
0G0 cLVTOYOYpPAPHONKE.

O 1wTpog oag Bao amopacicetl wolo Oon eivar KATAAANAN Y10 EGAG.
To Pregabalin Sandoz givat povo yio amd otoéHaTOg XPIOoN.

Ieprpepikdg Ko KEVTPLKOG vevpomadNTIKOg TOVog, eminyia 1 Awatapayn Ievikevpévov Ayyovg:

. No Aoppavete tov aplBpd Tov Koyokiov, GOUP®V LE TIG 00NYiEg TOV Y0TPoD oag.

. H 8601, 1 omoia £xel TPOoOPLOGTEL G€ EGAG KOL TNV KOTAGTACT GaG, Oa KupaiveTol Yevikd
petaéd tov 150 mg ko tov 600 mg v nuépa.

O ywtpdg oag Oo cag et va AapPavete To Pregabalin Sandoz ite §00 eite Tpeic popég v nuépa. Ia

™V mepintwon Aynmg 600 eopéc v nuépa, vo Aappdvete to Pregabalin Sandoz pio 1o mpmi kot pio

T0 Bpddv, mepimov v 1o dpa kdBe nuépa. o v TepinTmon AYNG TPELS POPES TNV MNUEPT, VO

Aappdvete to Pregabalin Sandoz pia to mpoi, pio to andysvpa kot pia To Bpdadv, mtepinov v idia

opo Kabe nuépa.

Edwv éyete v evidmmon 611 1 dpdon tov Pregabalin Sandoz eivan eite vrepPoAikd ioyvpn gite

vEPPOAKA 0oBEVIG, EVILEPDOTE TOV YIOTPO 1) TOV POPLUKOTOLO GOG.

Av giote NMKIOEVOS 060evIc (MAMKING Ave TV 65 €TOV), TpEmeL va AaUPAVETE KAVOVIKE TO
Pregabalin Sandoz, extdc ki av £xeTe TPOPANUATO LLE TOVS VEQPOVG GO,

O y1atpog cag pmopel va 6éG GLVIAYOYPAPTOEL £VA SLOPOPETIKO HOGOAOYIKO TPOYPOULO KOUT OGN,
av &xete TPOPANUA LE TOVE VEQPOVS GOG.

No kotanivetre To Koyakio oAOKAN PO, LE VEPO.
Na cvveyilete va maipvete to Pregabalin Sandoz, uéypt o yiotpog cag va 660G TEL VO TO GTOUATHOETE.

Edv napete peyardtepn 06on Pregabalin Sandoz amé tnv kavoviki

Emkowveviote pe tov yutpd cog 1 mnyaivete apésmg 6To TANCIEGTEPO VOGOKOUEID, GTN LoVAdQ Yl
ta eneiyovta mepiototikd. Nao éyete poall cog to Kouti ] v euaAn Tev kayokiov Pregabalin Sandoz.
Y mepintwon mov mapete peyorlutepn 06on Pregabalin Sandoz amd v kavovikn, givor Tbavov va
aroBavOeite vrvniia, clhyyvon, 61€yepon 1 avnovyia. Exovv avagepbei emiong emAnmtikéc kpioeig Kot
UTMAELN TOV AoONcEDV (KOU).

Edav Egyaoete va mapete To Pregabalin Sandoz

Eivar onuavtikd va Aappdvete ta kaydkio Pregabalin Sandoz toktikd, tv 010 opa kdde nuépa. Edv
Eexaoete va Tapete pia 660, mhpte T POALG To Buundeite ektog edv TANGLALEL 1| DPO. YiOL TNV
EMOUEVT 0OOTN. € QVTNV TNV TEPITTOOT), GUVEYIOTE KAVOVIKA e TNV EMOUEVT 8O0, MnV TapeTe SIMAN|
5001 Y10 VO OVOTTANPMOOETE TN dO0T IOV EEXACATE.

