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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pregabalin Sandoz GmbH 25 mg oxinpd koyakia
Pregabalin Sandoz GmbH 50 mg oxAnpd koydkia
Pregabalin Sandoz GmbH 75 mg orxAnpd koydxio
Pregabalin Sandoz GmbH 100 mg okAnpd konydixio
Pregabalin Sandoz GmbH 150 mg oxkAnpd koydixio
Pregabalin Sandoz GmbH 200 mg oxAnpd konydxio
Pregabalin Sandoz GmbH 225 mg oxkAnpd konydixio
Pregabalin Sandoz GmbH 300 mg oxkAnpd koydixio

2. IHOIOTIKH KAI ITOXOTIKH XYNOEXH

Pregabalin Sandoz GmbH 25 mg cxAnpd xowdxia
Ka0e oxinpd kaydxio mepiéyet 25 mg TpeyKapmoiivng.

Pregabalin Sandoz GmbH 50 mg oxAnpd kowdkio
Ka0e oxinpd kaydxio mepiéyet S0 mg wpeyKapmoiivng.

Pregabalin Sandoz GmbH 75 mg oxAnpd koydxio
KdaBe orcdnpd kaydkio mepiéyet 75 mg mpeykaumaiivng.

Pregabalin Sandoz GmbH 100 mg oxAnpd Kowaxio

Kda0e orcdnpd kaydkio mepiéyet 100 mg npayKaunanng.\&?

Pregabalin Sandoz GmbH 150 mg oxkAnpd kodixio {-
Kabe oicdnpd kaydkio mepiéyet 150 mg npswcaum@vng

Pregabalin Sandoz GmbH 200 mg cxAnpd Kg@mx

Kabe oicdnpd kaydkio mepiéyet 200 mg npsygawwhvng.

Pregabalin Sandoz GmbH 225 mg oxAnpé kowdkio

Ka0e orxdnpd koydxio mepiéyet 2254\1@‘@871((1“7:&7»{\/119

Pregabalin Sandoz GmbH 300 m&Anpé. koo

Ka0e orxdnpd koydkio mepiéyet 540 mg TPEYKAUTAAIVIC.

INa tov TAnpn katdloyo WQSKééX(DV, BA. mapdypapo 6.1.
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3. ®APMAKOEEXNIKH MOP®H

2KANPO Kawdm&\

Preqabalméahdoz GmbH 25 mg oxAnpd Kowaxio

Avouyto pwo KOQE adlopovEC TOWO KoL om0, Kaydklo peyédovg 4 (14,3 mm x 5,3 mm),

YEWO LLE KOVL AEVKOV £MG VTOAEVKOV YPDLLOTOC.

@balin Sandoz GmbH 50 mg oxAnpd xowydxio
v

Y10 KITPIVO ad10pavEG TOWO Kal cdua, Koydkio ueyédovg 3 (15,9 mm x 5,8 mm), yepiouévo pe
OVL AEVKOV £(0C VITOAEVKOV YPOUATOG,

Pregabalin Sandoz GmbH 75 mg oxAnpd kowdkia

Koxkvo adiapavig mopa kot oopa, kKeyakio peyédouvg 4 (14,3 mm x 5,3 mm), yepiopévo pe Kovi

AgVK0D £mG VIOAEVKOL YPDUATOG,.



Pregabalin Sandoz GmbH 100 mg oxAnpd kawydkio
Koxkvo adiapavég mopa kot odpa, kKeydakio peyédouvg 3 (15,9 mm x 5,8 mm), yepuopévo pe kovi
AELKOD £MG VITOAELKOL YPDUOTOC.

Pregabalin Sandoz GmbH 150 mg okAnpd xowdxia ~0
A£VKO ad10paVEC TOWO, Kol cOUa, Koydkio peyéboug 2 (18,0 mm X 6,4 mm), yepiouévo pe Kovi 0"\7
AELKOD £MG VITOAELKOL YPDOUATOC. (o\
Pregabalin Sandoz GmbH 200 mg oxAnpd kaydkio 0
Avolyto moptokaAl adtapavig T Kot ohua, Koyakio peyédovg 1 (19,4 mm x 6,9 mm), ouévo

LE KOVL AEVKOV £®G VTOAELKOV YPOUATOG. ‘(U

Pregabalin Sandoz GmbH 225 mg oxAnpd kaydkio Q
Avotyto TOPTOKOAL OSIPAVEG T KO AEVKO Od1PAVEG COUA, KOWAKLO peyébo

(19,4 mm x 6,9 mm), yepiopévo pe kvt AUKOD €MG VITOAEVKOL YPOUOTOG. RN
@

Pregabalin Sandoz GmbH 300 mg cxkAnpd kodixio
Koxkivo adapaveég mdpe Kot avoryto KiTpvo-Kapeé adlapaveég ompa, Keyldkio peyébovg 0
(21,7 mm x 7,6 mm), yepuopévo pe kOvi Aeukoh £mg VITOAEVKOV Xp(b].t%’t/' .
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4. KAINIKEX IAHPO®OPIEX OQ

Q

4.1 OgpomevTiKég EVOEitelg @)

Enunmyia \&'
To Pregabalin Sandoz GmbH gvdeikvutol o¢ Gvunkn@uamcﬁ Oepameio o EVAMIKEG UE EOTIOKEC
EMANTTIKEG KPIOEIS e N XOPig OEVTEPOYEVN ysvﬁce@n.

N
, o &
Awtapayn YEVIKELUEVOL Gyyovg . ZO
To Pregabalin Sandoz GmbH evdsikvuton YIOQ] Oepaneio e Awtopayng ['evikevpévov Ayyouvg
(AT'A) otovg eviAiKe.

4.2  Aocoloyio kKo TPOTOG xopf]”f@g

O
Aocoloyia Q
H d6on kvpaivetar omd 150 éoogg)o mg NUePNGimg, Yopnyovueva gite € 600 1 G€ TPELG SUNPNUEVECS
d00ELC. o)
, A
Emilnyio

H Oepancia pe npsyy@xkivn umopei va apyicetl pe pia d6om tv 150 mg nuepncing, yopnyovueva
gite o€ VO 1| o€ PRIy dMPN péveg docelg. Me fdon v amodKpioT Kot TV oVEKTIKOTNTO TOL KAOE
acBevovg, 1 606 opel va avéndei petd amod pia fdoudda, oe 300 mg nuepnoing. H péyiotn 66on
v 600 mg nu ciwg, umopet va emtevydel petd amod pio emmAéov efdondda.

Miozapay \%Vmsv,uévov ayYovs
H 660n aiveton and 150 émg 600 mg nuepnoing, yopnyobuevo o 600 1 TPELS ONPNUEVES dOCELS.
H avé v Ogpomeio TPETEL VO EMAVEKTILATOL TOKTIKA.

H<Qepancio pe mpeykopmaiiviy uropet vo Eexvnoet pe pia d6om tov 150 mg nuepnoiong. H doon, pe
1N TV OTOMUIKT OOKPIGT KoL TV AVEKTIKOTNTA TOV acbevoig, umopel va avénbel ota 300 mg
epnoing, éneito and 1 efoopdda. Encita and pio emmpochern efdopndda, n 8601 pnopei va
& avénbet ota 450 mg nuepnoing. H uéyiom do6omn tov 600 mg nuepnoiong uropet va enttevydet Encrra
ond pio emmpdcodetn efdopdoa.

A10K0TH TS TPEYKOUTALIVIG
ZOUQOVO LE TNV 10YVOVGH KAMVIKT TPOUKTIKT, AV 1) XPNOT TNG TPEMEL VO SLOKOTEL, GLVIGTATOL M



SloKoT NG TPEYKOUTaAivNng va Tpaypatonombel faduiaio, oe S1AGTNHO TOLAAYICTOV Hiog
epdopdoag, aveEaptnta amd v EvoeiEn (PA. mapaypdpovg 4.4 ko 4.8).

Negpixn dvoiertovpyio, .
H mpeykapmorivn amofdiietor omd T CLGTNUOTIKY KUKAOPOpPia Kupig e AnEKKPLOT 0md TOVG )
VEQEPOUG WG apeTdfAnto edpuako. Kabog n kabapon g tpeykopumaiivig ivor evbémg avéioyn t "\T
KkdOapong e kpeatvivng (BA. Tapdypago 5.2), n peiwon g d6on¢ o€ acbeveic ue emnpeacuévn N
veppiKn Aertovpyia TPEMEL va EEATOMKEDETAL GOUP®VE, e TNV KaBapon g kpeatvivng (CLcr ((urmg
oaivetal otov [livaxa 1, vroroyilduevn coppwva e Tov akdAovbo THmo: A

O

g\@f&ig)

H mpeykopmorivn amopakpOVveTal OTOTEAECUATIKG IO TO TAUCUO E ouuoéiu')hcsn@f) % ToV
oappakov og 4 mpeg). ['ia Tovg aebeveig mov KAVOLY apodOAIoN, 1| N pspﬁmw@n ™mg
TPEYKOUTAAIVIG TpETEL Vo, TpocapUoleTol Bacel TG veppikng Aettovpyiog. E€gdc amo tnv nuepnota
36om, mpémel va yopryeitat Kot pio GupmANpopaTiKy S061 auécng petd amdicdde 4-mpn cuvedpia

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

CLer (ml/min)=
(ml/min) kpeatvivn opov (umol/1)

] (x 0,85 yia yuvaikeg

™G opodtdiong (PA. Tivaxa 1). AO
Mivaxag 1. Iipocappoyn g Adong g Ipeykapmarivng Baosy ‘&’N gQppuKNg Asttovpyiog
N
OY
Ka0apon kpeatvivng , , . ;&v * .
(CLer) (ml/min) YuvoMkn nuepnota ddon npsyKa\ il A0oGoAOYIKO oy
N~
Apyuch 56om Méylcszb\&)cm
(mg/npépa) (mg/ﬁ&épa)
O
> 60 150 4.@ BID # TID
«0\1
>30-<60 75 ~. 1300 BID 1} TID
- -
>15-<30 25 - 50 . ()o 150 Ama& nuepnoiong n BID
X
Qv
<15 25 O 75 Amag nuepnoing
)
PoumAnpopotikn d6on u&g@nv alpodwAlo” (mg)
NEAY N s
~ 25 100 Ama 660om
O\

TID = Tpeig ot Eveg 00GELS
BID = Avo &y €veg 000Elg
*H cvvoliki slieprioto d6om (mg/muépa) mpénet va, dloipeital OTmg evOEIKvLTAL td TO SOGOAOYIKO

oYU B 0, TPOKVTTOVY MgZ/3O6GM
H Guu@]pmuanmﬁ doon givan pia anag emmpdcben d6oM

H7!8k17’ ovoiertovpyio.
ZQ amotteiton Tpooapuoyn g 60ons o acbeveig pe nratikn Svciertovpyio (PA. mapdypapo 5.2).

O%alélarpmo'g wAnBvouog
H acpdelo kot 1 amoTEAEGUOTIKOTITO TG TPEYKAUTOAIVIG 6€ Tad1d NAKiag KATm TV 12 TV Kot
og gpnPoug (Mhikiag 12-17 etmv) dev £yovv axopo tekpnpimbel. Ta dwwbéoa dedopéva Tov
VILAPYOVV TPOG TO TAPAV TEPYPAPOVTAL OTIS TOPAYPAPovg 4.8, 5.1 kot 5.2, aALd dev UTOPOVV Vi
Yivouv cueTdoElS Yo T docoAoyia.



Himawuévor
Ye nlkiopévoug acbevelg pmopel va ypelaotel peimwon tng 060NG TG TPEYKAUTAAIVNG, AOY®
UEIOUEVNG VEQPPIKNG Asttovpyiag (BAéne Tapdypapo 5.2).

Tpdmog yoprynong

To Pregabalin Sandoz GmbH pmwopei va AapBdvetal pe 1| xopig tpoemn. o"\r
To Pregabalin Sandoz GmbH &ivat yio 06 otoOp0toc ¥prion novo. (U\

4.3 Avtevoeitag 0

3

Yrepevaichnoio 6tn dpacTiKy ovcia 1| 6€ KATO0 0md T0 EKO0Y0 TOV OVOPEPOVTUL cmv‘(oo

napérypago 6.1. g
4.4  E101kéc TPOELOOTONGELS KOl TPOPVAAEELS KATA TN| Y p1jon) 0\

N

Awfnrikoi acBeveig
ZOpeova pe TNV 15Y00VeaA KAVIKT TPAKTIKY, optopévol dtapntikoi acOeveighmov maipvovv Bapog
Katd Tt Oeparneio pe TpeYKAUTAAivY, UTOPEL Vo YpELOGTOLY pOOLON T@%@OYXDK(H]J.IKC()V TOVG
QOPUOKEVTIKDOV TPOTOVIMV.

OCA
Avtidpdoels vrepgvonctnociog N
Amd v amoktnOeica eumelpio LETA TNV KVKAOPOPIQ TOL PapuUd otV ayopad £xovv vapéet
avVaPOPES AVTIOPACEWDY VIEPELAIGONGINC, CUUTEPIAUUPAVOUE MEPWTOCEMV aryyel00dNpatoc. H
npeyKoumTarivn 0o Tpémel va SloKOTTETAL AUECMG, OV su(pav&v CUUTTOLOTO OYYELOOWONULATOG,
OIS 01N TPOCHTOV, TEPIGTOUATIKNG TEPLOYNG 1| owco&é_ V OVOTTVEVGTIKOV.
2oPapéc depuatikés avemBounteg evEPyeleg {-0
e oyéon pe t Oeparneio e mpeykopumaiivn Exovv @a(pspesi oTavio GoPapEG SEPUATIKES
avemBounteg evépyeieg (SCAR), otig omoieg e upavovtot o oHhvdpopo Stevens-Johnson (SJS)
Ko 1 to&kn emdeppiky vekpoivon (TEN), Qf@oiag umopet va glval anentikéc yo t {on M
Bavatneopec. Katd tn cvvtayoypdoencn, ot (stsig 0o TPEMEL VO EVILEPDVOVTOL CYETIKA, JLE TO
OMNUELN KO TOL GUUTTOLOTO KOL VOL napaKo@ueobvwl OTEVE Y10 OEPUATIKESG AVTIOPACELS. X
TEPIMTMOOT ELPAVIONG ONUEIDV Ko cvp@oudwov OV VTOINAMVOLV TETOLE AVTIOPAcELS, 1 Oepameia
ue mpeykoumodivn Oo tpémet vo dtakofdetar opécmg kot Oo mpénet va e&etaletan 1o evogyOUEVO
xopfymong evaAioxtikig Oepanciogd(Katd nepintwmon).

Z&An, vvnMo, anoAeln vasiES@nc, oUYYLOT Kol EXNPENCUEVT) S1OVONTIKT KOTAGTOO

H Oepoaneio pe npeykopumoliviEyel cuoyetiotel pe (AN Kot vavniia, Tov pmopel vo avéRcovy v
mOAVOTNTA TPOVUOTIGHOY) atoynue (TTmon) otovg nAKiopévous. 'Exovv vdpéet emiong
OVOPOPES OTTMAELOG csm&iﬁncmc;, GUYYLONG KOl EMNPEAGLEVIC OLOVONTIKNG KOTAGTOONG LETA TNV
KuKAopopio Tov npgi'(@og otV ayopd. ¢ €K TOVTOV, 6TOVG aobeveic Tpémel va diveTar cuUPovAn va
glvan mpooektikol '\pl va eEoketmBovv pe TIc TBAvEG avTIOPACELS TOL UTOPEL Vo £X0VV GTO
QOPUOKEVTIKO %@

Avudpdoeic GRetikéc e ™y dpaon

e eleyyo ¢ SOKEG, pia peyadvtepn avaroyio acBevov mov edapufavay Beponeio pe

TPEYKQ, tvn avépepav BapPoc opaong, and 6tTL acbeveic mov edduPavay Bepamneio pe eucovikod

QAapradcd; TO 0TTOI0 OTESPAE OTNV TAELOYN QIO TOV TEPIGTATIKMV, LLE TN GLVEYLOT] TNG XOPNYNONS.

Zrz&?ﬂvmég peiéteg otig omoieg deEnyOnke opOaporoyucdg EAEYYOG, 1| CLUYVOTNTO EULPAVIONG

it NG TG OTTIKNG 0EVTNTAG Kot LETABOADMY TOL OTTIKOL TEGIOL NTAV LEYAAVTEPT G AoBEVELG TOV

%uﬁowav Oepamncio pe mpeykapmaAivn, and 0Tl o€ acBeveig mov eAdpuPovoy Bepaneia pe elKoViKO
ippoko. H cuyvotnta eppdviong pubockonikmv petaformv NToav peyoivtepn oe aodeveig mov

& geAdppavay Oepaneio pe gikovikd eappako (BA. Tapdypago 5.1).

Ymv amoktnBeioa gumeipio LeTd TNV KLKAOPOPIo TOV PAPUAKOL GTNV AYopd, EXovv avapepbel emiong
OTTIKEG AVETIOVOUNTES EVEPYELES, CUUTEPIAAUPOVOUEVIG TNG UTOAELNG OPACTS, TOL BAuPovg Opacnsn
GAA@V LETAPOADV TNG OMTIKNG 0EVTNTOG, Ol TEPICCOTEPES EK TV OMOI®V Nty mopodikéc. H dtokom



NG TPEYKAUTAUAIVIG UTOPETL VOl EXEL OC ATOTEAESUA TNV OTOdPOUN 1 TN PEATIOOT AVTOV TOV OTTIKOV
GUUTTOUATOV.

Neopin avendpkeio .
"Exouv avopepBel TEpITTOOELS VEQPIKNG OVETAPKELNS, KO GE KATOLEG TEPMTMCELG LE TN SLOKOTN TNG )
TPEYKAUTAAIVIG EXEL TAPOVCLOGTEL AVAGTPOPT] AVTNG TNG UVETLOOUNTNG EVEPYELAG. 0‘\‘

AlKOTN GLYYOPNYOVUEVOV OVTIIETIANTTIKAV QOPUOKEVTIKOV TPOIOVIMV 7
Agv VIapYOVV EMOPKT CTOLYELN Y1 TV O10KOT GLYXOPTYOOUEVOV OVTI-ETIANTTIKOV (papuaiagkd)v
TPOIOVTOV, MGTE, OTOV EYEL eMTEVYDEL 0 EAEYYOG TV CTOGUDV UE TNV TPEYKUUTOAVY OC
cuouminpopatiky Oepameia, vo divetal n Tpeykapmorivny og povobepomeia. ‘(UO

ZVUOOPNTIKT) KOPOLOKT) OVETAPKELL g

Metd v KuKAOQOpPio TOL PUPUAKOL GTNV Ayopd, EXOVV VITAPEEL AVOPOPES Gup(p@rrud]g KOPOLOKNG
OVETAPKELAG, GE KATO10vG 060eVES OV EAGUBovaY TpeyKoumaAiv. AVTEG Ot avelpOpEg
TOPATNPOVVTAL KUPIOG & NMKIOUEVOLG acheVEig pe Kapdayyelokd TpoPAnudzel, kotd T didpKeta
Oepaneiog pe mpeykopmarivn yio pia amd T1g vevporadntikég g evdeifeis. i mpeykaumoiivn Oo
TPETEL VAL PN CYLOTOLEITAL LE TPOCOYN OE ALTOVG TOVG 0oBeveig. Me T jdgkbmﬁ NG TPEYKAUTAAIVIG
UTOPEL VO OTOSPALEL QTN TV aVTIOpaAOT). C

AvemBounteg evépyeieg o€ aobeveic e KAK®OON vOTioiov LueAOD ‘\0
21 Bepomeio TOL KeVIPKOL VELPOTOONTIKOD TOVOL AOY® PAGS %1) vOTIiov pueAoL elye avénBel
YEVIKMG 1] GUYVOTNTO ELPAVIONG TOV OVETIHOUNTOV svspysw’ov& avemOOUNTEG EVEPYELEC TOV
KEVIPIKOV VELPIKOV GLOTNHUOTOG Kot EWdtkOTEPa 1 VITvnAia. ADTO propel va amodobel oe pia
afpoioTikn dpdor eEaiticg TOV GLYYOPTYOOUEV®V POPUIKEDTIKAOV TPOIOVI®V (T.)Y. PAPUOKO KATA TNG
OTACTIKOTNTOG) OV ¥PELALOVTOL YI0 AVTHY TNV Katdm@ .