Edav otapoatiosete va naipvete to Pregabalin Sandoz

Mn otapatioete Eapvikd va taipvete To Pregabalin Sandoz. Edv 6élete va otapatioste va maipvete
70 Pregabalin Sandoz, cu{ntnote to Tpdta pe tov yatpd oag. Exeivog o cog mel mide vo to kdvere.
Av 1 Bgpamneia cog oTONATAOEL 1) dlakonh Oa wpénel va yivel fabuaic, o€ ypovikd dtdoTna
TovAdylotov oG efdouddag.
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Metd ) daxomn Ppayvypoviag 1 pakpoypoviag epaneiag pe Pregabalin Sandoz, mpénet va yvopilete
OTL Umopel va eLPaVIcETE OPIGUEVEG AVETIHVOUNTES EVEPYELES, YVIOOTEG KOl OG OVETIOVUNTEG EVEPYELES
otépnong. Avtég ol avemBounteg evépyeleg meptlappdvoovy duokorio 6TovV VTVO, TOVOKEPAAOD, VOUTIO,
aicOnpa dyyxovg, 014ppola, GLUTTMUOTO TOV OUOLALOVV LE VT TNG YPINNG, CTOGUOVG, VEVPIKOTNTA,
KatdBAym, okéyels vo PAAWETE TOV €0VTO GAG 1] VO OVTOKTOVIOETE, TOVO, EPIdpmoT| Kat {AAT. AvTég
ol avemBvuUNTEC EVEPYELEG UTOPEL VAL GUUPOVY O GLYVA 1 e LEYAAVTEPT GoPapodTnTa 6V AauBdvate
Pregabalin Sandoz ywo peyadvtepn ypovikn mepiodo. Eav mapovcidcete avemBbunteg evépyeleg
oTEPNONG, B0 TPEMEL VO, EXIKOIVOVIGETE E TOV YIOTPO GOGC.

Edv éxete meplocdtepeg epMTNCELG OYETIKA LLE TN YPNOT AVTOV TOL QUPLEAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPHOKOTOLO GOC.
4. MBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta papuaKa, £TGL KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
KoL 0ev mopovotdlovtal 6e OAOLE TOVS OVOPDOTOLG,.

oAb ovyvéc: pmopel va eanpedoovy mepiecdTepovs amé 1 otovg 10 avOpdmovg
Z6An, vvnAio, TOVOKEPAAOG
Yoyvéc: pmopel va emnpedcovy £m¢ Kat 1 atovg 10 avOpadmovg

. Avénpévn opedn.

. Aicbnon gvgopiag, cOYYLGTN, ATOTPOGAVATOMGHOG, Lel®on oty ceEovalikn dibeon,
gvepebioTotnTO.

. AwTopayn oty Tpocoyn, ade&lOTNTo, EXNPEACUEVT] LVIUT], OTOAELD LWWAUNG, TPOUOC,
dvokoAio oty opidia, aicOnon popunkioong, LovSOGHE, KATOGTOAY, AN0apyog, admvia,
KOT®ON, U1 QUCI0A0YIKY aicOnon.

. Oaumn 6pacn, SImAOTI.

. Tayyog, TpoPAnuata e TV 16oppoTic, TTOGCT.

. Enpootopio, SLGKOAOTNTA, EUETOC, LETEMPICUOG, O1ApPOLa, VALTIa, TPHELLO GTNY KOALG.
. AvoKoAieg oty oTHON.

. IpNn&uyo tov 6MUATOC, CLUTEPIAAUPOVOUEVOY TOV AKP®V.

. Aiobnon pébng, un eucsoroywkd Padicua.

. AvENnom copatikov Bapovuc.

. Mvikég kpapmeg, Tovog oTig apHpmdaoelc, TOVog ot péoT (06PLaLYia), TOVOG oE AKPO.

. [Movéraog.

Oy ovyvég: propei va ennpedoovy £ kor 1 otovg 100 avlpaomovg

. Andrewa 6peEng, andAeln, BAPOvs, YOUNAG ETITESN GUKYAPOV QiOTOS, VYNAA eTinEdD
caKydpov aipotog.
. Amonpocwnonoinon, avnovyica, KatdOinym, Si€yepor, SIOKVUAVGELS TNG GLVALGOMUATIKAG

dudbeomg, duvokoria avaxinong Aéemv, yevdaiohnoelg, Tapdéeva Gvelpa, KPioT TOVIKOV,
amadeia, embeTikdTNTO, EE0POT GLVULGONUATIKNG O1ABECTC, EMNPEAGLEVT] SLOVOTTIKY|
KatdotaoT, SuokoAin TNy oKéyT, avénon g oe£ovolkng extBupiog, TPofANUOT LE TN
oe£ovaAIKN AetTovpyio, CUUTEPIAAUPAVOUEVTG TG AVIKOVOTNTAG VO EMITOYETE GEEOVOAKO
opyacud, KaBuoTeEPNUEV EKOTEPULATION.

. MetapoAréc oty 6pacn, acLVIBELS KIVIGELS TV HOTIOV, LETABOAES otV Opao,
GUUTEPTAOUPAVOUEVIC TNG OPOGTC KOTA TNV OO0 TO. OVTIKEIUEVA POAIVOVTOL GOV PEGO OO
COMVA, AAPYELS OTOG, ATOTOUEG KIVIGELS (TIVAYHOTA), EAATTMOT OVTOVOKAUCTIKAOV,
vrepkvnTikdTTa, CAAN o€ 6pbla BEon, evatobncio oto dépua, andisiln yevong, aicOnon
KOOoOoV, TPOUOG KATA TNV Kivnon, LEWOUEVT] GUVEIONGT, OTOAEN GVVEIdNoNG, Amobuuia,
avénpévn evaistnoia oto B6pvfo, aichnua adiabeciog.
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EnpoeOaipia, TpH&uto potion, To6vog oto patt, e&acdesvnuévn dpaon, dakpippota, epeficUog
HaTion.

Awtapoyéc kapdlokoh puBpov, avénon kapdtakov puouol, YapnAn aptnploKY Tieomn, VYnNAn
apTNPLOKT TiEOT, LETAPOAEG GTOV KAPALOKO pLOUO, KOPIIOKT OVETAPKELX.

‘E&ayn, e&ayers.

AvokoAia otV avamvorn, EnpotnTa 6T LOTN, PLVIKN GUULPOPNON.

AvEnpévn mapaymyn c1EAoV, KaoVpa, HOVOLOGLO YOP® OO TO GTOLLC.

Eopidpwon, e€dvOnpa, piyn, mopetodg.

EnavaiapPavopeveg poikéc ovonaoelg (Tik), mpnéipo dpbpwong, poikn duokapyio, Tovog,
ovumeptlapavoprévonv Tov Huikod Tévov, TOVOG GTOV aVyEVAL.

[T6vog Tov poaoctov.

Avckolia oty 00pnon 1 ETOIVVN 00PNGCT), AKPATELL 0VPWV.

Advvopia, dtya, aicOnua cOoELyéng Tov 0dpaka.

Metaforéc 0T0 AmTOTEAEGIOTO ULUATOAOYIKAOV KOl NTATIKOV eEeTdoemVv (avénuévn
KPEATIVOPOOPOKIVAGT] OiOTOG, QVENLUEVT] AUIVOTPUVEOEPACT) TNG aAavivg, auénuévn
OOTOPTIKT AULVOTPAVOPEPACT, LELWUEVOS aptOIdC aponteTalimv, ovdetepomevia, avénon oty
KpeoTVivn aipatog, Lelmon 6to KGAMo aiplaTog).

YrepevarcOnoia, Tpnopuévo TPOGHOTO, PayovPa, KVIdWoT|, KaTappor, apoppayio o, Pyoc,
POYYOANTO.

Enddvveg éuunveg puoeis.

Poypotnto TV YEPIOV Kol TOSUDV.