AVOATVEVGTIKT] KOTOGTOAN

"Exyovv vtdp&et avapopég avomveusTIKNG Kumm@]g Bapldg poperg mov oyetileTon pe ™ xpnon
npeykapmariivnc. Ot acBevelg pe peiopévn oydmyevoTiKy Asttovpyio, OVATVEVOTIKY 1| VEVPOAOYIKT
vO60, VEPPIKT SLGAEITOLPYIN, TOLTOYPOVY xp& KaTaoToATIK@V Tov KNX kot o1 nAikiopévol umopel
va S TpEYOVV LVYNAGTEPO KivOuvo val nap@&doovv VTV TNV avemBountn evépyeio Papildg Lopeng.
Evdéyeton va amortnfovv npooapuoyég@g d0onc oe awtode Tovg acbeveic (PA. wapdypago 4.2).

AVTOKTOVIKOG 18£a6UOG Kot (wrom@}(ﬁ GLUTEPIPOPEL

AVTOKTOVIKOG 100G LOC KL LT VIKT] GUUTEPLPOPA EXOVV avapepOel o€ acBevelg LTO aymyN| L
OVTIETANTTIKG @ApUaKe Yio S1ipOpeg evOei&elg. Mo LETA-0VAADGN TOV TUYULOTOMUEVOY
ELEYYOUEVMV LE EIKOVIKO QAPMBKO LEAETOV AVTIETIANTTIKOV QAPUAK®V £xEl EMiong dei&et pkpn
00NN TOV KIVEHVOL EKSHAMOTG CVTOKTOVIKOD 3EAGHOD KOL GVTOKTOVIKAG GOUTEPLPOPES. O
UNYOVIGILOG OVATTUENC ﬂ)roﬁ oV KIvdHvou dev givarl yvwotds. 'Exovv mapatnpnbet nepiotatikd
OLTOKTOVIKOV 168(161.&@1((11 GUUTEPIPOPAS G 0abevelG VIO AYOYT| E TPEYKAUTAAIVY] GTIV
LETEYKPLTIKY swtsu@‘(ﬁk. Tapdypoo 4.8). Mia emdNUIOA0YIKN LEAETT OTNV OTOia YPNCILOTO|OTKE
OYEUOUOG AVTOSABYYOUEVNG LEAETNC (GVYKPLONG TTEPLOd®V Bepameiog (e Teptddove Un Bepaneiog o€
éva dTouo) éSathtmxsi(x ALENUEVOL KIVODVOL VENC EUPAVIOTIS QVTOKTOVIKNG GUUTEPLPOPAS Ko
BavdaTov ani@romovi(x o€ 0o0gvelg VIO AYOYN LE TPEYKAUTAATVT.

Ot aocBe (Kot o1 povTioTég TV 060evdVv) Ba mpémel va supovievovtal va avalnTioovV WTPIKY
ouup 0€ TEPIMTOOT) TOV EUPAVIGTOVV GTUEIN CVTOKTOVIKOD 10€AGHOD 1) GUUTEPLPOPAS. Ot

oc ig Tp€mel v TapaKoAoLHOVVTAL Y10, GUUTTAATO AVTOKTOVIKOD 100G UOV KOl QVTOKTOVIKNG
OBREPLPOPAS KOl Va, ePappoletal N KaTAAANAN Bepamneia. Oa wpénetl va eEetdletal To evoeyOUEVO
Q oTN¢ TG Oepameiog pe TpeyKaUmaAivn o€ TEPITTWON ALTOKTOVIKOD 10£0CHOD KOl GUUTEPLPOPAG,.

& Mewouévn AELToVPYio TOL KOTMOTEPOV YOOTPEVIEPIKOD COANVOL
Ymhpyovv avopopic TEPIGTATIKAV, LETA TNV KUKAOQOpia Tov Tpoidvtog otnv ayopd, oxeTilopeva e
LELMUEVT] AEITOVPYIO TOV KOTOTEPOL YUGTPEVIEPIKOD COANVA, (.Y, EVIEPIKN ATOPPAEN, TUPUAVTIKOG
€1Me0C, OVOKOIAOTNTA), LETE OTO CUYYOPNYNOT TNG TPEYKAUTOAVIG LLE QAPLLOKO TTOV EVOEYETAL VAL
TPOKOAEGOVV SLGKOIMATNTA, OTMS TO OTLOELWN avaAYNTIKA. OTOv 1 TPEYKOUTAAIVI Kot OTTLOEN




yopnynBovv pali, O Tpémel va Aappavovrol PETpa KoTd TG SuoKOIAMOTNTOG (10104TEPA GE YUVOIKES
aofeveic Kot NAMKIOUEVOLG).

Tavtdypovn ypnon e OmoELd .
ZUVIGTATOL TPOGOYN KATA T GLVIAYOYPAPTOT TPEYKAUTAAIVNG TAVTOYPOVA LLE OTIOELDT, AOY® TOL )
KvdOvov KataotoAng Tov KNX (BA. mapdypago 4.5). Xe o peAétn acHevav-HopTopmy YpnoTov "\T
OmOEW MV, EKEIVOL 01 0oBeVeEig TOV EAAPAV TPEYKAUTAAIVY] TAVTOYPOVO LLE £VO, OTLOELDES napovciub@
avénuévo xivéuvo Bovatov Tov oyetileTol Le To OTIOEWDN GLYKPLTIK LLE TN (PTOT) LOVO OTIOEL
(otabuopévog Adyog copumAnpopatikdv tbovotritov [adjusted odds ratio - aOR], 1,68 [i% 4

1,19-2,36]). Avtog 0 avénuévog kivovvog topatnpninke ce yapnAés 606ELS TPEYKAUTAALY,
(<300 mg, aOR 1,52 [95% ClI, 1,04-2,22]) ka1 vanpye n Tdon yio Leyakdtepo Kivéuvo 6,
dooeig mpeykopmoiivng (> 300 mg, aOR 2,51 [95% CI 1,24-5,06]). g

AxotdAAnin ypnon, mbavotnto Katdypnons 1 eEdptnon N

H mpeykopmolivn propel va mpoxarécst papupokevtikny eEdptnon, n onoia unepel vo topovolactel oe
Bepomevtikés d6oeic. Exovv avapepbel nepmtdoets axatdAAning xpnong kat katdypnonge. Ot
acbeveig pe 16TopIKd KoTéyYpNoNG OVCIOV EVOEXETAL VO SIATPEYOLY VYNAOTEPE KivouVOo okaTdAANANG
YPNONG, KATAYpMOoNG Kot £GPTNONG OO TNV TPEYKAUTAAIVY KAl 1] TPEY aAivn Oa Tpémel va
YPNOLLOTOLELTAL LE TPOGOYT GE aLTOVS ToVG aiebeveic. [Ipotoh cvva;y on0el Tpeykaumarivn, Oa

MAOTEPES

TPETEL VO 0ELOAOYEITOL TTPOGEKTIKG, O KivOUVOG KA TAAANANG Xpﬁcng dypnong M e£aptnong tov
ac0evoig. Q\

Ot acBeveic mov Aappdvovy Bepaneia e TpeyKapmorivn Oo n&a va TopokolovbovvTal yio
CUUTTOUATO OKOTAAANANG XprioNG, KaTdyxpnong 1 e&aptonCumno v npeykaumaiivn, Omwg M
avamTuén avoynge, n avénon g doong Ko M Gu;mapupop&'_ 101méNg gvpeon g papudKov.
2TEPNTIKE GLUTTOUOTOL {-0
Metd amd dakony| Bpoyvypoviog Kot uaKpoxp(')vw@spansiag LE TTPEYKOUTOAIVY, ExovV TTapatnpnOel
oTepNTIKA cvurtdpoTa. 'Eyovv avapepbel ta n(xp@(drm cuounToOpote: obmvie, KepaiaAyia, vavtia,
ayyoc, S1ippotal, YPIIIMOEC GUVOPOUO, vsnpucé@w, KATAOAY™, AAYOC, GTACHOG, VTEPOP®Gia Kol
CaAn. H gpodvion otepntikdv Gvumwpdrcov%rd 1 S10KOTY| TG TPEYKAUTAAIVIG EVOEYETOL VAL
VOBEIKVVEL PoppakevTikn e&apnon (BA. Topdypopo 4.8). O acbeviig O Tpémet va evnpuepdvetar yia
ovTd Kot v évapén g Bepomeiag. E@ Oa mpémetl va drakomel 1 TpeyKAUTOAIVY), GLVIGTATOL AVTO
va yivetal 6tadlokd, oe S1aoTNHo rea{@)acrov 1 efdopddag, aveEdpmra amd v Evoeien (PA.

Tapdypopo 4.2). QO

Yracpol, copmeptAapfovo uévaon status epilepticus Kot TOV GTUCUDV YEVIKEVUEVNC ETANYIOG,
umopel va eppavicfovy KM& SLapKELD YPNONG TNG TPEYKOUTAATVIG 1] GOVTOLO UETE T SLOKOT TNG
TPEYKOUTOAVNG. A

AvoQopikd pe T Slg?@cn HaKpoypoviag Bepomeiog pe TPEYKOUTAAIV, TO SESOUEVO DTOSEIKVOOLV OTL
N cvyvotTa su(pdv@g KoL 1 BopdTNTO TOV GTEPNTIKOV CUUTTOUATOV UTopel va gival

docoeEuptd usvsécQ

"Exovv av Osi meprotatikd eykeparomddelag, Kuping oe aobevelg e VTOKEIUEVEG KOTAGTAGELS TOV

UTopel VL EPOKAAEGOVY eYKEPOAOTTAOELD.

T U\;@&i{; GE OVOTTUPOY®YIKN NMAMKIo/AVTIGOAANWN

Hsprion tov Pregabalin Sandoz GmbH xatd to tpdto tpiunvo e kdnong evogyetat va TpoKaAESEL

oveg GVYYevelg avmpaiieg oto ayévvnto modi. H mpeykoumarivn dev Oa mpénet va,
NGHOTOLEITAL KATA TN S1APKELR TNG KNGOS, TOPA LOVOV EAV TO OQENOG Y10 TN UNTEPO EVOL CAPADS

& LEYOADTEPO amd TOV SVVNTIKO Kivouvo Yo To EUPpvo. Ot yuvaikeg 6e avomapoymyIkn NAKio TpEmel va

YPNOOTOI0VV AIOTEAECUATIKY OVTICOAANYN Katd T didpkeia ¢ Oepameiag (BA. Tapdypapo 4.6).




45  AMAemopaceig pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAeg popPés ailniemiopacng

H mpeyxaumorivn, dev givarl mhavd va TpoKaléceL 1 Vo VITOCTEL PAPUOKOKIVITIKEG CAANAETLOPACELS,

Kabdg amekkpivetal Kuping apetdBAntm ota 00pa, veicTatar acuavTo petaBoloud otov aviporo

(< 2 % g d60mMG avakTOnKe oTa 0VPa MG LETAPOALTES), OeV AVOCTEAAEL TO UETAPOMOUO TV )

QOpPUAK®V IN VItro kot dev cuvdEeToL e TIG TPOTEIVEG TOV TAACUOTOC. o"\r
N

In vivo peléteg kot QoPUOKOKIVITIKT avilvon o€ deiyua TAnfvouod 7
Katd cvvéneia, og puehéteg in vivo, dev mapatnpidnkay kAvikd a&loonueioteg pap uoucomv;u o

OAANAETIOPAGELG HETAED TNG TTPEYKAUTOAIVIG KO TNE povyToivng, g kapPapalenivng, T
Baimpoikov 0&Eog, TNG AAUOTPLYIVIG, TNG YKOUTATEVTIVNG, TNG Aopalemaunc, T oimccoéql ¢N g
aBavorng. PappakokvnTiky aviivon o deiypo mAnbuopod é3eiée 6TL Ta and Tov GTORUTOG
OVTIOPNTIKA, To O10VPNTIKA, 1| VGOVAIVY, 1| atvoBapPLtdin, n TloyKopmivy Kot n répaudm dev
glyov KAVIKG onpavtiky opdon oty kaBapon tng TpeyKapmoiivg. O

Amd TOV GTOUATOC AVTIGVAANTTIKG, VOPOO1GTEPOVN KO ateuvukowrpa&ékﬂ{v}

H ovyyoptymon g mpeyKopmariving Le Ta amd TV GTOUATOG OVTICVAANTTIG vopardioTepdvn Koum
a1BuvVLOIGTPASIOAT deV EMNPEALEL TN QUPLOKOKIVNTIKY GE Gwesponomts KOTAOTOOT), KOUAS OO
T1¢ 800 ovoieg. C

Dopuoxevtikd Tpoidvta oL EMNPEGLOVV TO KEVIPIKO VELPIKO 01’)(;“(1&}97(1

H mpeykoaumorivn mbavov va gvicydoet ) dpdon g m@avéknccs‘b& ™G Aopalemaung. Xtnv
omoktnOeica gumelpia LeTd TNV KUKAOPOPIK TOV PUPLAKOL GTHY 0yopd, VIAPYOVV OVOPOPES
OVOTVELGTIKNG VETAPKELNG, KOUOTOC Kot avatmv og achelE)g ol omoiol AauPavouvy mpeykapmoiivn
Kol OTL0EWN Kaun GAAL QOPUOKEVTIKA TPOIOVTQ Kawcsr% TOV KEVIPIKOV VELPIKOV GLGTNLOTOG
(KNYX). H mpeykapmalivn eaivetal ot dpa aGpowrmd@ ™G dpdiong TG 0EVKMAOVNG OTNV EKTTTOON
TNG VONTIKNG KOl TNG CUVOMKNG KIVITIKNG ksnonpyi(xg{-

AMNAETIOPAGELC Kol NAMKLOUEVOL @
Agv &yovv deEayBel 101KEG HEAETES QAPUOKD UIK®V OAANAETIOPAGEDY GE NAKIOUEVOLS
ebelovtég. Meléteg addniemdpdoemv £xovv mpayuatorondel LOVoO e EVIAIKEG.

46 TovipoétnTa, KUNGN KoL yakm)x'@

<
Tuvaikeg o€ avoamopoymyikn n?»mi@vuoﬁk?mwn

O1 YuVaiKeG G€ aVATOPOYOYIKT {0 TPETEL VAL YPTCLLOTOLOVY OTOTEAEGLOTIKT OVTIGOAAN YT KOTA
T Sudpketa g Oepameiog (PA. dypago 4.4).
Komon O

Meléteg og nsmauaréC&a £8e1&av TOEIKOTNTA TNV avaTapoy®YIKY tkovotnta (BA. Tapdypago 5.3).
S

"Exet katadeybei 6 : TPEYKOUTOAIVT SomePVE TOV TAAKOVVTO GTOVG apovpaiovg (PBA.
TopAypapo 5.2). QrpsyKawrann EVOEYETOL VO, SLATEPVE TOV TAAKOVVTO, TOL 0VOPOTOV.

Meilovec ovisveic Suopopeisg
Ta Ssyné pio okavovaPikn peATn mapaTnpNnong o€ meptocotepeg amd 2.700 eykupochveg

OV EKTERNKOV G€ TPEYKAUTAAIVI KATH TO TPDOTO TPIUNVO KATESEIEAY DYNAOTEPO EMUTOLUGLO

pello oLYYEVAOV dLuGpHopPLOV (MZA) petaéd tov madietpikod TAndvopod ({ovtog 1 Bvnotyevoic)
7O €0nke otV TpeyKkapuTaAiivn og cOyKpion pe tov TANBuopo mov dev ektébnke (5,9% Evavtt
1.49)

& kivouvog MZA peta&d tov mtaudiotpikod TAnBucpod mov ektédnie oty TpeyKoumTaiivn Katd to
& TPAOTO TPIUNVO NTAV EAAPPDC VYNAOTEPOG GE GVYKPLOT LE TOV TANBLGLO oL dev eKTEONKE
[Tpocaprocpévog AdYog eMTAAGHOD Kot Stdotnia epmiotocvving 95%: 1,14 (0,96-1,35)) kot og
ovYKplon pe Tov TAnbuoud mov ixe extebei ot Aapotpryivn (1,29 (1,01-1,65)) 1 ot viovio&etivy
(1,39 (1,07-1,82)).



Ot avaADGELG Y10 GLUYKEKPIUEVEG SOVGUOPPIES KATESEIEAY VYNAOTEPOVS KIVODVOLC Y10t SUGUOPPIEG TOV
VEVPIKOV GUGTALATOG, TOV 0QOUALOD, GTOUATOTPOCHOTIKEG GYLOTIEG, OVCUOPPIEG TOV OVPOTOUTIKOV

KOl QUGHOPPIES TV YEVVITIKAV 0pYAvmV, 0ALA o1 aptBpol eivor pkpol Kot ot ekTIeelg sivat
avakpPeis.

To Pregabalin Sandoz GmbH dev wpénel va ypnoipomoteital Kotd tn StbpKeLd TG EYKVUOGHVNG smés"\‘
gdv gtvar coQa¢ amapaitnto (€dv To GPEAOG Y10 TN UNTEPO VIEPKAADTTEL CAPDG TOLG TOAVOVE N

KvdhVoLg Yo To EUPPLo). O(U
Onhaouoe )
H mpeykapmorivn amexkpivetal oto avOpomvo yara (PA. mapdypaeo 5.2). H enidpaon
TpeyKouTaAiivng ota veoyvd/Bpéen eivar dyvoortn. [lpénet va anopaciotel edv o dia 10
OnAacouog M Ba draxomei 1) Bepameia e Tpeykapumaiivn, Aappdvovtag voyn o 6perds Tov OnAacion
Yo T Todi Ko To 0pelog NG Oepameiog yio Tn yovaika. 0\

)
Fovipotroa Q}
Aev vapyovV KAVIKE 0£50UEVE, GYETIKG [IE TIG EMOPACELG TNG TPEYKAUTOALNG 6TN Yuvoikeio
YOVILOTNTAL. ZO

e pio KAk dokiun yio v a&loAdynon g nidpacng g npgylcwwng TNV KV TIKOTNTO TOV
a

OTEPLATOC, VYN GPPEVE GTOUO EKTEONKOY GTNV TPEYKAUTOUAIVY, G d0oom tv 600 mg/Mmuépa.
Metd and 3 punveg Bepomeiog, oev VINPYOV ETWOPACELS GTNV KLV TNTO TOV GIEPLATOG.