Yravieg: propei va ennpedoovy £0¢ ko 1 otovg 1.000 avOpdmTovg

Mn @ucloloyikn aicOnon 6cepnong, OpAcT KATH TV OToio To OVTIKEILEVA QaivovTal
TOAQVTEVOUEVA, OAAOIOUEVT] OVTIANYM TOV BABOVG, OTTIKT POTEWVOTNTA, ATMOAEL OPACTC.
AteoTaApEVEG KOPES, OAANOMPIGLLAL.

Kpvog 10pmtag, cuoeryktikd aicOnuo Aapov, Tpnouévn YAmcaoda.

dleypovn oTo TAYKPENS.

Avokola oty Kotdmoon).

Apyn 1 petopévn kivnon tov copotog.

Avckolia otnv opb1 ypapn.

Avénpuévo vypd onv Kotd.

Yyp6 6TOoVC TVEDOVEG.

Xrocpot.

MertafoArég oto nAektpokapdoypdonua (HKI), mov avtictoyyodv pe dotapayis tov
Kapd1oKoH puoLov.

Mvikn| kéxmon.

"Exxpion pootov, pn puetoAoyikn avénon LooTov, oVATTUET LOGTOV GTOVG (VOPEG.

Awokomtopeveg EpUnveg pOGELS.

Ne@pikn avemdpkeld, LEWOUEVOS OYKOS OVP®V, KATOKPATIOT] OVPM®V.

Meimon 6tov aptpd AEVKOKVTTAP®V.

AVApLOGTI CLUTEPLPOPA, AVTOKTOVIKT] CUUTEPLPOPLL, CVTOKTOVIKES GKEVELS.

A epyucéc avTIOPAGELS TOV UITOPEl Vo TEPIAAUPAVOLY SVGKOAID TNV OVOTTVON, PAEYLLOVT] OTO
patio (kepatitida) kot po cofapn depuatikn avtidpacn Tov yopoktnpiletal omd KOKKIVOTES,
eninedec 6TOYOEOEIG 1 KUKAMKEG TAAKES GTOV KOPUO, GUYVA UE PAVKTOIVEG GTO KEVTPO,
EEQAOVIIGHLO TOV OEPUATOC, EAKT) GTO GTOLLM, TOV PAPLYYQ, TN HOTN, T YEVVITIKG Opyava Kot T
patio. Avtd ta coPapd deppotikd e&avOnuaTe PTopEl Vo EKINADVOVTOL LETA OO TUPETO KOl
YPI®OT cupntopate (cbvopopo Stevens-Johnson, T0EknN eMOEPUIKT VEKPOALON).

"Tktepog (KiTpiviopa Tov SEPUATOG KOL TOV LATIDV).

[TopKiveoviopdc, SnAadT CLUTTMOIATO TOV OpoldlovV e TV voco tov Tldpkiveov, dnwg
TPOWOC, Ppadukivnoia (LEt®pEVT IKavOTNTA Kivong), Kot akopyio (Luikn duokopyia).

IMo)\¥ omavieg: pmopei va ernpedsovy £m¢ kot 1 atovg 10.000 avOpdmTovg

Hrotwn avemdpketo.
Hratitido (eAeypovn tov ratog).
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Mn yvooTég: 1 6UvoTHTO 08V pmopel va exktipun 0l pe faon ta Swwbécipa dgdopéva
. Avantoén e&aptnong and 1o Pregabalin Sandoz («poppokevtikn eEdptnon»).

A@o? dukdyete o Bpayvypovia 1 pokpoypovio Bepamneia e to Pregabalin Sandoz, mpénet va
YVoOPIleTe OTL EVOEXETAL VO TOPOVGIAGETE OPICUEVES AVETIBVUNTEC EVEPYELEG, TTOV OVOoUdlovToL
avemBounteg evépyeteg otépnong (PA. «Edv otapatioete vo taipvete to Pregabalin Sandozy).

Av gp@avic0ei apNELpo oto TPoéSsOTO 6ac 1| 6T1 YAMGOH 60G 1] EGV TO OEPLO GOG KOKKIVIGEL KL
apyioel va Pydaler govokairec M| va Ee@rovdilel, TPEMEL v avalNTICETE APECOS LOTPLKY
ovpfovin.