Mia perétn yoviuotnrog oe Onivkovg apovpaiovg €xet det&al vvemBbunteg emdpdoelg oty

TNV avomapoy®yn| Kot thv avamtoén. H kKAvikn onua

VTOV TOV EVPNUATOV Elval ayvootn (BA.

avamopoywyn. MeAéteg YOVIPOTNTOG O OPGEVIKODS apousmvg &xovv deiet avemBounteg eTOPAGELG

napypago 5.3).

4.7 Emopacelg 6Tnv tkavoTiTo. 061’]71]61]%6@)%‘1[)“5“01’) POV ATV

To Pregabalin Sandoz GmbH pmopei va €xet @%pﬁ N HéTplo ETIOPOCT GTNV IKAVOTNTA 03NN ONG KoL
XEWPLopo0 pmyavnudtov. To Pregabalin Saidoz GmbH pmopet va mpokoiéoet (AN kot vivnAio kat
EMOUEVMS, UTOPEL VO EXNPEACEL TNV u<0@mw 001 YNONG KOL YEPIGLOV UNYOVIUATOV. ZTOVS 060eVEIC
npémel va divetot cupBovAn vo punv 93Qyovv, va pn xepilovrat ToADTAOKO, YoV LLOTOL KL VO UV

TaiPVOVV HEPOG GE EVOEYOUEVOC sn@&wsg dpaCTNPLOTNTEG, LEYPL VO YIVEL YVOGTO €AV OVTO TO
QOPUOKEVTIKO TPOIOV €M psdgs@ KOVOTNTA TOVG VO EKTEAOVV OVTEG TIG OPOCTIPLOTITEG.

4.8 AvemOovunteg svép\(S}

210 KAWIKO npéypaup(ung TpeyKauTaAivng cvppeteiyov mave ard 8.900 acbeveic mov eEetébnoav

omv npsyKamcanp,”@ TV onoimv Téve arnd 5.600 cuppeteiyov o SMAA-TVEAEG LEAETEC,
ELEYYOUEVES e EwQVy 0 papuaxo. Ot o cuyvd avapepoueveg avembounteg evépyeteg nTov Lain
vavniia. Ot owsm@untsg evépyeleg Ntav oLvNBG NG £mG HETPLAG PopdTNTag. Xe OAES TIC

Kot

ereyyOLEVEG us?@sg, T0, TOCOGTH SLOKOTNG AOY® avemBOLNTOV gvepyeldv fTav 12 % yio acBeveig

7oV AapPovol Tpeykapmodivny kot S % yo acBeveig mov Adufavay gikovikd eappako. Ot o ooy

£G

avembOuNTESEVEPYELEG IOV 08N YOVSAY o€ Slakom g Oepaneiog pe mpeykapmoiiv NTav n CaAn ko

N VITVNARL

’Ok@b AVETOVUNTEG EVEPYELEC TOV TAPOVGLACHNKAV GE TOGOGTO PEYOADTEPO GO AVTO TOV

KOV POPUAKOL KOl GE TEPIGGOTEPOVG TOL EVOS acBeveic, Tepiiapfdavovtal 6Tov Tivaka 2 Tov

&t
ékov@ai Katd kaTnyopia Kot cuyvotnta (Told cuyves (= 1/10), cuyvég (= 1/100 émg < 1/10), oyt

xvéS (= 1/1.000 éwg < 1/100), omdvieg (= 1/10.000 £émg < 1/1.000), moAd ordvieg (< 1/10.000), un

& YVOoTég (dev umopov va ektiunBovv pe Baon ta dabéoiua dedopéva)). Eviog kabe katnyopiog

oVYVOTNTOG ELEAVIONG, Ol AveEMBOUNTEG eVvEPYELeC TapatiBevTot katd Bivovsa celpd cofapdTnToc.

Ot avemBOUNTEG EVEPYEIEG TTOL TTEPLYPAPOVTOL, UTOPEL EMIONG VO, oYeTI{OVTAL [IE TNV VTOKEILEVN VOGO

Kol / 1 TA GUYYOPNYOVUEVA PUPLOKEVTIKA TPOTOVTA.



21 Bepameia TOv KEVIPIKOV VEVPOTOONTIKOD TOVOL AdY® PAGPNG TOL VoTidiov poehov gixe ovénbel
YEVIKDG 1] GUYVOTNTO ELEAVIONG TOV OVETIHOUNTOV EVEPYELDV, Ol AVETIOVUNTEC EVEPYELEG TOV
KEVTPIKOD VELPIKOD GLGTHLOTOG Kat £101kOTEPa 1) VIVNAia (BA. Tapdypago 4.4).

EminpocOetec avtidpaoeic mov avaeéptnkay and tnv amoktndeioo spumepio LETA TV KVKAOPOpPial 16")\‘
QOPUAKOV GTNV ayopd, CUUTEPIAAUPAVOVTOL e TAGYLN YPALLOTA, GTOV TOPAKATM TIVOKO. N

@
Mivaxog 2. AvemOopnteg Evépyeieg g Mpeykapmarivig 0

A
~(UO

Katnyopia/Opyaviké AvemO@ounrec Evépyeieg @®appaxov
YooTnpo g
AOPAEELG KL TOPOUCLTAOGELS o\

, , N
2UyvEC Pwogapvuyyitida C(}
AWTopay£S TOV CGLHOTOUTIKOV KOl TOV AEPPLKOY GVGTINOTOS (UA
Oy ovyvég Ovdeteponevia ‘O
A . , ) &G

LWTOPUYES TOV AVOGOTOLTIKOD GUGTILATOG O
Oy ovyvég YrepevaroOnoia OQ
Yrdvieg Ayyerooionua, orlepyixn avn@&n
Awrtapayéc Tov petoforiopov Kot g Opéyng 3
Tuyveg Opegn avdnpévn {9
Oyt ouyvéc Avopetia, vnoyh)l(\@tia
Yoyuatpikég dratapoyég . ‘D(U
Yuyvég Evpopun ayvaicOnuatikn didbeon, cdyyvon, evepebiotomra,

omonpO(S/ OMGOUOG, abTVia, LEWMUEVN YEVETNOLO OPUN

Oy ovyvég ‘Psu@&@ncn, Kpiom TAviKov, avnovyia, S1Eyepon, KatabAy,
kotdBhintikn diabeon, e€nppévn cuvarcOnuotiky diébson,
exdbetinotnTa, HLOKVUAVOELS TG cLVOLCONUATIKNG d1a0gomg,
TPOCHOTOTOINGT], SUGKOAIN avaKANoNg Aé&ewv, dtatapayuévo
VELPQ, OVENUEVT YEVETNGLO, OpUN, avopyoouic, aradsio

Xravieg Apon aVAGTOANG, CVTOKTOVIKT] GUUTEPIPOPA, AVTOKTOVIKOC 10EAGIOC

@)
A
~OA
Q’\
Awtapayéc Tov \Q%ucoﬁ GULOTNHNOTOS

<&

Mn yvooTég Dapuoxevtikn eCoptnon

[ToAb cvyvéa o ZAAn, vvniio, KeQoAaAyio
YuyvEg {&' Ata&io, un eUGI0A0YIKOG GLUVTOVIGUOS, TPOWOC, ducapbpia, apvnoia,
$ EMNPEACUEVT] LVIUY, dlaTapay] GTNV TPOGOYN, Tapaicinacia,
@ vrocOnocio, KOTAGTOAN, dtatopay| TG looppomioc, AOapyog
O quvég 2uykomn, AMBapyos, LVOKAWVOC, ATMAEL GOVELONGHS, YUYOKIVITIKY|
é vrepkvnTIKOTNTA, dSvokvnoia, {aAn 0éong, TPOUOG KATA TIC EKOVGIEG
oQ KIVOELS, VOGTAYHOG, VONTIKT SL0TOPOYT, EXTHPEATUEVH OLOVONTIKY
& KaraoTaon, olTapay AOYov, EAATIMOT AVTAVAKANCTIKOV,

vrepastneia, aicOnon kavcov, aysveia, aiocbnua karxovyiog
Xravieg 2raouol, Tapocuic, VIoKvnoia, dSuaypapia, TUPKIVGOVIGUOS

O¢@0armkég owatapayés
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Katnyopia/Opyaviké Avem@ounrec Evépyeieg ®appaxov

YooTnpo

Suyvég Opaon Oaunrn, dumhomio .

Oy ovyvég ATdAEW TEPLPEPIKNG OPAONC, OTTIKY dlaTaparyT], 01010l TOV .\?
0POOANOD, EAMAELIO OTO OTTTIKA TTEdi0, OTTIKT 0EVTNTO PELOUEV, \<)
évog 10V 0pBuAL0D, acbevoria, potoyia, Enpoedaipia, 8(1Kp13@8010(
ovénuévn, epeBiopog Tov oBaALLOD

2mavieg Aradleia opaoyg, kepatitioo, dHpACT) KOTA TV OO0 T OVT EVQL
PaivoVToL TOAAVTEVOUEVD, OALOLOUEVT OTTTIKY avTidnym @) Pébovg,
podpioon, oTpafiopoc, Aaumov PAELLA Q

Awtopayés Tov OTOS Kot Tov Aafvpiviov 0\

Yuyvég TAryyog 2(?

Oy ouyvég Ynepaxoio Q

Kopowkég owatapayés ‘[)(U

Oy ovyvég Tayvkapdic, KOATOKOIAOKOC (XTCOKz\,PéIGg TPHOTOL PobLov,
QAePoxoupikn Bpadvkapdio, cOUPPRNTIKT KapPOLOKY OVETGPKELO,

Ymdvieg Hoparaon owaotiuotos QT, A oupkn Tayvkapdia, prefokoppixy
appvdpia o

AYYElOKES OLoTOPUYES 3

Oy ouyvég Ynotaon, vaéptaon, g{p €1c, EEaym, TEPLPEPIKT YuypOTNTO.

AWTOPOYES TOV AVOTVEVGTIKOD GLUGTILOTOG, rﬂ@o’)p(ma K0l TOV pecofmpdxiov

Oy cvyvéc Avonvou, enf M, PYxas, pLviKn copEOPNoT, PLVITISN, POYYOANTO,
Enpotnta pvikdd PAevvoyovou

Xmavieg Hvez),uo%o' o1onuo, CLGPLYKTIKO oicOM Lo AatpLov

Mn yvooTég Avam@crmﬁ KOTOGTOAN|

Awtapayéc Tov yac‘rpsvrspmo&')aQ

Suyvég Euetoc, vavtia, duokotAotta, didppoia, LETE®PICUOC, SIUTOOT TNG

QO xothiog, Enpootopia
Oy cuyvéc A laotpooicopayikn ToAvdpoUN o, VIEPEKKPIOT GLEAOV, VTGO Gla
Ne) OTOHOTOG

Xmavieg QO Aokitng, moykpeatitido, oidyua yAmooag, duoeoyio

AWTopay£s TOVMTOTOS KAl TOV OANQOp®V

Oy cuxvég&- AvEnpéva nratikd Evoopa*

Xmavie & ‘Tktepog

[ToAdtomdavieg Hrotwn avendpkeia, nratitido

@apaxég TOV O£PNOTOS KOL TOV VTOOOPLOV LGTOV
& YL GUYVEG E&GvOnpa Pratidmdsg, kvidwon vIepldpmaiol, KvHouos

Yrdvieg To&kn| emdepukn vekpodAVGN, ovvopouo Stevens Johnson, kpOog

WpOTOG

AWTopay£S TOV PVOGKELETIKOU GUGTINOTOS KOL TOV GUVOETIKOD LGTOV
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Katnyopia/Opyaviké Avem@ounrec Evépyeieg ®appaxov

YooTnpo

2uyvEC Mvikn kpaumra, apbpadyic, ocpuaiyia, TOVOC GE AKPO, OLYEVIKOC
oTaGUOG ~Q

Oyt ouyvéc Adykmon apBpwong, poadyio, Poikég SEGOMGELS, AVYEVAAYiQ, m&@*
dvokapyia 6(0

Yrdvieg PaBoopvdivon A

AWTaPaYES TOV VEQPAV KOL TOV 0VPOPOP®V 00DV YUO

Oy ovyvég Axpdarela ovpwv, dvcovpia g

Xmavieg Neepikn avendpkeld, olyovpio, Katarkpatyon 013p@~

AWTopayES TOV AVOTUPAYOYIKOD GUGTI|LATOS KOl TOV LOGTOV 2(}

2oyvEc 2TUTIKN duoAgttovpyia A

Oy ovyvég XeEovalikn dvusAsttovpyia, Kaevcrépncs{@qlémspudncng,

duounvoppota, LosToduVia

<

Xravieg Apnvoppoia, £KKpiomn poctov, aﬁf@q Tov peyébovg Tov pacTov,
YOVAIKOUOOTIO,

Fevikég Sratapayéc Ko KaTaoTAGES TNG 0800 YopiiyMOoN)

Yuyvég Oidnua mepipeptkd, oldNMes PASIOLA [T PLGLOAOYIKO, TTMOGT, aicOnomn
uébng, aicOnom un (pvi_ 0Y1KT, KOT®OOT)

Oy ovyvég Ievikevpévo oidn u(@z’émca TPooTov, aicinua cVGELYENC TOV
Ompaxoa, Ghyoc 7@5&&, dtya, piyn, e&acbévion

o

Mapaxlwvikég eEetdosg ko)
2uyvéc ZONOTIKO ﬁog avénuévo
Oy cuyvéc Kpear@opoopokivdon aipatog avénuévn, yAokoln aipatog

ovg M, oPOUOG AUOTETOM®Y PELMIEVOC, KPEUTIVIVY] OULOTOG
owﬁ’mévn, KAAL0 OiloTOg HEIWUEVO, COUATIKO BAPOC LELOUEVO

Xravieg &pl@ UOG AEVKOKVTTAP®V PELOIEVOG

* Apvotpavepepacn g &Qv{vng avénuévn (ALT) kol aoTopTIKe QUVOTPOVEOEPACT) OVENUEVT
(AST). A
S

Metd and Sokonn } Oxl)xp()vmg Kot pokpoypoviog Bepaneiog e mpeykapumaivn, £xovv mapotnpnOet
OTEPNTIKA cvum@?x. "Exovv avaeepbel o Tapakdto countopata: abnvia, KEQolaAyia, vootia,
ayxoc, 61dppow@ TTMOEG GUVOPOUO, OTOGUOL, VEVPIKOTNTA, KATAOAYN, GAYOC, VITEPIOPMOGIa Kot
CaAn. Avtd f@upnrd)paw EVOEYETOL VAL VTTOINADVOLV QOpLaKeEVTIKT eEGptnomn. O acBevig Oa
TPETEL VUL Q&papc’wawl Yo aLTA Kot v Evapén trng Oepaneiog.

Avop G e TN dlaKoTmn pakpoypoviag Oepaneiag pe Tpeykapmorivn, ta dedopuéva vTodelkvhovy OTL
no TNTA ELEAVIOTG KO 1] fapOTNTO TOV GTEPNTIKOV CUUTTOUATOV UTOPEl va etvat
8§&§aprcbusvsg (BA. mapaypdeovg 4.2 kot 4.4).

adotpkdc TAnbvoude
& To mpoPil acEAAELNG TG TPEYKAUTAAIVIG TOV TOPpATNPONKE O TEVTE TOUIIATPIKEC LEAETEG OF
ao0eveic e e0TIOKEG EMANTTIKEG KPIOELS e 1 yopic devTepoyevn yevikevon (LeAET
OTOTELECUATIKOTNTOG Kol 0o@AAelog didpketog 12 efdouddwv oe acbeveic nhikiag 4 £mg 16 etav,
n=295, HeAETN aMOTEAEGUATIKOTNTAG KOl Ac@dAelag Siapkelag 14 nuepmdv o€ acbeveic niikiog
1 unvog m¢ kdto TV 4 etdv, n=175, HEAETN QAUPLOKOKIVITIKNG KOl LEAETT AVEKTIKOTNTOGC, N=65 Kot
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V0 peréteg 1 £Tovg, AVOIKTNG EMIGNUOVOTG, LETA TIG LEAETEC aoPUAELNG, n=54 Kot n=431) ftav
TOPOUO10 LE VTO OV TopatnPOnKe oTig peAéteg evndikov acBevav pe emAnyia. Ot o Guyveg
avemBOUNTEG EVEPYELES OV TapoT PN ONKay otn perétn 12 efdopndadmv pe tn Bepomeia pe
mpeykapnarivn frav vivniia, Topedia, AoipmEn TOL AVOTEPOL OVATVEVCTIKOD GLGTAROTOG, Opedn
ALENUEVT], COUOTIKO Bapog avénpévo kot prvo@apuyyitda. Ot o cuyvég avemBOUnTES EVEPYELES OV )
mopatnpnonkoyv ot peAétn 14 nuepov pe ) Oepomeia e Tpeykoumaiivy nTov vTvnAio, Aoipnmén r@
OVAOTEPOL OVOTVELGTIKOL GLGTHATOG Kot Tupe&ia (PA. mapaypdapovg 4.2, 5.1 kot 5.2).

Avopopd mavoloyovuevev avemfountov evepyelnv 0

H avagopd mbavoroyoduevoy avemtbOunTtmv evepyelmy LETH amd T Yopnynon Goslog Ku oplog
TOV QAPUAKELTIKOD TPOIOVTOG eivar onpavtiky. Emitpénet n ovveyn mapakorlobnon tig,aréonc
0PEALOVG-KIVOVVOL TOV PUPHOKEVLTIKOD TPOIOVTOC. ZNnTeital 0md TOvG EnayyeALLaTieg VYETE Vo
avaPEPOLY OTTOLEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEC LECH TOV s@vmo& GLOTILOTOG
avapopdg: EOvikog Opyaviopoc Doppakwov, Mecoyeiov 284, GR-15562 Xokapyé@&@f]va

Tna: + 30 21 32040380/337 N

DaE: + 30 21 06549585 @

Iototomog: http://www.eof.gr. A
‘O(U

49 Ymepoocoroyia

%

4 s r r r S r r
Yty amoktnBeica gpmeipio LETA TV KVKAOQOPIX TOL QOPLLAKOV Qayop(x, Ol 10 GLYVA

avapePOUEVEG aVETIOOUNTES EVEPYELEG O1 OTIOIEG Elyay TAPOTNP € TNV VIEPSOGOAOYNOT TNG
TPEYKAUTOATVIG GUUTEPIAAUPaVAY DITVNALL, CUYYVTIKY Kardc@sn, O1éyepon Kat avnovyio.
Avaeépbnkay eniong eminntikég Kpicelc. @)

V

€ OMAVIEG TEPIMTMGELS, £YOVLV OvVOPEPDEL TEPIOTOTIKA Kyhatog.

H Oepomeio tng vepdocoroying He TPEYKUUTOAVIPRPETEL VO TEPIAAUPAVEL TA YEVIKG VTTOGTNPIKTIKG
LETPO KO 160G allodAon, edv gival omapa{mmj L. mopaypago 4.2, TTivaxoag 1).

o

5. ®APMAKOAOTIKEX JAIOTHREX

51 ®@appoxkodvvapikéc 16161:111:8@

O
DoppoKodePATELTIKN Katnyopi%)@usmknmmd, Ao avtiemnmrikd, Kootkoc ATC: NO3AX16

H dpaoctikn ovoia npsymxugﬁbvn glvat avéAoyn Tov y-apvofoutupikov 0EE0C
[(S)—3-(au1voué90k)-5-useQ Eavoikd o&v].

Mnyavioudg dpdong Q)
H mpeyxapmorivn £ETOL G€ L0l EMKOVPIKT VIOOUAOA (012-0 TPWTEIVN) TOV EVEPYOTOLOVUEVMV
oamd dapopd SDV(QKOI') SloAmV a6PeCTION 6TO KEVIPIKO VELPIKO GVOTN L.

4 o r r
KAwikn (lTEO,‘@SG LOTIKOTNTO KOl 0GQAAELL

NI
EniAnyi
Soum patikn Oepomeio

Hn apmodivn éxel peketn el oe 3 eheyydpeveg kKAMvikég Sokipég drapkelag Emg 12 efdopddwv, pe
) oyia BID 1 TID. I'evikd, o Tpo@il ao@AaAielog Kol ATOTEAEGLATIKOTITOC Y10 TO SOCOAOYIKA
pato BID kot TID, fjtov mapodpoa.

& Ao v 1n EBdopdda mapatnpndnike pio peimon ot cuyvotnTo TOV ETANTTIKOV KPIGEWDV.

Hodratpiicdg minBuopog
H aocpdlelo kot 1 amoTeEAEGUATIKOTNTO TG TPEYKAUTOAIVIG OG GUUTANPOUATIKNG Oepameiog yio TNV
emumyio oe TodOITPIKOvG acbeveic nAikiog kato TV 12 £T1d@v Kot pNPovg, dev Exovv TEKUNPLOOEL.
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Ot avemBOUNTEC EVEPYELEG TTOL TOPATNPNONKAY GE Lo LEAETT] POPUAKOKIVITIKNG KOl OVEKTIKOTNTOG,
otV omoia cuppeTeiyav aceveic nhikiog 3 unvav €mg 16 et@v (n=0605) pe emANTTIKEG KPIoELS
€0TIOKNG EvapENg, NTaV TaPOUOLES LE OVTEC TOV TopaTnPNONKaY 6Tovg eviilkec. Ta amoteléopoTa
oG ey OUeEVNS HE EIKOVIKO @appako pedétng 12 efdopddmv og 295 maudurpucois acbeveic niuciog
4 ¢mg 16 €TV Kot oG EAEYYOUEVC E EIKOVIKO QAPLOKO HEAETNG SidpKelag 14 nuepmv o€

175 mondrotprkovg aobeveic nhkiog 1 unvog Emg KAt® Tov 4 €10V, TOL TPAYLATOTOMONKE Y10, Vo "\T
a&roroynBel n omOTEAECUATIKOTNTO KOl 1] ACQAAELD TNG TPEYKAUTAAIVIG ¢ EMKOVPIKNG BepameiadN
v T Ogpomeio EMANTTIKGOV KPIGEDV EGTIOKNG EVOPENG Kol 6V0 PEAETMV OOPAAELNG OLVOIKTHG
emonuavong 1 €tovg, otic onoieg ovppetetyav 54 kot 431 toudatpucoi acbeveis, avriotorya, nktkiog

3 unvav €mg 16 etdv pe emtinyia, vrodekvdovy 0Tt 1 Tupeéio Kot 01 AOUMEELC TOV AVOTE
OVOTVELGTIKOD GLUGTNUOTOG TOPATPHONKAV ¢ aveTIBOUNTEG EVEPYELES TO GLYVA OE G oM UE TS
peAéteg evniikov acbevav pe emanyia (BA. Tapaypdpovg 4.2, 4.8 kot 5.2). g

2V eheyyOUEVT LE EIKOVIKO (APLOKO HeAETT O1dpkelag 12 efdopadmv, ot moudt ol acOeveig (4
émc 16 £16v) kotavepdnkay ot Ajyn mpeykapmorivng 2,5 mg/kg/muépa (éyielo, 150 mg/muépa),
npeykapmorivng 10 mg/kgmuépa (péyioto, 600 mg/muépa) 1 ercovikod eapudisv. To T0606To TOV
acOevov pe peioon kotd tovAdyiotov 50% Tov eTANTTIKGOV Kpicewy eoTiarg £vaping oe chykpion
pe v apykn Tipn nrav 40,6% tov acbevav mov Erafav Oepameia pe OLUTTOALV

10 mg/kg/muépa (p = 0,0068 Evavtt gikovikod eappakov), 29,1% tov vov mov Erafav Oepameio
ue mpeykoumorivny 2,5 mg/kgmuépa (p = 0,2600 évavtt etkovikoD (p(édkou) Kol 22,6% aut®v mov
ELafov ElKOVIKO PAPLOKO. é\

2V eheyyOUEVT UE EIKOVIKO QApHaKo LeAétn didpketag 14 n@o’ov, madtatpikoi acbeveic (1 pnvog
£0g KATo TOV 4 £T0V) KoTavepundnkay ot AMyn mpeykopnodivng 7 mg/kgmuépa, mpeykoumaiivng
14 mg/kg/muépa i ekovikov eapudikov. H gikoottetpdogm\didpesn cuyvotnta ETMANTTIIKOV KpicE®Y
Katd Vv évapén kot tnv terevtaio exickeyn nTov 4,7 3,8 v v mpeykaumaiivny 7 mg/kg/muépa,
5,4 ko 1,4 ya v peykoapmaiivy 14 mg/kgmuépa KQ— ,9 ka1 2,3 yuo 10 KoviKd apLOKO,
avtiototya. H mpeykapmodivny 14 mg/kgmuépa usi@s GNUOVTIKA TN AOYOPIOUIKE LETAGYNUOTIGUEVT]
CLYVOTNTO EMANTTIKOV KPIGEDV EGTIOKNG £V, &@evown TOV €IKOVIKOV Qapudiov (p=0,0223). H
npeykapmaAivny 7 mg/kgmuépa dev su(pdegédmcn G€ OYE0N LLE TO EIKOVIKO QAPLLAKO.

Te o EAeyXOpEVT pe EuCOVIKO Qappako PEXETN didpkelag 12 efdopddmv ot acbeveis pe TpoToyeveis
YEVIKELUEVEG TOVIKOKAOVIKEG (Primary aneralized Tonic-Clonic, PGTC) emiAnrntikés kpicels,

219 acBeveic (Mkiag 5 éog 65 etdv, €R TOV omoimv, 66 fTav nhikiog 5 £wg 16 £1dV) Kataveundnkay
o™ ANy apeykoumaiivng 5 mg/k épo. (Léyioto 300 mg/muépa), 10 mg/kg/muépa (Léyioto

600 mg/mpépa) N ewcovikov pap v ©¢ cupmAnpopatiky Bepaneio. To 1060610 TOV AGOEVOV e
tovAdytotov 50% peimon oto m0e00to ennnTik®v kpicemwv PGTC ftav 41,3%, 38,9% kot 41,7%
Yo TNV Tpeykapumaiivn 5 mgkg/muépa, v tpeykapmaiivny 10 mg/kgmuépa Kot To EIKOVIKO
PAPUOKO, AVTIOTOLY®L. A

Movobepaneia (vso_&f@mceévrsc acBeveic)
H mpeyxapmorivn s@ua&sm@st o€ 1 gheyyouevn KhMvikn perétn ddpketog 56 fdopddov pe
docoloyia BID. PEYKAUTOATVY OV EMEDEIEE UN-KATOTEPOTNTO EVOVTL TNG AALOTPLYIVIIG COUQ®VA
Le To TEMKO Gn@{o NG ATOVGING CTAGUMOV 6TOVG 6 pives. H mpeykapmaiivn kot  Aapotpryivn
napousiaca?@xpépow OCQAAELD KOl KOAT ovOyT.

N
Awwpaqﬁl“gvmsuuévov Ayyovg
H npst@?ynalivn éxel peetn el og 6 eheyyoueveg dokiEG d1apkelag 4-6 efdopddwv, e pia perét
ni évov d1apKelag 8 efSoUAdmV Kot o8 pio LOKPOYPOVIL LEAETT TPOANYG TV VITOTPOTTAOV, LE
LEMIITAG-TUPAT PACT TPOANYNG TV VITOTPOTAOV SIAPKELNG 6 UNVOV.

& avakovELon amd o cupnTopata g AIA, 0nmg avtavakidtor otnv Kiipoka Extipnong tov
& Hamilton (HAM-A), topotnpinke péypt tnv 1" EBdopdda.

e eleyyopevec KAVIKEG doKIpEG (d1dpketog 4-8 efdopadmv), To 52 % Tmv acbevav Tov eAdufovay

peykapumaiivn kot to 38 % tev achevav mov eddpfovay eiovikd gdplako Tapovoiocay Pedtioon
KaTd TovAdyetov 50 % ot cvvolkn PBabuoioyio tng HAM-A tov tehkol onpeiov, og oyéon pe
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avTv NG évapénge.

e eleyyopevec doKIEG, o peyokvtepn avaroyio acbevav mov ehauPavay Oepomeio pe
apeyKoumarivn avépepav Baupog dpacnc, amd 6Tt acbeveic mov ehauPavay Bepameio pe eucoviKo .
(APLLOKO, TO OTTOT0 OTESPULE CTNV TAELOYN QIO TOV TEPIGTATIKMV, LLE TN GLUVEYLOT] TG XOPNYNONS. )
OpBaiporoyikdg Ereyyoc (CUUTEPIAAUPAVOLEVOD ELEYYOV OTTIKNG 0EVTNTAS, LeB0dKOD EAEYYOV "\T
onTikoV Ediov Kot fubockomikod LYoV e pudpiacn) dieénydnke oe dvo tov 3.600 acbevov, 659
mhaiolo ELeYXOUEVOV KAMVIKOV SOKIUMY. L& anToE Tovg acbeveic n ontikn o&vTnTo LetmOnie fo
6,5 % tov acBevodv mov erapfavay Bepoaneia pe tpeykapmaiivn kot oto 4,8 % twv aclevov né
ehapPavay Bepomneia pe eiovikd eapuako. MetafoAéc 6to onTikd medio eviomicTnKay 0T 4%
v acbevav mov ehaupavay Bepameio pe Tpeykapmoriviy kot oto 11,7 % tov acbevov
ehapuPavay Oepaneio pe erovikd pappako. BvBookomués petaforis mapatnphibnkav,ato 1,7 % twv

i

acBevav mov eAdpPavay Bepaneia pe Tpeykapmaiivn kot 610 2,1 % tov acbevov no@» ppovav
Oepomeio pe ucoViKO PAPUAKO. 0\

)
52 ®@appokoKiviTIKES 1010TNTES Q}

H @oppokokiyntikn g npeyKoumaiivng 6 otadepomonpuév KaTaoTo, tval TopOLOL0L GE VYLEIS
eBelovtég, oe emAnmTIKOVG 0oBeveig, TOV AAUPAVOLY AVTIETANTTIKA (Ed/s oKo KoL o€ 0o0eveic e
ypOVI0 THVO.

O
Amoppdéonon OQ
H npeykapmaiivn, yopnyovuevn ent keVoy GTOUAYOV, ATOPPOGATUL TAYXEMS, LE TIG LEYIOTEG
GLYKEVIPAGELS 6TO TAAGLLO VO EMLTVYYGvovTOL EVTOg 1 dpagieTa amd tn xoprynon epamad 1
ToALOTAGDV 06cewv. H frodiabecipdtnta tng amd Tov STOURTOS YOPTYOVUEVNG TPEYKAUTOAIVIG
vroroyileton 6Tt ivar > 90 % ko etvar ave&aptn rn&ng. Metd amd emavelinuuévn yopnynon, n
oTafepOoTOMUEVT] KOTAGTAOT EMTVYYAVETOL EVTOG 24{@@ 48 opdv. O puBuodg aroppoPNoNS TG
TPEYKOUTAAIVIG LELDVETOL OTAV YOopMYEiTaL PE Ipo@, npokaAdvTog peiwon g Cmax kKotd 25-30 %
mePimoL Kot EMPPASVVON TOV tmax GE TEPITOL 2 €g. Evtovutoig, | yopfynon tng mpeyKapumaiivng
UE TPOOT OV EYEL KMVIKG, ONUOVTIKT gni?}pag@ro Babud amoppdenong TS TPEYKAUTAAIVIG.

Koatavoun

Y& mPoKAMVIKEG LEAETEC, €DglyON OTL N m@ylcamcak{vn Sl0mEPVA TOV OLUATOEYKEPAALIKO PPAYUO GE
poeg, emipveg ko mOnrovg. Edeiydn gtlong, 0t1 | mpeykapumaAivn damepvd Tov TAAKOOVTO TOV
EMUD®V Kol avevpickeTar 6To YAAADIAalovTov emudmy. ZToug avlpdrovg, o eaivouevog 6YKog
KOTOVOUNG TNG TPEYKOUTAAIVIG T yopnynon ond tov oTépaToC gival mepimov 0,56 1/kg. H
TPEYKOUTOAIVT OEV GUVOEETAL UETIC TPOTEIVEG TOL TAGGUATOC,

Buoustaoynuotiopnog &O

H npeykaumaiivn D(picmmt oo HavTo petafoMopd otov dvipwmo. Metd and yopriynon

POOLOETION uacuévqg’@sylcapnakivng, mepimov 1o 98 % g padievéPYELNg TOV aVOKTHONKE GTO 0VPaL
NTov apeTdfinn npg apmoiivn. To N-peBvAiopévo mopdywyo tng TpeyKaUTaAivng, ToOV KOPLOv
petafoiitn g ndeyKapurtaiivng mov evionicOnke ota obpa, avricToryovse oto 0,9 % g doomg. Ze
TPOKAVIKEG he 6TEC, OEV LINPYOAV EVOEIEEIC PAKELOTOINGNG TOV S-EVAVTIOUEPOVG TNG TTPEYKAUTUAIVIG

o€ R—svavr@oég.
N

AmoBoAy
H nps%ffpnalivn OTOPAAAETAL OTO TN CLGTNHOTIKY KLKAOPOPIia KUPIWS e ATEKKPIOT] 0O TOVG
VEQRADCS, G OUETAPANTO PAPLOKO.
0] 0G povoc NuLong g amoPoAng g mpeykaumaiivig ival 6,3 dpeg. H kdBapon and to
GUO. KOl 1 VEPPIKT KGOapon TG TpeyKapmorivig lvat evBémg avaroyeg tng kKABapong g
eatwvivng (BA. mopdypapo 5.2 Neppikn ducAettovpyia).

Eival amapaitn n apocapuoyn e d0ong o€ acheveic pe HelwUévn VEPPIKN Agttovpyia 1| 6€
acBeveig mov kdvouv apodwiion (BA. mapdypago 4.2, TTivaka 1).
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Cpappikéo/un ypopukdnto

H poppokokivntikny g mpeyKaumaiivng eivot ypopKn yio To €0pog TG CUVIGTAOUEVNG UEPTOLOG
docoroyiag. H peta&d atopmv @apuakoKvnTiK HETOPANTOTNTO YI0 TNV TPEYKAUTOAIVY eivor Yo unAn
(<20 %). H poppaxokvntikh tov todhomiodv §6cemv propet va tpoPreedet and to otoyegio tov
amaé d6cewv. Emopévag, dev givor amapaitntn 1 LETPNOT TOV GUYKEVIPOCE®MVY TNG TPEYKAUTOAIVIG )
0T0 TAAGLLO, €Tl TOKTIKNG PAoemc. "\T

N
Dodo Ofo
O1 KAMVIKEG SOKILES DTTOSEIKVDOVY OTL TO PUAO OeV £YEL KMVIKA CUAVTIKT ETIOPACT] OTIC
GUYKEVIPMGEL TNG TPEYKAUTAAIVIG OTO TAGGCLLA. OA
Neopikn dvcAiettovpyia V(U
H «éBapon g mpeykapmarivng etvar evBEmc avarloyn g kABapong KpeaTvivng. Enﬁéov, n
TPEYKOUTOAIVT OTOUAKPOVETOL OTOTEAEGUOTIKG 0O TO TAAGLOL, [LE OULOSTOAION (@M amo cvvedpia
oHOSOAIGNG 4 ®POV, 01 GLYKEVIPOGELS TG TPEYKOUTAAIVIG GTO TAGGLO. UELGYOYTOL KOTE TEPITOV
50 %). KabBng 1 veppikn anékkpion gival 1 KOplo 060G oméKKpiong, M usicoon@}g d0omn¢ o€ acbeveig
HE VEQPIKT] SuGAEIToVpYio Kot CUUTANPOUOTIKY dOoM peTd omd aodrdloneivor amapaitnm (BA.

napbypago 4.2, TTivaxoa, 1). ‘O

Hrotwr duciertovpyio &

Agv &povv de€oyOel e101KEG PAPUOKOKIVITIKEG LEAETES GE acBeveis an(mm’] dvoiettovpyio. Kabog
N Tpeykapmorivn oev HeETofOAMIETAL ONUAVTIKG KOl OTEKKPIVET g ©g apeTdfAnTo PAPHOKO GTO
obpa, N NTATIKY SLGAEITOVPYIQ, dEV AVAUEVETOL VO uadeMs&n UAVTIKG TOL EMITEd DL TNG
TPEYKOUTAAIVNG 6TO TAGGHA. @)

A
Hodwarpikodg tinduopog \&'
H pappokoxivntikng g mpeykopumoiivng aéto?»oyﬁ@n{&ca TodlaTpIKoVg acbeveic pe emAnyia
(mAuokég opddeg: 1 émg 23 unvav, 2 g 6 1oV, bécog 11 ety kou 12 émg 16 e1dVv) o€ enimeda
docoroyiag 2,5, 5, 10 ko 15 mg/kg/muépa, oe )JD@SXém (OPLOKOKIVITIKNG KOl OVEKTIKOTNTOG.