Opiopéveg avemBOUNTEG EVEPYELEG, OTTMG 1) LITVNALN, UTOPEL VO Eivat TTO GUYVES, YTl o1 oloOevelg pe
BAGPN Tov votiaiov puedol pumopel va Aapfavouv Kot GAAL appaka yio Ty Oepamneio,
TAPAdELYLOTOG YAPLY, TOL TOVOL 1] TG OTAGTIKOTNTOC, TA OTTOL0L £XOVV TAPOLOIES OVETIOOUNTEG
EVEPYELEG E TNV TPEYKOUTAAIVY Kot 1) coBapdTnTO QLTAV TOV AVETIBOUNTOV EVEPYEIDV UTOPEL VO
avénOel 6tav AapPavovror poli.

"Exet avaeepBei 1 mapakdto avemBOuntn evépysia amd v gumelpio Letd TV KuKAopopia otV
ayopd: [IpoPAnua oty avamvon, pnyég avomTvoEs.

Ava@opa avemOOuNTOV EVEPYELOV

Edv mapatnpnoete kamolo avemBOunTn eVEPYELD, EVILEPADGTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOC.
AVTO 1oyveL Kot Yo KaOe mhavi| avemBountr VEPYELD TOL SEV OVOPEPETOL GTO TOPOV PLALO 0dINYIDV
ypnons. Mropeite emiong vo avagépete avemBOUNTEG evEpyeleg amevbeiog, LEcm Tov Bvikon
oLoTHHaTOG avapopds: EOvikog Opyaviouog ®apudakwv, Mecoyeiov 284, GR-15562 XoAapyog,
AbOMva, TnA: + 30 21 32040380/337, ®a&: + 30 21 06549585, Iototomog: http://www.eof.gr. Méow
NG aVOPOPAg OVETIBOUNTOV EvepYEL®V Umtopeite va fondnoete ot cuAloyn TeplocdTEPOV
TANPOPOPLDY GYETIKA LE TNV ACPAAELN TOV TOPOVTOG PUPLAKOL.

5. og va puiaccete To Pregabalin Sandoz

To @appako avtd TPETEL VO PUAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot 6gV TO POAVOVV Ta AL
No pn ¥pMoIHOTOoLEITE OVTO TO PAPLOKO LETE TNV MUepoUNVIc ANENG TTOL OVOQEPETAL OTNV KUWEAN,
oTOV TEPLEKTN N 070 KouTi petd tnv EXP. H nuepopmvio AqéEng eivar n tedevtaio nuépa Tov univo mov
ovopEPETOL EKEL.

Mn puAdooete og Beppokpacio peyoarvtepn tov 25 °C.

Diuileg HDPE: Na ypnoonotgiton pésa og 6 unveg PLetd 1o Tpdto dvotypa.,

Mnv metdite @APUAKO GTO VEPD TNG AMOYETELONG I} OTA OIKLAKE amoppitpota. Potote tov

(POPLLOKOTTOLO GOG Y10, TO MG VO, TETAEETE TAL PAPLLAKO TTOL JEV YPTCILOTOLELTE Tl AvTd T péTpa Oa
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.
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6. Mepreyodpevo TG cVOKEVOGING KO AOTES TANpOPOpieg

T epréyer o Pregabalin Sandoz

- H dpactikn ovsia eivan ) wpeykapmaiivn. Kabe oxdnpod koydxio mepiéyet 25 mg, 50 mg,
75 mg, 100 mg, 150 mg, 200 mg, 225 mg 1 300 mg npeyKopumToAivng.