Metd v amd Tov GTOHATOG XOPYNoN NG n@mxmra)dvng 0€ TOdTPIKOVE 0oBEVEIG OE KOTAGTAON
vnoteiag, o YpOVOC OV YPEUGTIKE Y10 m\@titsvén LEYIOTNG GLYKEVIPMOOTG GTO TAUCLO 1)TAV,
YEVIKQ, TOPOLOL0G GE OAOKAN PN TNV n%@m’] opdda kot emredydnie 0,5 dpeg Emg 2 MPEC LETA TN
xopymon g doomg. O

O tapdpetpot Cmax kot AUC rr@swawrax{vng avénonkoy ypapkd o oy€on Ue Ty avénomn e
doong ot kabe nAkiokn opdda. H AUC ftav yapmidtepn katd 30 % oe mardiatpikong acOeveic pe
Bapog kdtw amd 30 kg, Loy *@&n UEVNC KABPOoTG TPOGUPLOCUEVIC GTO COUATIKO Bapog Katd 43 %
Y10 00Tovg ToVG acbeveis, GEGUYKpLon pe Toug acbeveis pe Bapog > 30 Kg.

O telkdc ypovog M yﬁ@ﬁg NG TPEYKAUTAAIVIG HTAV KATH PLEGO OpO TEPiMOV 3 ¢ 4 dPeG o€
TS0 TPIKOVG ach@ nAkiag émg 6 eT@v, Kol 4 £0g 6 ®peg oTovg aobeveic nhikiag 7 eTdV Kot Gvo.

H avdivon (p(xp@komvnrmﬁg oL TANBVo OV €0e1&e OTL 1] KABOPON TNG KPEATIVIVIIG TTOV CNUOVTIKN
cuuuswﬁkipmg KGOapong TG 0O TOV GTOUNTOC TPEYKOUTAAIVIG, OTL TO COUATIKO Bapog Tav
ONUOVTIKTIWNOOUUETAPANTH TOV QAVOLEVOL OYKOL KOTOVOUNG TNG OO TOV GTOUOTOG TPEYKAUTOAIVIG
KoL Ot ggg 01 GY£GEIC NTAV TAPOLOIEG GTOVG TOOLOTPIKOVS KOl TOVG EVIAKESG aoBEVELS.

H «@Cgmomvnm(ﬁ g mpeyKaumaAivng og aobeveic nAikiog KATm TV 3 unvav dev €xetl peretnel
( apaypdeovg 4.2, 4.8 kai 5.1).

&Mmm uEvot
& _H «éBapon ¢ mpeykapmorivng teivel va petmvetal kobmg avéavetal n nAkio. H peimon avt oty
KGOapon ToL aId TOV GTOUATOG YOPTYOVUEVG TPEYKAUTAAIVIG EIVOL COLQ®YT UE TN HEIOT TNG
KkdBapong g kpeatvivng Tov oyetileton pe v avénon g nAkioc. [MBavov va ypelocdei peimon
Mg 00G0A0Yi0G TNG TPeYKAUTaAivng og acBeveic mov mapovstdlovy peimon Tng veppikng Asttovpyiog
nov oyetiletar pe v nAkia (BA. Tapdypago 4.2, Tivaka 1).
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Onrdlovoec untépec

H gapuaxokivntikn 150 mg mpeykapmaiivng yopnyoduevng ke 12 dpeg (muepnota 66om 300 mg)
agoroyfibnke og 10 Onratovces yovaikeg petd amd 12 efdonddes Aoyeiog tovrdyiotov. H yohovyio
eMNpéace ELAYIOTO MG KABOAOV TN PUPUOKOKIVITIKY TNG TTpeyKapumaiivng. H mpeykapumaiivn
omeKKPiONKE 0TO UNTPIKO YA e HECEG CLYKEVIPDOGELS GTADEPOTOMUEVIC KATAGTACTG TTOV "\‘
OVTIGTOLYOVV TEPimOV 6T0 76% ekeivav Tov untpikov TAdcuatog. H extipuduevn d6on 610 Bpépoc™\
OO TO UNTPIKO YAAO (EKTIHOVTOG TNV HECT] KaTOVAA®on YaAaktog 150 ml/kg/Mmuépa) yia Tig YWEQ
ov Aappavay 300 mgmuépa 1 t péytotn 06on tov 600 mg/muépa Ba nTav 0,31 1

0,62 mg/kg/Mmuépa, avTioToiy®s. AVTEG Ol EKTILMUEVEG dOGEIS Elvar Tepimov T0 7% g cuv8§<ﬁg
NUEPNOLOG UNTPIKNG 060N o€ Pdon mg/kg. ‘(U

&

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

N
e ovvnBelc oppaKoAoYIKEG HeAETES acparelag o {Da, 1) TPEYKAUTOAIVN ﬁrav.&%o’og OVEKTN OE
OVALOYEG DOOELS, LLE OVTEG TTOV YPNCLOTOLOVVTOL OTNV KAWVIKY TPAln. Xe pnelégst toSikotntag
emavarapPovopevng docoroyiag, oe emipveg kot mOMNKovg Tapatnpidnkav.dytidpacelg tov KN,
GUUTEPTLOUPAVOLEVIC TNG VTOKIVITIKOTNTOGC, VTEPKIVITIKOTNTOG Kot agaltolg. AvEnuévn cuyvotnta
aTpopiog Tov ApPIPANCTPOEIB0VC, TOV GLYVA TAPUTNPEITAL GE NAIKIOUEVOVC ETIIVEC e AAPIVIOUO,
mapatnpnonke petd amd pakpoypdvia £kBeor oe TpeyKapmaiivn 5 «é& > oamd 1N péon ékbeon Tov
avOpOTOL GTN UEYIGTN GUVIGTAOUEVT KAVIKT dO0M. é\

H mpeykapmaiivn dev givor tepatoydvoc o€ POEC, ETIHVEG 7 K(&( ov¢. H mpeykaumaiivn mpokdiece
guPpvoto&ikdTnTa o€ EMpVEG Kot KOVIKAOVG HoOVoV petd and $kbeon emapkdg peyaddtepn omd v
ékBeon Tov avOpOTOV. Xg LEAETEG TPOYEVVITIKNG/LETAYE KNG TOEKOTNTOG, 1) TPEYKAUTOAIVN
TPOKAAESE TOEIKOTNTA GTNV AVATTLEN TOV ATOYOVOV THoeg Petd amod Ekbeon > 2 popég amd
Léylotn cvvictdpevn ékbeon tov avlpamov.

AvemBounteg emdpdoeig ot yovipdtnta, o ap@moﬁg Kot OnAvkovg apovpaiovg, mapatnpnOnKay
povo oe exbéoelg apketd vynAhotepeg g Oep TIKNG EkBeonc. AvemBounteg emOPAGELS GTA
OPCEVIKA OPYOVE, OLVOTTOPOYMYTG KO GTIG na&ipovg TOL GTEPUOTOC TTAV OVOCTPEYILES KO
eppavicOniav povo coe ekbéoeic apketd U\erétspsg g Bepamevtikng £kBeong 1 oyeTioTnKOV pe
avBopunteg dradikacies eKPHAONG cw\apcsvmd OPYAVOL OVATOPAYMYNG TOL 0POLPAio. ZVVETMS, O
emdpacel; Bempeitar 0TL Eyovv uucpaﬁ\@«x@é?»ov KAMVIKT onpacio.

H mpeyxapmorivn dev €xel yoviddtdEikn dpaon, PACEL TOV AMOTEAEGUAT®V L0 GEPEG SOKIUDY
in vitro kot in vivo. S

Ateteic peAéteg KapKwoyé&qu LE TpEYKOUTOAIVY, d1eNyOnoay o€ emipveg Kot poeg. Agv
TopaTNPNONKay 0YKOl OF EMIPVEG, GTOVS 0ToioVg YopNYNONKAV dOGEIS £0G 24 POpPEG LEYOADTEPES OO
v péon £kBeon Tou @WPpOTOL 6N PEYIGTN SVVIGTAWEVY KAMVIKH 800 TV 600 mg/muépa. XTovg
WOEG, dev TapaTn pf@ € aENUEVT GLUYVOTNTA EUPAVIOTG OYK®V, GE OGELG TOPOLOLES LE TNV PECT
éKxBeom tov avBpdzov, oAAE TapaTnpNOnke oLENUEVN GLYVOTNTA ELPAVIONG OLLALYYELOGAPKOUATMOV
o€ VYNAITEPESG 53?5819 O un-yovid10to&ikdg unyovicdg oYNUATICHOD OYK®V, OQEIMOUEVOV GTIV
npsymuma?f@, GTOVG UOES, TEPILOUPAVEL LETAPOAEG T OUOTETAALN KOl GVCYETILOUEVO
TOALOTTAQY U6 TV evdodnliok®mv Kuttdpmvy. AVTEG Ot LETABOAEG GTOL OULOTTETAALD dEV

KOV 0TOVG EMIIVEG 1] 6TOVE AvOP®TOLS, OTTMC Paivetal amd Ppayvrpdbeco kat

£va pLokpompobeoua KAVIKA dedopéva. Agv vTdpyovy GToLElN TOV VO VITOSEIKVOOLV

6 Kivduvo 6ToVvg avBpdmovg.

gvﬁkmovg EMIUVEG O1 LOPPEG TOEIKOTNTOG OV OLOPEPOVY TOLOTIKA OO QL TEG TTOV TP TP ONKAY

EVIAIKOVG eipveg. QoTOG0, 01 aviAikot enipveg ival wo gvaiodntol. Xe Oepanevtikég ekbéoelg,

& epoaviotnroy Khvikd onpeio omd o Kevipiké Nevpikd Zootnpua, 6Tmg vIepKivTIKOTN T Kot
TPLYLOC 000VIMV KOl KATO1EG AAANYEC OTNV aVATTLEN (TOPOdIKT KATAGTOAN TNG advENoNS Tov
ocouaTikov Bapovg). apatnprinkav endpaoelg 6Tov KOKAO 0ioTpov, e Bepanevtikég ekbéoelg
TEVTATAAGIEG Ao TIG GLUVNOELG TOL AVOpPOTOL. Mel®UEVT aVTIOPOOT) GE ALPVISLH OKOVGTIKA
epebiouarta moapopndnke og aviikoug emipveg 1-2 gfdopadec petd amd £kbeon > 2 opic amod ™
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Oepamevtikn £kbeon Tov avBpmmov. Evvéa efdopddeg petd amd ékbeom avtn 1 avtidpacn dev
TOPOTNPEITO TAEOV.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX )
6.1 Katdloyog ekdoymv (o\
Pregabalin Sandoz GmbH 25, 300 mg oxAnpd kawdkio 40
Hepieyduevo kayokiov ‘(UO
[polerativomompévo dpvio apafocitov Q}

Apwio apopocitov
Tahkng o\

K& eog kayoaxiov Q}
Zehativn A
A0&gidio tov titaviov (E 171) 10(0
O&eidio tov o1dMpov kitpwvo (E 172)
O&eidro tov o18Mpov pvdpd (E 172) 0(/'
O&gidro tov o1dmpov pérav (E 172) Q\

O

Pregabalin Sandoz GmbH 50 mg oxAnpd kowdxkio. &

IIpolelativomompévo dpvio apafocitov
Apvio apapocitov

Tahkng
O

Kéheog koyokiov R
Zehativn (&)
A0&gidio tov titaviov (E 171)

O&eidio tov o1dMpov kitpwvo (E 172) N

)
Tlepreyousvo Kowoakiov 5
N)
+

Pregabalin Sandoz GmbH 75, 100, 200, 225 mg oicknpd Koo

Hepieyduevo kayokiov O
[Ipolerativomompévo dwoksa)aﬁocirov
Apvio apafocitov A

Tan

KNG . A
: N\
Kéiveog Koyokiovy
Zehativn

Awo&eidio Tov 1@9100 (E 171)
OC&eidro tov @ﬁpov kitpwo (E 172)
O&eido E{Q&Sﬁpov epvbpo (E 172)

Preqal@ﬂ Sandoz GmbH 150 mg cxAnpd kowdxia

Hepreyduevo kayakiov
Cehatvomomuévo duvio apafocitov
OApodro apapositov
Tékng

Kéheog xawakiov
Zghativn
A10&gidio tov trtaviov (E 171)
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6.2 AovpPatoéTnTeg

Agv epappdletar.

6.3 Awdpxkero {og

3 ypdvio. 0‘0

Pregabalin Sandoz GmbH_25, 50, 75, 150, 300 mg ckAnpd koydxio 04
@

Metd 1o Tp®dTO dvoryla TOV TEPLEKTN: 6 UVES Q}

6.4 Iowitepeg mpoPuvracels kKatd T @OLAEN TOV TPOIOVTOG O\
)
Mn evAdocete o€ Beppokpacio peyarvtepn tov 25 °C. Q}

AN

6.5 ®von kol cVOTUTIKE TOV TEPLEKTY 10(0

Pregabalin Sandoz GmbH 25 mg oxAnpd kowdkio 0(/'

S

PVC/PVDC//Alu xoyéln. N

[Teptéxtng morvatBvieviov vyning Tokvotntag (HDPE) pe fid opo amd toivrporviévio (PP).

Meyé0n cuokevaciag: &

Yvokevaoiec kKoyéing: 14, 28, 56, 70, 84, 100 1 120 ok VKa\ydma.
Yvokevacieg KOYEANG (Lovadwy d6omg): 56 x 1, 84 x 1@ 00 x 1 okAnpa Koydxio.
Yvokevaoieg mepiéktn: 200 oxAnpd koydikio. {-

Pregabalin Sandoz GmbH 50 mg oxAnpé. mwd@
PVC/PVDC//Alu xoyén.

L

[epréxtng morlvatbvieviov vynAnIg nmcvémr@'(HDPE) pe Powtd topa ard moivapomvrévio (PP).

Meyébn cvokevaciogc:

Tvokevacicg koyéhng: 14, 21, 28, 56,84 1 100 oxhnpd Koydikio.
Yvokevaoieg KOWEANG (Lovadwv 86@): 84 x 1 oxAnpd koydiio.
Yvokevaoieg meptéktn: 200 ch@awdma

Pregabalin Sandoz GmbH 75809 okAnpé. kKonéicio,
PVC/PVDC//Alu koyéhn £

ITepiéxng no)mm@v)»s@v vyninig mokvotntag (HDPE) pe fdwtd ndua amd tolvmporvAiévio (PP).
S

0
Meyén GDGKSDOLG@

2VOKELUGIEC KU c: 14, 21, 28, 56, 70, 84, 100 1 120 oxAnpd KoyakKia.

YVOKEVUGIEC g (uovadmv 66ong): 14 x 1,56 x 1,84 x 1,100 x 1 1210 x 1 (3 x 70) okAnpd
Kayak. Q)

Zucsta?{é?ﬁspléKm: 100, 200 1} 250 oKANpd KoyaKio.

Preqal@' Sandoz GmbH 100 mg cxkAnpd kowdxia

8&WDC//A1u KOWEA.

PV
(ﬂ;yéen GLOKEVOGIOC:

Ofomcsuacisg Koyéng: 14, 21, 28, 56, 84 1 100 cxinpd Koydkia.
Yvokevaoieg KOYEANG (Lovadmy 06omq): 84 x 1 1 100 x 1 okAnpd koydxio.

Pregabalin Sandoz GmbH 150 mg oxAnpd Kowaxio
PVC/PVDC//Alu xoyén.

[Tepiéxtng morlvatbvieviov vyning Tokvottag (HDPE) pe fdwtd noua and morlvmponviévio (PP).
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Mevyébn cvokevocioc:

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

Yvokevaoieg KOWEANG (Lovadwv d6ong): 56 x 1,84 x 1, 100 x 1 1210 x 1 (3 x 70) oxAnpd KoydxKia

Yvokevaocieg mepiéktn: 100, 200 1 250 oxAnpd koK. *\9
o

Pregabalin Sandoz GmbH 200 mg ckAnpd kowydkio N
PVC/PVDC//Alu koyéhn. 0‘0

Meyé0n cuokevaciag: OA
Yvokevaoieg KoWEANG: 21, 28, 84 1 100 oxAnpd KoydKio ‘(U
Yvokevaoiec KOWEANG (Lovadwv 06onc): 84 x 1 1 100 x 1 oxAnpd Koydkia Q}

Pregabalin Sandoz GmbH 225 mg okAnpé kawéiia o\
PVC/PVDC//Alu koyéAn. A\
N
@
MeyéOn cvokevocioc: Q
Blister packs: 14, 56, 70, 84, 100 1} 120 oxAnpd xoydxio ;60

Pregabalin Sandoz GmbH 300 mg ckAnpd kowydkio . 0(/'

PVC/PVDC//Alu xoyéln. N
[Teptéxtng morvatBvieviov vyning Tokvotntag (HDPE) pe fid opo amd toivrporviévio (PP).

Meyé0n cuokevaciag: &

Yvokevaocieg KoyéAng: 14, 21, 28, 56, 70, 84 (2 x 42), 10 W’x 50) 1 120 (2 x 60) oxAnpd Koyakio
Yvokevaoieg KOYEANG (Lovadmy d6omg): 56 x 1, 84 x 1 42),100x 1 (2x50)n210x 1 (3x70)
GKANPa Koydiio

Yvokevaocieg mepiéktn: 100, 200 7 250 oxinpd Ka@aa

Mmropel va unv kKokho@opohv OAEG 01 GUGKSQ& C.
6.6 Idwitepeg mpoPUAGEES ambpprynG Kon GALOG yEPIoPOG

Kopia g1dkn vroypémon yio anéppt\@
QO

7. KATOXOZ THZ AAEIAY KYKAO®OPIAY

Sandoz GmbH &O
Biochemiestrasse 10 A
A-6250 Kundl ,‘O

Avotpia O\
&
8. API?E_@)Z(OI) AAEIAYX KYKAO®OPIAX

N
Preqabal(ﬁ~5andoz GmbH 25 mg okAnpd Koyl
EU/1/ 012/001-010
EU /1012/084

(F-??qabalin Sandoz GmbH 50 mg oxAnpd kawdkio
OBU/1/15/1012/011-017
Q “EU/1/15/1012/085

Pregabalin Sandoz GmbH 75 mg oxAnpd kowdxio
EU/1/15/1012/018-033
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Pregabalin Sandoz GmbH 100 mg oxAnpd Kowaxio
EU/1/15/1012/034-041

Pregabalin Sandoz GmbH 150 mg oxAnpd Kowaxio
EU/1/15/1012/042-056

Pregabalin Sandoz GmbH 200 mg oxAnpd Kowaxio N

EU/1/15/1012/057-062 6‘0

Pregabalin Sandoz GmbH 225 mg oxAnpd Kowaxio <
EU/1/15/1012/063-068 YUO

. Y
Pregabalin Sandoz GmbH 300 mg okAnpd kKowdkio Q
EU/1/15/1012/069-083 0\

S

9. HMEPOMHNIA ITPQTHX ETKPIZTHXZ/ANANEQXHX THX AAEIAX

Huepounvia tpmtnc €ykprong: 19 Iovviov 2015 IO
Huepopnvia teAevtaiog avavémong: 19 Iovviov 2020 . 0(/‘
Q

10. HMEPOMHNIA ANAGEQPHXIHX TOY KEIMEN§

)
hy

Aentopepeic mAnpoopieg yio To Tapdv (p(xpuastuKQﬁpo‘iév glval dBéopeg otov diktvokd TOTO
tov Evponaikod Opyoavicpod @apudkmv http://WVQ\L.ema.europa.eu.

o
§
Q
N \Qo
O
oé\
4/\0
RS
O
&
S
&\{-
>
£
S
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http://www.ema.europa.eu/

N
0‘0
S
S
¥
S
o
\\A
A(U
‘o
G
O
N
X
O
HAPAPTHM@

A. TAPAZKEYAITHX(EL) YHE@NOE(OI) T'IA THN ATIOAEZIMEYEH

TON HAPTIAQN o

N
B. OPOI'H HEPIOPIEMQITEXETIKA ME TH AIAOEXH KAI TH XPHZH
I.  AAAOI OPOI KAI ACTAITHZEIE THE AAEIAX KYKAO®OPIAX
N

A.  OPOI'H HEPIOFIXMOI EXETIKA ME THN AX®AAH KAI

AHOTEAEZQ IKH XPHEH TOY ®PAPMAKEYTIKOY ITPOIONTOX

O
O\)
A
o
S
QO
O
Q
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A. TAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN ATIOAEXMEYXH TQON
MAPTIAON

Ovopa kat d1evfvvon tov(twv) Topackevootn(®V) Tov ivar vrevhuvoc(ol) yia TNV arTodE{GUELOT rcov
TaPTId @V :

Lek Pharmaceuticals d.d.
Verovskova 57 (o
1526 Ljubljana 0
XA oPBevia A
YUO

Salutas Pharma GmbH N~
Otto-von-Guericke Allee 1 Q
D-39179 Barleben o\
Teppovia N

@
270 £VTUTO GUALO 0ONYIOV YPTIONG TOL PAPHAKEVTIKOD TPOIGVTOG TPEMEL VA IVOLYPAPETAL TO OVOLLOL
Kot 1 d1evBvuvon Tov TEPAcKELOGTN TOL Eival VTEHOLVOG Yo TNV anoSéggxm TG GYETIKNG TOPTIONG.

%

B. OPOI'H HEPIOPIEMOI XXETIKA ME TH AIA@EZH@I TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMAUITEITAL LTPIKT mvray@

9

T. AAAOI OPOI KAI ATTAITHXEIX THX AAE KYKAO®OPIAX
. Ex0<oe1g mEpPLodIKNG TapaKoLoHON6NG Tn@c(pdkswg (PSURS)
N

Ot anoutiioetg yo tnv vofoin tav PSURSs yt eV AOY® QopHAKEVTIKO TPOioV opilovtal oTov
KATAAOYO UE TIg nuepounvies avapopdg e Buvtoong (katdhoyog EURD) mov mapatifetal otnv
napdypago 7, tov apBpov 107y, g 0dnyi€d2001/83/EK kot kGbe emoxdrovbng emkaipomoinong
OTMG ONUOCIEVETOL GTIV EVPOTAIKN Sll@GKﬁ O Y10 TO, QOPLLOKOL.

LS

\

A.  OPOI'H HEPIOPIEMOé ETIKA ME THN AXPAAH KAI AITIOTEAEEMATIKH
XPHZH TOY ®PAPMAKEYTHKKOY ITPOIONTOX

. Yyéo10 ﬁmxsmmngqgfﬁvvon (ZAK)

O Kdaroyog Adetag Iﬁ@%cxpopiug (KAK) Ba die€aydryet TIg amattoOUeVeS SpAcTNPLOTITES Kot
TopePPACELS Pop u@naypbmnm}g omwg mapovstaloviat 6to cvupmvndév LAK mov napovoidleton
oty evotnta 1.8.2xnc adetog KukAo@opiag Kot 0TOlEcONTOTE EMAKOAOVOESG EYKEKPIUEVEG
avaescopﬁcslg AK.
O
‘Eva emc Q&ftomuévo YAK Ba mpémel va katatedel:
. 9 amo aitnua tov Evponaikod Opyavicpod Oopudkoy,
. 0TEONTTOTE TPOTOTOIEITAL TO GVLOTI LN daXEIPIONG KIVOUVOL, EIOIKA (OC UTOTEAECUO AYNC
€0V TANPOPOPLOV TOV UTOPOVV VO ETLPEPOVY CNUOVTIKT OAANYT OTN GYEGT 0OQPEAOVG-KIVOLVOL

QO N ©G omMOTEAEG A TG EMTEVENG EVOG GNUAVTIKOD OPOCTLOV (POPLLOKOETAYPVTVION 1

Q glayrotonmoinom Kivdvvov).
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X
ITAPAPTHMA III &

EINIZHMANZH KAI ®YAAO QRXHIIQN XPHIHE

S

‘o“>o
©
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&
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N
Pregabalin Sandoz GmbH 25 mg oxAnpd kayéxio 0(0
TPEYKOUTAAivY AN
. (UO
~
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o
o
Ka0e oxinpd kaydxio mepiéyel 25 mg wpeyKapmoiivng. A\
N\
. @
—
3. KATAAOI'OX EKAOXQN LC)(U
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX
O‘(

14 oxdinpd Koy dkio &

28 oKAnpa Koyaxio O

56 oKkAnpd koyaxio 3

70 oxkAnpd Koydkio N)

84 oKxAnpd kayaxio {'

100 oKAnpé Kondxcta O

120 oxAnpd konydxio Q}

56 X 1 orAnpd kayaKio N 60

84 x 1 oxnpd kayaxio

100 x 1 oxAnpd KoyaKio LQ

O
. \O
| 5. TPONOX KAI OAOX(OI)XOPHIHEHE
AN
AwBdote T0 pOAAO 0INYIDV @cng TPV amd T YpHon.
Ao otOUATOG Yp1oN. @)
A
QY

L Yy
6. EIAIKH HPO&PAOHOIHEH XYM®PONA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION IIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITP I'TIZOYN TA ITAIAIA

«

Na (pvkdcsc&m o€ B¢om, v omoia dev PAEmovV Kot dev Tpoceyyilovv Ta mondid.

RN

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

(\Q

(8 HMEPOMHNIA AHEHE

Q

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX ‘

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.

&
10. IAIAITEPEX ITIPO®YAAEEIX I'A THN AIIOPPIYH TQN MH o
XPHIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TON ((/\
YHOAEIMMATON IOY IPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAK
<
+.Q
11. ONOMA KAI AIEYOYNEH KATOXOY THX AAEIAX KYKAO®OPIAE- U |
Q\
Sandoz GmbH 0\
Biochemiestrasse 10 R\
6250 Kundl Q}
Avotpia KN
%
12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX A("
RN\
EU/1/15/1012/001-010 OQ
Q
13.  APIOMOX IAPTIAAX Ry
o\
Moprida {"
L
14. TENIKH KATATAEH I'lA TH AIAGEZH
NI
DappoxevTikd TPOIOV Yo T0 0moio ammsl% WTPLKN cLVTOYY.
R
| 15. OAHTIEZ XPHEHE 7 |
0‘
D
| 16. TAHPO®OPIEX E\@BRAILLE |
Pregabalin Sandoz Gr@A 25 mg
~N
00
17. MONAA&?)E ANAI'NQPIETIKOX KQAIKOX — AIZAIAXTATOX ITPAMMQTOX
KQAIKAX (2D)
*—
Aledl0o C YPOUUU®TOS KDdIKaG (2D) Tov épet Tov TEPIANEHEVTO LOVASTKO OVOYVOPLGTIKO KMOTKO.
&
AN
]@J MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
(@) TON ANOPQIIO

~

& PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 25 mg oxAnpd koydkio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY HPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKO KOYTII'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IIEPIEKTH

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
61/
Pregabalin Sandoz GmbH 25 mg oxAnpd koydkio A
TPEYKAUTOAIVY YUO
&
2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EX) N |
AU
Ka0e oicdnpd koydkio mepiéyetl 25 mg mpeyKoumaAivng. q}
2 ({'I
3. KATAAOI'OX EKAOXQN O |
ov
R
‘ 4, DAPMAKOTEXNIKH MOP®H KAI ITEPIEXOME ‘
200 oxAnpd Koydaxio @

(5. TPONOZX KAI OAOX(OI) XOPHTHEZHE &

O
AwPacte T0 POALO 0INYIOV YPNONG TPV UTO %gpﬁcn.
Ao otOUATOG YPNON. ‘0

Q

6. EIAIKH HPOEIAOHOIHE@‘?M(DQNA ME THN OIIOIA TO ®APMAKEYTIKO

MPOION MPEIIEI NA ®Y YXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TATIAIATIA
N

©)

No guAdooetar og B€on, v dFoia dev PrEnovy kar dev mpoceyyiCovv To Tadid.
O
A
‘ 7. AAAH(EX) FJATkH(EE) MPOEIAOINOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) ‘

N
0O

| 8.  HMEPOMHNIA AHEHE |
O
AnzH &

Na XPNGHL moteiton HEca o€ 6 PVES LETA TO TPMTO AVOLYLLOL.
&
PN

| 957 EIAIKEX *YNOHKEX ®YAAEHE

N

&oMn QLAdoceTe o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/084 QA
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHEHY S~ |
A4
| 16. TAHPO®OPIEX XE BRAILEE’ |
N
E&mtepico kovti: Pregabalin San@%mbH 25 mg
O
N
17. MONAAIKOX AH@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
E&wmtepiko xovuti:
PC 10pnoc}
SNMapOpoc}
{apBpoc}

&()
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N

Pregabalin Sandoz GmbH 50 mg okAnpé. kaydkio 0(0
TPEYKAUTOAIV AN
Q)
@

Sl

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |

<
Ka0e oxinpd kaydxio mepiéyet 50 mg wpeykapmoiivng. . Ao
N\
. @
3. KATAAOI'OX EKAOXQN L, |
O

AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI NIEPIEXOMENQX" |
~
O
14 oxdinpd Koy dkio &
21 orxAnpd kayaxio

O
28 oKkAnpd koKl 3
N
{_

56 oKkAnpd Koy axio

84 oKxAnpd kayaxio

100 oKAnpé Kondxcta O

84 x 1 oxAnpa KonyaKio ZOQ
ke

| 5. TPOIOX KAl OAOX(OI) XOPHRHEHE

>
AwBdote T0 pOALO 0INYIDV xpﬁcn‘b&/ omd N gpnon.
Ao otOUATOG YPNoN. Q
O

AN
6. EIAIKH ITPOEIA IHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEII A OYAAXXETAI XE GEXH THN OIIOIA AEN BAEIIOYN KAI

AEN IPOXECEIZOYN TA MATAIA
*J
N

Noa puAdooetal G@Cn, Vv omoia dgv PAEmOVY Kot dev Tpooeyyilovv Ta ToIdLd.

Ve
| 7. AAAMKEX) EIAIKH(EX) TPOEIAONIOIHEZH(EIZ), EAN EINAI ATAPAITHTH(EY) |
N

A
o

| 8. C;kﬁ'MEPOMHNIA AHEHX |
OQW?EH
Q

‘ 9. EIAIKEX XYNOHKEY OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoarvtepn tov 25 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNEIH KATOXOY THE AAEIAX KYKAO®OPIAE L

Sandoz GmbH A
Biochemiestrasse 10 ..O
6250 Kundl @

Avotpia Q}
N
O

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX A

EU/1/15/1012/011-017

RS
13. APIOMOX ITAPTIAAX Y

[Moptida &

)
AW
14. TENIKH KATATAEH I'IA TH AIAGEXH  N\©

\k_

Doppoxevtikd TPoiodv yia to onoio amarteiton tar®ﬁ GLVTOY.
)
| ‘

~

‘ 15. OAHI'IEX XPHXHX

<
N
| 16. TAHPO®OPIEX XE BRAILLE |
\J

<

Pregabalin Sandoz GmbH 50 m@)
N
O
17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2
N
A16d100T0TOG ypo@rég KddKag (2D) mov pépel Tov TEPIANPBEVTO LLOVASTKO OVOYVOPLOTIKO KMOKO.

«

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO

TGN ANOPQIIO
O
PC 101oc}
SNMap1Opoc}
{apBpoc}

&()
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 50 mg oxAnpd koydkio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY HIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKO KOYTII'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IIEPIEKTH

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
61/
Pregabalin Sandoz GmbH 50 mg oxAnpd koydkio A
TPEYKAUTOAIVY YUO
&
2. TLYNOEXIH IE APAXTIKH(EX) OYZIA(EX) N |
AU
Ka0e oicdnpd kaydkio mepiéyet 50 mg mpeykopumaAivng. q}
2 ({'I
3. KATAAOI'OX EKAOXQN O |
ov
R
‘ 4, DAPMAKOTEXNIKH MOP®H KAI ITEPIEXOME ‘
200 oxAnpd Koydaxio @

(5. TPONOZX KAI OAOX(OI) XOPHTHEZHE &

O
AwPacte T0 POALO 0INYIOV YPNONG TPV UTO %gpﬁcn.
Ao otOUATOG YPNON. ‘0

Q

6. EIAIKH HPOEIAOHOIHE@‘?M(DQNA ME THN OIIOIA TO ®APMAKEYTIKO

MPOION MPEIIEI NA ®Y YXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TATIAIATIA
N

©)

No guAdooetar og B€on, v dFoia dev PrEnovy kar dev mpoceyyiCovv To Tadid.
O
A
‘ 7. AAAH(EX) FJATkH(EE) MPOEIAOIIOIHXZH(EIX), EAN EINAI ATTAPAITHTH(EX) ‘

N
0O

| 8.  HMEPOMHNIA AHEHE |
O
AnzH &

Na XPNGHL moteiton HEca o€ 6 PVES LETA TO TPMTO AVOLYLLOL.
&
PN

| 957 EIAIKEX *YNOHKEX ®YAAEHE

N

&oMn QLAdoceTe o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNEZH KATOXOY THE AAEIAZ KYKAO®OPIAE OV
N

Sandoz GmbH 0‘0
Biochemiestrasse 10

6250 Kundl . QA
Avotpia }(U
<

| 12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAL 8 |

EU/1/15/1012/085

‘ 13.  APIOMOZX ITAPTIAAX

O
ov
N

oQ
S
14. TENIKH KATATAZHTIATHAIAGEZH _ O

MMoprioa

DopHaKELTIKO TPOTOV Y10 TO OTOT0 AAITEITAL LOTPIKT @;owﬁ.

O

% |

| 15. OAHTIEL XPHEHX 2.
o

,\\
| 16. TIAHPO®OPIEX XE BRAILLE |

N
E&mtepwco kovti: Pregabalin Sandobé?an 50 mg
®)
17. MONAAIKOZX ANARBQPIZTIKO): KQAIKOX — AIZAIAXTATOX TPAMMQTOXZ
KQAIKAE 2D) ,O
N

A160146T0TOG ypaupg@ KdoKag (2D) mov épet Tov TEPIANEHEVTO. LOVASTKO OVOYVOPLOTIKO KMOKO.
~N

0O

18. MONAAﬁgbf. ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AITIO

TON ANOPQIIO

N

E&wtepdrkovri:
PC {ogiphioc)
SN_fapOuoc}

apouos}

N

Q
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ENAEIZEIX ITIOY HPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKO KOYTII'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IIEPIEKTH

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L

Pregabalin Sandoz GmbH 75 mg oxAnpd koydkio A
TPEYKAUTOAIVY YUO

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

Kabe cicdnpd koydkio meptéyetl 75 mg mpeyKoumaAivg. Q}

3. KATAAOI'OX EKAOXQN )

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOME

100 oxAnpd kayaxio )
200 okAnpa Koyaxio 3
&

250 oxAnpa KoyaKio

O

| 5. TPOIOX KAl OAOX(OI) XOPHTHEHY

AwPacTe T0 PUALO 0INYIOV ¥PHONG TPV (&% xpnon.

Amo6 otOUATOG YPNoN.
)
N \()
6. EIAIKH IPOEIAOMOI TYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION TIPEIIEI NA ®YAAXIETAI *E OEXH THN OIIOIA AEN BAEIMIOYN KAI
AEN MPOXEITIZOYN TA IAIAIA
@)
Na puAdooetal og Bémk{n&/ omoia dev PAEmovV Kat dev mpoaoeyyilovy To Tondid.
xS
| 7. AAAH(EXFIAIKH(EX) IPOEIAOMNOIHEZH(EIX), EAN EINAI AAPAITHTH(EX)
NS
0
| 8.  HMEPOMHNIA AHEHE
A

)

AHE
Xp&bﬁ%énonﬁcra €VTOC 6 UNVOV LETA TO TPATO AVOLYLLOL.

OQ

®q>9‘. EIAIKEX *YNOHKEX ®YAAZHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/031-033 A
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Y1 10 0oio amaTeiTon 1(xrpu<1'1&mvaﬁ.
L
| 15. OAHTIEZ XPHIHE e |
NI
| 16. MAHPO®OPIEX XE BRAILLE’ \
&
E&mtepiko kovti: Pregabalin San@%mbH 75 mg
O
N
17. MONAAIKOX AH@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
E&wmtepiko xovuti:
PC 10pnoc}
SNMapOpoc}
{apBpoc}

&()
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N

Pregabalin Sandoz GmbH 75 mg oxkAnpé kaydkio 0(0
TPEYKAUTOAIV AN
YUO
~

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |

<
Ka0e oxinpd kaydxio tepiéyel 75 Mg npeyKapmoiivng. . AO
N\
. @
3. KATAAOI'OX EKAOXQN L, |
O

AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI NIEPIEXOMENQX" |

14 oxdinpd Koy dkio &
21 oKkAnpd KoKl O
28 oKkAnpd koKl 3
56 okAnpd koydkio N)

70 oKkAnpa KoyaKio {-

84 oKxAnpd kaydxio O

100 oxAnpd konydxio Q}

120 orxnpd KayaKio N AD

14 x 1 oxAnpd Koydicio @

56 X 1 oxAnpa KonyaxKio LQ

84 x 1 oxAnpa KonyaKio )

100 x 1 oxAnpd Koyakio ~\()

&

| 5. TPOIIOX KAI OAOX(OT) XOPHTHZHE
N/

AwPacte T0 pUALO 061]716)& YPNONS TPV ATTd T YPNON.