- Ta dAla cvotatika gival mpolelativomotnpévo dpvio apafocitov, Guoio apafoscitov, TAAKNC,
Cehativn, dro&eidio tov trtaviov (E 171), o&gidio tov c1dnpov kitpvo (E 172) (ddeg ot
TEPIEKTIKOTNTEG €KTOC 0o 150 mg), 0&eido Tov c1dnpov epvbpd (E 172) (6Aeg ot
MEPLEKTIKOTNTEG €KTOC 0md 50 mg kat 150 mg), 0&eidio Tov cdnpov pérav (E 172) (uévo 25 mg
katl 300 mg).

Epg@avion tov Pregabalin Sandoz kon mepigyépeva 1S CUGKEVAGING

Me avoytd KITpvo-KaQE adloQaVES IO KAl GO, KOWAKLo peyédovg 4

25 mg KayGKo (14,3 mm x 5,3 mm), yepuopEVO pe KOVL AELKOD MG VITOAELKOL YPDUOTOC.

Me avoytd KiTptvo adlopaveéG TOU Kol GO0, KOYAaKlo peyédovg 3
50 mg kaydKio (15,9 mm x 5,8 mm), yepuopéVO pe KGVL AEVKOU €mG VITOAELKOL YPDOUOTOC.

Me KOKKIVO adtapovEC TMOUO Kol AEVKO 0d10paVES SO0, KOWYAKLO
75 mg koydxio ueyébovug 4 (14,3 mm x 5,3 mm), yeLGHEVO He KOVL Aevkov £mg
VTOAEVKOV YPOUOTOC.

Me KOKKIVO ad10pavEG TOU Kot GO0, Koydkio peyédoug 3

100 mg karydiia (15,9 mm x 5,8 mm), yepuopéVo pe K6vL AEDKOD £mG VITOAELKOL YPDOUOTOC,

Me AgvKo ad10paVEG TOWO Kol GO, KAWAKLo peyédoug 2

150 mg kaydra (18,0 mm x 6,4 mm), yepUGHEVO pe KOVL AEVKOD £MG VITOAELKOL YPDUOTOC.

Me avoytd TopToKoAl AdIPAVES IO KOl COUO, Kaydkilo peyébovg 1

200 mg kaydxia (19,4 mm x 6,9 mm), yepuopEVO pe KOVL AELKOD MG VITOAELKOL YPDUOTOC.

Me avoytd TopToKoAl AdIPAVES TAE KoL AEVKO ad10QPAVES GO,
225 mg Koy dKio kayakio peyéboug 1 (19,4 mm x 6,9 mm), yepuopuévo pe k6vi Agukol Emg
VTOAELKOV YPOUATOG.

Me KOKKIVO ad10povES TAOLN Kot 0VOLXTO KITPIVO-KOQE adlopaveéS GO,
300 mg KoK Kkaydxio peyébovg 0 (21,7 mm x 7,6 mm), YEUIGHEVO UE KOVL AEVKOD MG
VTOAEVLKOV YPOUATOG.

To Pregabalin Sandoz dwatiBetan 6115 akdOA0VOES TAPOVGLACELC:

Koyélec and PVC/PVDC//Alu cuckevaoéveg 6€ KOUTI.

Kvoyéheg povadwv d6ong and PVC/PVDC//Alu cuokevacuéveg oe KouTti.

[eptéxtng molvatBvieviov vyning Tokvotntag (HDPE) pe dmtd nopa and moivmporviévio (PP)
GUOKEVAGLLEVOG GE KOVTL.

25 mg KoK

Kvowyéheg mov mepiéyovv 14, 28, 56, 70, 84, 100 1| 120 oxinpd kaydkio.

Koyélec povédwv 66on¢ mov mepiéyovv 56 x 1, 84 x 1 1 100 x 1 oxAnpd Koyakia.
DOuaheg HDPE mov mepiéyovv 200 okAnpd Koyaxia.

50 mg Koyaxio:

Kowyéleg mov mepiéyovv 14, 21, 28, 56, 84 11 100 oxinpd konydkio.
Koyéheg povadmv 66omg mov mepiéyovv 84 x 1 okAnpd koydxio.
Ddiiheg HDPE mov mepiéyovv 200 oxinpd Konydxia.

75 mg koo

Koyéheg mov mepréyovv 14, 21, 28, 56, 70, 84, 100 1 120 oxinpd konydxia.

Kowyélec povadwv 66ong mov mepiéyovv 14 x 1,56 x 1,84 x 1, 100x 1 1210 x 1 (3 x 70) oxAnpa

KO AKLOL.

D1ideg morlvarBvdeviov vyning mukvomrag (HDPE) mov mepiéyovv 100, 200 1 250 oxdnpd Koydkia.
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100 mg koyaxio:
Kvoyéheg mov mepiéyovv 14, 21, 28, 56, 84 1 100 oxAnpd koydkio.
Koyéleg povédwv 66ong mov mepiéyovv 84 x 1 1 100 x 1 okAnpd kaydiia.

150 mg kowydxio:

Kowyélec mov mepiéyouv 14, 21, 28, 56, 70, 84, 100 1 120 oxAnpd Koydxio.

Koyéleg povédwv 66ong mov mepiéyovv 56 x 1, 84 x 1, 100 x 1 210 x 1 (3 x 70) oxinpd koydKioL.
Diikeg molvarBvieviov vyning rukvotmrag (HDPE) mov mepiéyovv 100, 200 1 250 oxinpd Koydxia.

200 mg koyaxkio:
Kvowyéheg mov mepiéyovv 21, 28, 84 i1 100 oxchnpd kaydkio.
Koyéheg povadov 86ong mov mepiéyovv 84 x 1 1 100 x 1 oxinpd kaydkio.

225 mg xoydxio:
Kvowyéheg mov mepiéyovv 14, 56, 70, 84, 100 1 120 oxinpd Koydkia.

300 mg Koydxio:

Kvoyéheg mov mepiéyovv 14, 21, 28, 56, 70, 84 (2 x 42), 100, 100 (2 x 50) ; 120 (2 x 60) oxkAnpd

KO OKLOL.

Koyéleg povédwv 66ong mov mepiéyovv 56 x 1,84 x 1 (2x42),100x 1,100x 1 (2x 50) 13210 x

1 (3 x 70) oxAnpd kayaKia.

Ddréiec morvaBureviov vynAng tukvotntag (HDPE) mov mepiéyovv 100, 200 v 250 oxinpd Koydkio.

Mmropel va unv KukAo@opodVv OAEG 01 GLCKEVAGCIES.

Katoyog Adcrog Kvkhoopiag
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Avctpia

Mopackevactiig

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
2hoPevia

Salutas Pharma GmbH
Otto-von-Guericke Allee 1
D-39179 Barleben
Teppovia

I"o omoladnmote TANPOPOPio. GYETIKE [LE TO TAPOV PAPUAKELTIKO TPOTOV, TapaKareioTE VO
amgvbuvbeite otov Tomiko avtimpdommo tov Katdyov g Adelog Kvkhopopiog:

Belgié/Belgique/Belgien Lietuva

Sandoz nv/sa Sandoz Pharmaceuticals d.d. filialas
Medialaan 40 Seimyniskiy 3A,

B-1800 Vilvoorde LT 09312 Vilnius

Tél/Tel.: +32 2 722 97 97 Tel: +370 5 26 36 037
regaff.belgium@sandoz.com Info.lithuania@sandoz.com
buarapus Luxembourg/Luxemburg
KUT Cannos bearapus Sandoz nv/sa

Byn.“Hukomna Bammapos® No. 55 Medialaan 40

crp. 4, et. 4 B-1800 Vilvoorde

1407 Codust Tél/Tel.: +32 2 722 97 97
Ten.: +359 2 970 47 47 regaff.belgium@sandoz.com

regaffairs.bg@sandoz.com
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Ceska republika

Sandoz s.r.0.