A6 oTONATOG PO,
0’\
O
6. EIAIKH EIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOI PEITIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEITOYN KAI
AENIPOZEITIZOYN TA TTAIAIA
A
Na (pu&ﬁbcawl o€ Béom, v omoia dev PAEmovV Kot dev Tpoceyyilovy Ta Taidid.
‘,& AAAH(EX) EIAIKH(EX) IPOEIAONOIHXZH(EIX), EAN EINAI AITAPAITHTH(EX) ‘
o‘(

Q

| 8. HMEPOMHNIA AHEHE |

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX ‘

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C. N S
Ay
10. TAIAITEPEX IPO®YAAZEEIX I'lA THN AITIOPPIYH TQN MH (0\
XPHIIMOIIOIHOENTON ®APMAKEYTIKQN ITPOIONTQN 'H TQN

YIIOAEIMMATQON I1IOY ITPOEPXONTAI AITIO AYTA, E@OXON AITAITEI'FA

Y

11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAX KYKAO(DOPIAQ\ ‘

N
Sandoz GmbH . Ao
Biochemiestrasse 10 q}
6250 Kundl RN

Avotpia
‘O(U

A(/'
12.  APIOMOZX(OI) AAEIAZ KYKAO®OPIAY Y

EU/1/15/1012/018-029 &

@)
A
13.  APIOMOX IAPTIAAY R

\k_

[aptida O

&0

14. TENIKH KATATAZH I'lA TH AIA®EXH
\\

DoappoxevTikd TPOiodv yia To onoio omé’(&irm WTPIKT) GLVTAYT].

N
QO
| 15. OAHTIEZ XPHZHE O
)
)
| 16. TIAHPO®OPIEX TE BRAILLE |

P
Pregabalin Sandoz @%H 75 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQ. ¥ (2D)
g,

Aw&@rog YPOUU®TOG KOG (2D) mov pépel Tov TEPIANPOEVTO LOVOSIKO aVOyVOPIOTIKO KOOTKO.

O

@.< MONAAIKOX ANATNQPIEZTIKOX KQAIKOY — AEAOMENA ANATNQXIMA AIIO
D> TON ANOPQIIO

2,

PC {op1Ouog}
SN {ap1Ouoc}
NN {ap1Ouoc}

39



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKH EINIXHMANZXZH ITIOAYXYXKEYAXIAYX ME [IEPITYAII'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX L
61/
Pregabalin Sandoz GmbH 75 mg oxAnpd koydkio A
TPEYKAUTOAIVY YUO
AN
2. YYNOEZXZH XE APAXTIKH(EX) OYXIA(EY) ,\\\ ‘
AU
Kabe cicdnpd koydkio meptéyetl 75 mg mpeyKoumaAivg. q}
Vi ({I

‘ 3. KATAAOI'OX EKAOXQN

S

"
)
O

£
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQ? |

IMoAvovokevacia: 210 X 1 (3 cvokevacieg twv 70 X 1) GK@ KooK,

£

| 5. TPOIOX KAI OAOX(OI) XOPHTHIHE &~

N
AwPacte T0 PUALO 0INYIOV YPNONG TPV IO %@ﬁﬁn.
Ao otOUATOG YPNON. ‘0

Q

6. EIAIKH HPOEIAOHOIHE@‘?M(DQNA ME THN OIIOIA TO ®APMAKEYTIKO

MPOION MPEIIEI NA ®Y YXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TATIAIATIA
N

©)

No guAdooetar og B€on, v dFoia dev PrEnovy kar dev mpoceyyiCovv To Tadid.
O
A
‘ 7. AAAH(EX) FJATkH(EE) MPOEIAOINOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) ‘

N
0O

|8 HMEPONMHNIA AHEHX |

O
&
<>

| 9. AXEIAIKEX YYNOHKEY OYAASHE

N4

AHEH

OQT] ovAdooete o€ Beppokpacio peyarvtepn twv 25 °C.

Q
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O

Q

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNEZH KATOXOY THE AAEIAZ KYKAO®OPIAE OV
N

Sandoz GmbH 0(0
Biochemiestrasse 10

6250 Kundl . QA
Avotpia }(U
<

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1012/030 A

13.  APIOMOZX IMAPTIAAX A(/s
N7
Moprioa OQ
(@)

14. TENIKH KATATAEHTIA THAIAGEXH (V-
N

N

)

DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].

o
Vi
| 15. OAHTIEZ XPHIHE AO |

NI

Q

| 16. MAHPO®OPIEX XE BRAILLE’ \
=S
&)
&
17.  MONAAIKOX ANATNQPIZTIKOE KQAIKOY - AISAIALTATOE TPAMMQTOX
KQAIKAY 2D)

A16d100T0TOG ypaupmr& K®OKag (2D) mov pépet Tov TEPIANPBEVTO LOVASIKO OVAYVOPIGTIKO KMOUKO.
S
N~
18. MONAAI ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AITIO
TON AN@PRIIO

PC {opi0pdy

SN {apdec}
NN {apifpoc}
G&-

QQ
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

NNOAYXYXKEYAXIEYX — XQPIX BLUE BOX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N
Pregabalin Sandoz GmbH 75 mg oxkAnpé kaydkio 0(0
TPEYKAUTOAIV AN
. ‘UO
~
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o
o
Ka0e oxinpd kaydxio mepiéyel 75 mg TpeyKapmoiivng. A\
N\
. @
3. KATAAOI'OX EKAOXQN L,
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX
O‘(

70 x 1 oxAnpd xoydxio. Tunuo toAvcvokevaciog, dgv unops& noindel Eeywplotd.

| 5. TPOIOX KAI OAOX(OI) XOPHTHIHE O
*v
AwPacte T0 POALO 03NYIOV YPNHONE TPV OO TN %;&n.
Amo6 otOUATOG YPNoN. 40

MPOION MPEIIEI NA ®YA ETAI XE GEXH THN OIIOIA AEN BAEIIOYN KAI

Vo
6. EIAIKH ITIPOEIAOIIOIHEH LYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
AEN ITPOZEITIZOYN TA-HAI

ATA

\J

No gvAdooetat oe B8om, TV onQil Sev PAEmovy Kk dev mpooeyyilovy Ta Tardid.

)
O
| 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)
P
o O
oy
8. HMEPOMHNIA AHEHE
<\
AHEH @
N
S
| 9. ,®IAIKEX XYNOHKEYX ®YAAZHE
X
aQ(pukdccms o¢g Oepuokpacio peyadvtepn tov 25 °C.

Q
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAXZ \O
o
EU/1/15/1012/030 A
o
13. APIOMOZX ITAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZEH I'lA TH AIAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHIHE e |
NI
| 16. MAHPO®OPIEX XE BRAILLE’ \
&
Pregabalin Sandoz GmbH 75 mg QO
O
N
17. MONAAIKOX AN@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
o
A163106T0TOC ypau@tog K®dKag (2D) mov épel Tov TEPIANEHEVTO LOVASTKO OVOYVOPIGTIKO KMOTKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
PC {a@}'ég}
SN, fapOuoc}
aptOpoc}

N

Q
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY [TIPOIONTOX LN
N
Pregabalin Sandoz GmbH 75 mg oxAnpd koydkio 40
TPEYKOUTOAIVN O
@
&
2. ONOMA KATOXOY THE AAEIALZ KYKAO®OPIAX ~ |
Sandoz &}A
L
3.  HMEPOMHNIA AHEHZ e
0%
EXP N
X
S
4. APIOMOZX MAPTIAAZ (e)
n)
Lot {9
O
5. AAAA XTOIXEIA L@
)
(o)
'
O
-9
QO
O
O\)
A
o
XS
QO
s
Q
N
&
o
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

&
| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N
Pregabalin Sandoz GmbH 100 mg okAnpé koydicia 0(0
TPEYKAUTOAIV AN
. (UO
~
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |
S
Ka0e oxinpd kaydxio tepiéyet 100 mg mpeykopmaiivng. A\
N\
. @
3. KATAAOI'OX EKAOXQN L, |
)
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX |
O‘(

14 oxdinpd Koy dkio &

21 oKkAnpd KoKl O

28 oKkAnpd koKl 3

56 okAnpd koydkio N)

84 oKxAnpd kayaxio {"

100 oKAnpé Kondxcta O

84 x 1 oxAnpa KonyaKio Q}

100 x 1 oxAnpd KoyaKio ~60
| 5.  TPOINOX KAI OAOX(OI) XORHTHEHZ

N
AWPAcTe TO PUALO 0INYIOV XPNCACAPLY OO TN XPNOT).
Amo6 otOUATOG YPNON. @)
O
Q

6. EIAIKH ITIPOEIAOTIOIHEZH *YM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEHEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXERFIZOYN TA TTAIAIA

Na (pukdocam@gécn, v omoia dgv PAémovvy Kkt dev Tpoceyyilovv Ta Taidid.
O
£
‘ 7. A@{(EZ) EIAIKH(EX) TIPOEIAOIIOIHZH(EIX), EAN EINAI AITAPAITHTH(EX) ‘
D

&

| 8- HMEPOMHNIA AHEHE |

&O%:EH

‘ 9. EIAIKEX XYNOHKEYX OYAAZEHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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Q

10. IATIAITEPEX IPO®YAAEEIX I'lA THN AITIOPPIYH TQN MH
XPHXIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTOQN 'H TQN R
YIIOAEIMMATON IIOY ITPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI \\>

oV
. N
11. ONOMA KAI AIEYOGYNXZH KATOXOY THX AAEIAYX KYKAO®OPIAX (SW ‘
R

Sandoz GmbH ., O

Biochemiestrasse 10 @

6250 Kundl Q\\

Avotpia N

A()
RN
12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX \ v
-~
&
EU/1/15/1012/034-041 ‘O
OQ
N
13. APIOMOX ITAPTIAAX ,.\Q
NJ
IToaptida 0&
&

14, TENIKH KATATAZEH I'l A TH AIAGEXH {-

DopUaKELTIKO TPOTOV Y10 TO OTOT0 ATALTEITOL 28@0'1 SUVTOYN.
| 15. OAHTIEL XPHEHX O |

N
O
| 16. HAHPO®OPIEX XE BRAIELE |
)

o)

Pregabalin Sandoz GmbH 100%ng

O

17.

MONAAIKOEANATNQPIETIKOE KQAIKOE — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2B

O
A16d100T0TOG y@%mr()g KddKag (2D) mov pépet Tov TEPIANPBEVTO LOVASIKO OVOYVOPLOTIKO KMOKO.

L

18.

QSQAAIKOE ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO

P

ANGPQIIO
pOpoc}

1ap1OpoG;
{apOpoc}
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1.  ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 100 mg okAnpd konydixio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY HPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKO KOYTII'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IIEPIEKTH

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L

Pregabalin Sandoz GmbH 150 mg oxkAnpd konydixio A
TPEYKAUTOAIVY YUO

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

Kabe orxdnpd kaydkio mepiéyet 150 mg npeyxopumarivng. Q}

3. KATAAOI'OX EKAOXQN )

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOME

100 oxAnpd kayaxio )
200 okAnpa Koyaxio 3
&

250 oxAnpa KoyaKio

O

| 5. TPOIOX KAl OAOX(OI) XOPHTHEHY

AwPacTe T0 PUALO 0INYIOV ¥PHONG TPV (&% xpnon.

Amo6 otOUATOG YPNON.
)
N \()
6. EIAIKH IPOEIAOMOI TYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION TIPEIEI NA ®YAAXIETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN MPOXEITIZOYN TA IAIAIA
@)
Na puAdooetal og Bémk{n&/ omoia dev PAEmovV Kat dev mpoaoeyyilovy To Tondid.
0
| 7. AAAH(EXFIAIKH(EX) IPOEIAOMNOIHEZH(EIX), EAN EINAI AAPAITHTH(EX)
NS
0
| 8.  HMEPOMHNIA AHEHE
A

)

AHE
Xp&bﬁ%énonﬁcra €VTOC 6 UNVOV LETA TO TPATO AVOLYLLOL.

OQ

®q>9‘. EIAIKEX *YNOHKEX ®YAAZHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/054-056 A
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHIHE e |
NI
| 16. MAHPO®OPIEX XE BRAILLE’ \
&
E&mtepico kovti: Pregabalin San@QGmbH 150 mg
O
N
17. MONAAIKOX AH@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
E&wmtepiko xovuti:
PC 10pnoc}
SNMapOpoc}
{apBpoc}

&()
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N

Pregabalin Sandoz GmbH 150 mg ckAnpé kaydicia 0(0
TPEYKAUTOAIV AN
YUO
~

| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |

<
Ka0e oxinpd kaydxio tepiéyet 150 mg nmpeykopmaiivng. . Ao
N\
. @
3. KATAAOI'OX EKAOXQN L, |
O

AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI NIEPIEXOMENQX" |

14 oxdinpd Koy dkio &
21 oKkAnpd KoKl O
28 oKkAnpd koKl 3
56 okAnpd koydkio N)
70 oKkAnpa KoyaKio {'
84 oKAnpd Koy diLo O
100 oxAnpd konydxio Q}
120 orxnpd KayaKio N AO
56 X 1 oxAnpd KoyaxKio @
84 x 1 oxAnpa KonyaKio LQ
100 x 1 oxAnpd KoyaKio )
N

o9
| 5. TPOIOX KAl OAOX(Qi)XOPHIHEHY

AwPacte T0 PUALO 0811710')0%0% TPV 0o TN XPNO.
Amo6 otOUATOG YPNON.

S
.'\O
6. EIAIKH@IAOHOIHEH XYM®OPQNA ME THN OIIOIA TO ®PAPMAKEYTIKO

111:0) (0] EIIEI NA ®YAAXXETAI XE GOEXH THN OIIOIA AEN BAEIIOYN KAI
AEN HROZEITIZOYN TA ITAIAIA
O

Na (pnkéuf&rm o€ 0o, v omoia dev PAETOVVY KoL deV Tpoceyyilovv Ta TALOIA.
&
‘ 7.\0\AAAH(EZ) EIAIKH(EX) TIPOEIAOIIOIHZH(EIX), EAN EINAI AITAPAITHTH(EX) ‘
Q\l
O

©[8  HMEPOMHNIA AHEHX |

AHEH
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9. EIAIKEX XYNOHKEYX OYAAZEHX ‘

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.

&
10. IAIAITEPEX ITIPO®YAAEEIX I'A THN AIIOPPIYH TQN MH 0
XPHIIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TON (U\
YHOAEIMMATON IOY IPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAK
<
+.Q
11. ONOMA KAI AIEYOYNEH KATOXOY THX AAEIAX KYKAO®OPIAE- U |
Q\
Sandoz GmbH 0\
Biochemiestrasse 10 R\
6250 Kundl Q}
Avotpia KN
%
12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX A(/'
RN\
EU/1/15/1012/042-052 OQ
Q
13.  APIOMOX IAPTIAAX Ry
o\
Moprida {"
L
14. TENIKH KATATAEH I'lA TH AIAGEZH
NI
DappoxevTikd TPOIOV Yo T0 0moio ammsl% WTPLKN cLVTOYY.
R
| 15. OAHTIEZ XPHEHE 7 |
0‘
D
| 16. TAHPO®OPIEX E\@BRAILLE |
Pregabalin Sandoz Gr@A 150 mg
~N
0O
17. MONAA&?)E ANAI'NQPIETIKOX KQAIKOX — AIZAIAXTATOX ITPAMMQTOX
KQAIKAX (2D)
*—
Aledl0o C YPOUUU®TOS KDdIKaG (2D) Tov épet Tov TEPIANEHEVTO LOVASTKO OVOYVOPLGTIKO KMOTKO.
&
AN
]@J MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
(@) TON ANOPQIIO

~

& PC {apOpog}
SN {apOuoc}
NN {ap1Ouoc}
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKH EINIXHMANZXZH ITIOAYXYXKEYAXIAYX ME [IEPITYAII'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX L
61/
Pregabalin Sandoz GmbH 150 mg oxkAnpd konydixio A
TPEYKAUTOAIVY YUO
AN
2. YYNOEZXZH XE APAXTIKH(EX) OYXIA(EY) ,\\\ ‘
AU
Kabe ordnpd kaydkio mepiéyet 150 mg npeyxopumarivng. q}
Vi ({I

‘ 3. KATAAOI'OX EKAOXQN

S

"
)
O

£
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQ? |

IMoAvovokevacia: 210 X 1 (3 cvokevacieg tov 70 x 1) GK@ KooK,

+

£

| 5. TPOIOX KAI OAOX(OI) XOPHTHIHE &~

N
AwPacte T0 PUALO 0INYIOV YPNONG TPV IO %@ﬁﬁn.
Ao otOUATOG YPNON. ‘0

Q

6. EIAIKH HPOEIAOHOIHE@‘?M(DQNA ME THN OIIOIA TO ®APMAKEYTIKO

MPOION MPEIIEI NA ®Y YXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TATIAIATIA
N

©)

No guAdooetar og B€on, v dFoia dev PrEnovy kar dev mpoceyyiCovv To Tardid.
O
A
‘ 7. AAAH(EX) FJATkH(EE) MPOEIAOINOIHXH(EIX), EAN EINAI AITAPAITHTH(EX) ‘

N
0O

|8 HMEPONMHNIA AHEHX |

O
&
<>

| 9. AXEIAIKEX YYNOHKEY OYAASHE

N4

AHEH

OQT] ovAdooete o€ Beppokpacio peyarvtepn twv 25 °C.

Q
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O

Q

10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNEZH KATOXOY THE AAEIAZ KYKAO®OPIAE OV
N

Sandoz GmbH 0(0
Biochemiestrasse 10

6250 Kundl . QA
Avotpia }(U
<

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/15/1012/053 RN

13.  APIOMOZX IMAPTIAAX A(/s
N7
Moprioa OQ
(@)

14. TENIKH KATATAEHTIA THAIAGEXH (V-
N

N

)

DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].

o
Vi
| 15. OAHTIEZ XPHIHE AO |

NI

Q

| 16. MAHPO®OPIEX XE BRAILLE’ \
=S
&)
&
17.  MONAAIKOX ANATNQPIZTIKOE KQAIKOY - AISAIALTATOE TPAMMQTOX
KQAIKAY 2D)

A16d100T0TOG ypaupmr& K®OKag (2D) mov pépet Tov TEPIANPBEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
S
N~
18. MONAAI ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AITIO
TON AN@PRIIO

PC {opi0pdy

SN {apdec}
NN {apifpoc}
G&-

QQ
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

NNOAYXYXKEYAXIEYX — XQPIX BLUE BOX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N
Pregabalin Sandoz GmbH 150 mg ckAnpé kaydicia 0(0
TPEYKAUTOAIV AN
. ‘UO
~
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o
o
Ka0e oxinpd kaydxio mepiéyet 150 mg mpeykopmaiivig. A\
N\
. @
3. KATAAOI'OX EKAOXQN L,
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX
O‘(

70 x 1 oxAnpd xoydxio. Tunpo toAvcvokevaciog, dgv unops& noindel Eeywplotd.

| 5. TPOIOX KAI OAOX(OI) XOPHTHIHE O
*v
AwPacte T0 POALO 03NYIOV YPNHONE TPV OO TN %;&n.
Amo6 otOUATOG YPNoN. 40

MPOION MPEIIEI NA ®YA ETAI XE GEXH THN OIIOIA AEN BAEIIOYN KAI

Vo
6. EIAIKH ITIPOEIAOIIOIHEH LYM®OQNA ME THN OIIOIA TO ®PAPMAKEYTIKO
AEN ITPOZEITIZOYN TA-HAI

ATA

\J

No gvAdoocetat oe 0dom, v onQil Sev PAEmovY Kkt Sev mpooeyyilovv Ta Tondid.