Na Pankraci 1724/129
CZ-140 00 Praha 4 - Nusle
Tel: +420 225 775 111
office.cz@sandoz.com

Danmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kebenhavn S
Danmark

TIf: + 45 6395 1000
Info.danmark@sandoz.com

Deutschland

Hexal AG

Industriestrasse 25
D-83607 Holzkirchen

Tel: +49 8024 908 0
E-mail: service@hexal.com

Eesti

Sandoz d.d. Eesti filiaal
Parnu mnt 105
EE-11312 Tallinn

Tel.: +372 665 2400
info.ee@sandoz.com

EX0MGoa
Novartis (Hellas) A.E.B.E.
TnA: 430210281 17 12

Espaia

Sandoz Farmacéutica, S.A.
Centro empresarial Parque Norte
Edificio Roble

C/Serrano Galvache, N°56
28033 Madrid

Spain

Tel: +34 900 456 856
registros.spain@sandoz.com

France

Sandoz SAS

49 avenue Georges Pompidou
F-92593 Levallois-Perret Cedex
Tél: + 33 1 4964 4800

Magyarorszag
Sandoz Hungéaria Kft.
Tel.: +36 1 430 2890

Malta

Sandoz Pharmaceuticals d.d.
Verovskova 57,

SI-1000 Ljubljana

Slovenia

Tel: +356 21222872

Nederland

Sandoz B.V.

Veluwezoom 22

NL-1327 AH Almere

Tel: +31 36 5241600
info.sandoz-nl@sandoz.com

Norge

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kebenhavn S
Danmark

TIf: + 45 6395 1000
Info.danmark@sandoz.com

Osterreich

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl

Tel: +43 5338 2000

Polska

Sandoz Polska Sp. z 0.0.
ul. Domaniewska 50C
02-672 Warszawa

Tel.: +48 22209 70 00
biuro.pl@sandoz.com

Portugal
Sandoz Farmacéutica Lda.
Phone: +351 21 196 40 00



Hrvatska

Sandoz d.o.o.

Maksimirska 120

10000 Zagreb

Tel: + 38512353111

e-mail: upit.croatia@sandoz.com

Ireland

Rowex Ltd.,

Bantry, Co. Cork,

Ireland.

P75 V009

Tel: + 353 27 50077

e-mail: reg@rowa-pharma.ie

island

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kegbenhavn S
Danmérk

TIf: + 45 6395 1000
Info.danmark@sandoz.com

Italia

Sandoz S.p.A

Largo Umberto Boccioni 1
1-21040 Origgio/VA

Tel: + 39 02 96541

Kvnpog

Sandoz Pharmaceuticals d.d.
Verovskova 57,

SI-1000 Ljubljana

XloPevia

TnA: +357 22 69 0690

Latvija

Sandoz d.d. Latvia filiale
K.Valdemara iela 33-29
Riga, LV1010

Tel: + 371 67892006

Romaénia

Sandoz S.R.L.

Str. Livezeni nr.7A,
540472 Targu Mures
+40 21 4075160

Slovenija
Lek farmacevtska druzba d.d.
Tel: +386 1 580 21 11

Slovenska republika

Sandoz d.d. organizac¢na zlozka
Zizkova 22B

SK-811 02 Bratislava

Tel: +4212 50706 111

Suomi/Finland

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kédpenhamina S
Tanska

Puh: +358 010 6133 400
Info.suomi@sandoz.com

Sverige

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Képenhamn S
Danmark

TIf: + 45 6395 1000
Info.sverige@sandoz.com

United Kingdom (Northern Ireland)

Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl

Tel: +43 5338 2000

To wapdv UAAO 00N YIOV YprioNS avaBewp1Onke Yo TELEVTAIO POPE GTIG

Agmtopepeic TAnpopopieg Yo 10 PAppoKo avtd givor d1abféoieg oTo dikTvaKo TOTo Tov Evponaikon
Opyavicuov @apupdkov: http://www.ema.europa.eu.

87


http://www.ema.europa.eu/

	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΠΑΡΑΣΚΕΥΑΣΤΗΣ(ΕΣ) ΥΠΕΥΘΥΝΟΣ(ΟΙ) ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝ
	Β. ΟΡΟΙ Ή  ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ. ΑΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