)
O
| 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIE), EAN EINAI ATAPAITHTH(EX)
P
o O
oy
8. HMEPOMHNIA AHEHE
<\
AHEH @
N
S
| 9. ,®IAIKEX XYNOHKEYX ®YAAZHE
X
aQ(pukdccms o¢g Oepuokpacio peyadvtepn tov 25 °C.

Q
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAXZ \O
o
EU/1/15/1012/053 KN
o
13. APIOMOZX ITAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZEH I'lA TH AIAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHIHE e |
NI
| 16. MAHPO®OPIEX XE BRAILLE’ \
&
Pregabalin Sandoz GmbH 150 m@o
O
N
17. MONAAIKOX AWNQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)
o
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
PC {a@}'ég}
SN, fapOuoc}
aptOpoc}

N

Q
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 150 mg oxkAnpd konydixio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

)
\
| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
S
Pregabalin Sandoz GmbH 200 mg ckAnpé koydicta 0(0
TPEYKAUTOAIV AN
O
~Y
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |
S
Ka0e oxinpd kaydxio tepiéyet 200 mg mpeykopmaiivig. A\
N
. @&
3. KATAAOI'OX EKAOXQN L, |
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX |
O‘(

21 ornpd Koy axio &

28 oKAnpa Koyaxio O

84 crinpd Koy aKio 3

100 okAnpd koydikio N)

84 x 1 orxnpd kayaxKio {'

100 X 1 oxAnpd Kool O

N
oK
SA

| 5. TPOIIOX KAI OAOX(OI) XOPH[HZHE
\\

AwPaote T0 PUALO 0INYIOV XPNONG n@)mé ™ xpnon.
Amo6 oTOUATOG YP1oN. 6\

Q
6.  EIAIKH IIPOEIAOIOIHEZH LYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEINEL ¥X ®YAAXEZETAI E OEZH THN OIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA TAIAIA

)
S
Na pvidocoetar o€ %9, v omoia dgv PAEmovv Kt dev Tpoceyyilovv Ta mandid.
o~
| 7. AAAMGEY) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |
&

8. {_@\QIEPOMHNIA AHEHX |
v

o)
& ‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia @
N
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/057-062 A
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHEHY S~ |
O
| 16. TAHPO®OPIEX XE BRAILEE’ |
N
Pregabalin Sandoz GmbH 200 m@o
O
N
17. MONAAIKOX AN@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
PC {a@}'ég}
SN, fapOuoc}
aptOpoc}

N

Q
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 200 mg okAnpd konydixio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

)
\
| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
S
Pregabalin Sandoz GmbH 225 mg ckAnpé koydicia 0(0
TPEYKAUTOAIV AN
O
~Y
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |
S
Ka0e oxinpd kaydxio tepiéyetl 225 mg npeykopmaiivng. A\
N
. @&
3. KATAAOI'OX EKAOXQN L, |
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX |
O‘(

14 oxdinpd Koy dkio &

56 oKkAnpd koyaxio O

70 orxAnpd KonyaKio 3

84 oKxAnpd kaydkia N)

100 oxAnpd Konydiio {'

120 orAnpé Konpdxia O

N
N
SA

| 5. TPOIIOX KAI OAOX(OI) XOPH[HZHE
\\

AwPaote T0 PUALO 0INYIOV XPNONG n@)mé ™ xpnon.

Amo6 oTOUATOG YP1oN. O\

Q
6.  EIAIKH IIPOEIAOIOIHEZH LYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEINEL ¥X ®YAAXEZETAI E OEZH THN OIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA TAIAIA

)
S
Na pvidocoetar o€ %9, v omoia dgv PAEmovv Kt dev Tpoceyyilovv Ta mandid.
o~
| 7. AAAHNGEY) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |
&

8. {_@\QIEPOMHNIA AHEHX |
v

o)
& ‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia @
N
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/063-068 A
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHEHY S~ |
O
| 16. TAHPO®OPIEX XE BRAILEE’ |
N
Pregabalin Sandoz GmbH 225 m@o
O
N
17. MONAAIKOX AN@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
PC {a@}'ég}
SN, fapOuoc}
aptOpoc}

N

Q
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 225 mg oxkAnpd konydixio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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ENAEIZEIX ITIOY HIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

EZQTEPIKO KOYTII'TA IIEPIEKTH KAI EINIXHMANZXH I'TA IIEPIEKTH

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L

Pregabalin Sandoz GmbH 300 mg okAnpd konydixio A
TPEYKAUTOAIVY YUO

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

Kabe ordnpd kaydkio mepiéyet 300 mg mpeykopumaiivng. Q}

3. KATAAOI'OX EKAOXQN )

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOME

100 oxAnpd kayaxio )
200 okAnpa Koyaxio 3
&

250 oxAnpa KoyaKio

O

| 5. TPOIOX KAl OAOX(OI) XOPHTHEHY

AwPacTe T0 PUALO 0INYIOV ¥PHONG TPV (&% xpnon.

Amo6 otOUATOG YPNoN.
)
N \()
6. EIAIKH IPOEIAOMOI TYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION TIPEIEI NA ®YAAXIETAI *E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN MPOXEITIZOYN TA IAIAIA
@)
Na puAdooetal og Bémk{n&/ omoia dev PAEmovV Kat dev mpoaoeyyilovy To Tondid.
0
| 7. AAAH(EXFIAIKH(EX) IPOEIAOMNOIHEZH(EIX), EAN EINAI AAPAITHTH(EX)
NS
0
| 8.  HMEPOMHNIA AHEHE
A

)

AHE
Xp&bﬁ%énonﬁcra €VTOC 6 UNVOV LETA TO TPATO AVOLYLLOL.

OQ

®q>9‘. EIAIKEX *YNOHKEX ®YAAZHX

Mn puAdooete og Beppokpacio peyarvtepn tov 25 °C.
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia }(U
AN
12.  APIOGMOZX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/081-083 A
o
13.  APIOMOZX IMAPTIAAX ,\(/s
N7
Moprioa OQ
(@)
14. TENIKH KATATAZH I'TA TH ATAGEXH ‘L?
o\
DappokevTikd TPOIOV Yo 10 0moio amatTeiton wrpmﬁ&mvar'].
L
| 15. OAHTIEZ XPHIHE e |
NI
| 16. MAHPO®OPIEX XE BRAILLE’ \
&
E&mtepico kovti: Pregabalin San@QGmbH 300 mg
O
N
17. MONAAIKOX AH@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)
Y
A163106T0TOC ypau@tog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MONAAIKOX ANAINQPIZTIKOX KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TONANOPQIIO
&‘
E&wmtepiko xovuti:
PC 10pnoc}
SNMapOpoc}
{apBpoc}

&()
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTIT'TA XYXKEYAZXIA TYIIOY KYYEAHX

)
\
| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
S
Pregabalin Sandoz GmbH 300 mg ckAnpé koydicta 0(0
TPEYKAUTOAIV AN
O
~Y
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o |
S
Ka0e oxinpd kaydxio tepiéyet 300 mg mpeykopumaiivig. A\
N
. @&
3. KATAAOI'OX EKAOXQN L, |
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX |
O‘(

14 oxdinpd Koy dkio &

21 oKkAnpd KoKl O

28 oKkAnpd koKl 3

56 okAnpd koydkio N)

70 oKkAnpa KoyaKio {"

56 X 1 oxAnpé Kayéikio O

©
XS
SA

| 5. TPOIIOX KAI OAOX(OI) XOPH[HZHE
\\

AwPaote T0 PUALO 0INYIOV XPNONG n@)mé ™ xpnon.

Amo6 oTOUATOG YP1oN. O\

Q
6.  EIAIKH IIPOEIAOIOIHEZH LYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
MPOION MPEINEL ¥X ®YAAXEZETAI ZE OEZH THN OIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA TAIAIA

)
S
Na pvidocoetar o€ %8, v omoia dgv PAEmovv Kt dev Tpoceyyilovv Ta mandid.
o~
| 7. AAAHNGEY) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EY) |
&

8. {_@\QIEPOMHNIA AHEHX |
v

o)
& ‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ TIPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAX KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia @
N
AN
12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/069-073 K
EU/1/15/1012/077 ‘[)(U
A(/'
13.  APIOMOX ITAPTIAAX Y
oY
[Moptida &
O
A
14. TENIKH KATATAEH I'IA TH AIAGEXH  N\©
=
Doppoxevtikd TPoiodv yia to onoio amarteiton tar@ﬁ GLVTOY.
5
SA
| 15. OAHTIEZ XPHIHE 7 |
\\
N
| 16. TIAHPO®OPIEX IE BRAILLE \
\J
Pregabalin Sandoz GmbH 300 rﬂ§
N
O
17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2
i\

A16d100T0TOG ypo@rég K®dkag (2D) mov pépel Tov TEPIANEBEVTO LOVASTKO OVOYVOPIGTIKO KMOUKO.

«

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO

TGN ANOPQIIO
O
PC 101oc}
SNMap1Opoc}
{apBpoc}

&()

66



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKH EINIXHMANZXH ITIOAYXYXKEYAXIAYX ME IIEPITYAII'MA AAOYMINIOY
(ZYMIIEPIAAMBANOMENOY TOY BLUE BOX)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX L
GU
Pregabalin Sandoz GmbH 300 mg okAnpd konydixio A
TPEYKAUTOAIVY ~({JO
AN
2. YYNGEZXIH XE APAXTIKH(EX) OYXIA(EX) ,\\\
AU
Kabe ordnpd kaydkio mepiéyet 300 mg mpeykopumaiivng. Q}
Vi ({l

‘ 3. KATAAOI'OX EKAOXQN

S

"
)
O

N

| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQ?

IToAvovokevaoia: 84 (2 cvokevaoies v 42) okANpa Kaséd@x.

IToAvovokevacia: 100 (2 cvokevacieg Twv 50) okAnpd K10
IMoAvcvokevacia: 120 (2 cvokevaciec v 60) okAnpa aKia.
IMoAvovokevaoio: 84 X 1 (2 cvokevacieg v 42 x 1)‘&K7»npd KO AKLOL.
IToAvovokevacio: 100 x 1 (2 cvokevaocieg Tmv 50 @) OKANPE KoyaKLOL.
IToAvovokevacia: 210 x 1 (3 cvokevacieg rm\% 1) oxAnpd KonyaKioL.

o

| 5. TPOIOX KAl OAOX(OI) XOPHRHEHE

>
Awpdote T0 POALO 0INYIDV xpﬁcn‘b&/ omd TN ypnon.
Ao otoONATOG Yp1oN. Q
O

N

6. EIAIKH IIPOEIAQIOIHEH LYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION MPEMETNA ®YAALIETAI LE OEZH THN OIIOIA AEN BAEIHOYN KAI
AEN ITPOZECEIZOYN TA TIAIAIA

O

Noa puAdooetal cs@cn, Vv omoia dev PAEmOVY Ko dev Tpooeyyilovv Ta TodLd.

Ve

| 7. AAAMKEX) EIAIKH(EX) IPOEIAONOIHEZH(EIE), EAN EINAI AAPAITHTH(EX)
N

A
O

| 8. ,".HMEPOMHNIA AHEHX

o
Q

‘ 9. EIAIKEX XYNOHKEY OYAAEHX

Mn gpuAdooete og Oeppokpacio peyoarvtepn tov 25 °C.
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10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNEH KATOXOY THE AAEIAX KYKAO®OPIAE L
61/
Sandoz GmbH A
Biochemiestrasse 10 ..O
6250 Kundl @
Avotpia g
N
O
12.  APIOMOZX(OI) AAEIAYX KYKAO®OPIAX S
L4
EU/1/15/1012/074-076 (UA
EU/1/15/1012/078-080 ZO
G
. \0
13. APIOMOX ITAPTIAAX r\Q
\>4
IToaptida 0&
hy
D
14, TENIKH KATATAZEH I'l A TH AIAGEXH {-
o
DopUaKELTIKO TPOTOV Y10 TO OTOT0 ATALTEITOL % M GLVTOYN.
ke
| 15. OAHTIEX XPHIHE B |
)
. \()
| 16. MAHPO®OPIEE LE BRAIFL |
0\
N
17. MONAAIKOX AN@NQPIZTIKOZ KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAE (2D) ,
Y
A163106T0TOC ypau@cog KddKag (2D) mov pépel Tov TEPIANEHEVTO. LLOVASTKO OVOYVOPLOTIKO KMOIKO.
&
18. MON@IKOZ ANATNQPIETIKOX KQAIKOY - AEAOMENA ANAT'NQXIMA AIIO
TONANOPQIIO
&‘
pPC {uo@}'ég}
SN, fapOuoc}
aptOpoc}

N

Q
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

NNOAYXYXKEYAXIEYX — XQPIX BLUE BOX

| 1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX AOY
N
Pregabalin Sandoz GmbH 300 mg ckAnpé koydicta 0(0
TPEYKAUTOAIV AN
YUO
~
| 2. LYNOEXIH IE APAXTIKH(EI) OYZIA(EL) o
o
Ka0e oxinpd kaydxio tepiéyet 300 mg mpeykopmaiivig. A\
N
. @
3. KATAAOI'OX EKAOXQN L,
O
AQ
| 4. ®APMAKOTEXNIKH MOP®H KAI IEPIEXOMENQX
O‘(

42 oxdnpd koydxio. Tunpo ToAvcvokevaciog, OV umopel va@kneei EexmploTa.
50 oxAnpd kawakxio. Tunfpoe ToAVGLCKEVAGING, OEV UTOPE]L v@lm)knﬁsi EeywploTa.
60 oxAnpd koydkio. Tunue toAvcvokevaciog, oV unopzm winOel EexmploTa.
42 x 1 oxinpd kaydxio. TpMpa moAvcvokevasiog, Sewlitopet va molndel Eexopiotd.
50 x 1 oxAnpa koydakio. Tunqpe moAvGUcKELOGIG, Se&pnopsi va ToAndsl Eexwprotd.
70 X 1 oxinpd koyaxio. Tpnpo no)mcmcmuacia@sv umopel va ToAn0el Eeywplotd.

‘OCU

| 5. TPOIIOX KAI OAOX(OI) XOPH[HZHE
\\

AwPaote T0 POALO 0INYIOV YPNONG n@)m(') T ypfon.
Amo oTOUATOG YPNON. 6\

@)

6.  EIAIKH IPOEIAOINIOIHEH SYM®QNA ME THN OIOIA TO ®APMAKEYTIKO
MPOION MPEINEL ¥X ®YAAXEZETAI E OEZH THN OIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA TAIAIA

)
S
Na pvidocoetar o€ %9, v omoia dgv PAEmovv Kt dev Tpoceyyilovv Ta mandid.
o~
| 7. AAAMGEY) EIAIKH(EX) HIPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)
&

8. .@\QIEPOMHNIA AHEHX

@'

o)
& ‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C.
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATTIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

AN
\
11.  ONOMA KAI AIEYOYNZH KATOXOY THE AAEIAZ KYKAO®OPIAX AOY
N
Sandoz GmbH 0‘0
Biochemiestrasse 10 A
6250 Kundl O
Avotpia @
N
AN
12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX \O
o
EU/1/15/1012/074-076 K
EU/1/15/1012/078-080 ‘[)(U
A(/'
13.  APIOMOX ITAPTIAAX Y
oY
[Moptida &
O
A
14. TENIKH KATATAEH I'IA TH AIAGEXH  N\©
=
Doppoxevtikd TPoiodv yia to onoio amarteiton tar@ﬁ GLVTOY.
5
SA
| 15. OAHTIEX XPHIHE VY |
\\
N
| 16. IAHPO®OPIEX XE BRAILLE |
\J
Pregabalin Sandoz GmbH 300 rﬂ§
N
O
17.  MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2
i\

A16d100T0TOG ypo@rég KddKag (2D) mov pépel Tov TEPIANPBEVTO LLOVASTKO OVOYVOPLOTIKO KMOKO.

«

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO

TGN ANOPQIIO
O
PC 101oc}
SNMap1Opoc}
{apBpoc}

&()
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
KYYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

YYXKEYAXIEX TYIIOY KYYEAHX

1. ONOMAZIA TOY ®APMAKEYTIKOY IPOIONTOX L
G‘U
Pregabalin Sandoz GmbH 300 mg okAnpd konydixio A
TPEYKAUTOAIVY O
@
&
2. ONOMA KATOXOY THX AAEIAX KYKAO®OPIAY N |
O
Sandoz ‘\A
@
2 ({'l
3.  HMEPOMHNIA AHEHX O
Qu
EXP N
X
)
4. APIOMOZX IMAPTIAAY e
)
Lot {_Q
O
5. AAAA LTOIXEIA %
WO
(o)
'\
O
-0
QO
O
00
A
o
S
QO
R
Q
D
&
QO
N
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®vAro ooV rpiong: IIAnpogopiss yro Tov yp1otn

Pregabalin Sandoz GmbH 25 mg exinpa kaydaxia
Pregabalin Sandoz GmbH 50 mg exinpa kawydaxia

Pregabalin Sandoz GmbH 75 mg 6xAnpd koydxia ‘\)
Pregabalin Sandoz GmbH 100 mg okinpa koydaxio, 0‘\‘
Pregabalin Sandoz GmbH 150 mg okinpa koydaxuio, N
Pregabalin Sandoz GmbH 200 mg okinpa koydaxio O(U

Pregabalin Sandoz GmbH 225 mg okinpa koydaxio,
Pregabalin Sandoz GmbH 300 mg okinpa keydaxuo, A
TPEYKOUTOAIVY ‘(UO

AP aoTE TPOGEKTIKA 0AOKANPO TO QVALO 03N VLAV YPN OIS TPLY UPYIGETE VO, nuin: ovTo TO

PappoKo, o10TL TEPIAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

- DVLGETE aVTO TO POALO 0dNYLhV ¥pRoNG. Tomg xpetooTei va To SlaPdoets-Lava.

- Edv éxete meportépm amopieg, p@TNOTE TOV Y1OTPO 1 TOV PAPLOKOTOLD .

- H ovvtoym y1o avtd 1o @éppoxo xopnynonke amokAEIGTIKG Y10 coG. AgV TPEMEL Vo, SOGETE TO
@apupako og aGAAovg. Mmopel vo Tovg TpokoAécel PAAPT, axopa l%émv TO GUUATMLOTO TNG
acBéveldg Toug etvar 1d1a e Ta Sikd oag.

- Ed&v mapatnproete kdmoto avemBount evépyeta, vn uspd)czr YTPO 1 TOV PAPLOKOTOLO
c0G. AvTd 1oyvel kot yuo kabe mhovn avemBoun svépysméo OEV OVOLPEPETUL GTO TTOPOV
@OALO oMYV Xpriong. BAéme mapdypago 4. @)

T ePLéeL To TOPOV VALO 00N YLOV O&

T eivon to Pregabalin Sandoz GmbH kot o giva Mpﬁcn OV
T mpénet va yvopilete npv Tapete 10 Pregabali@gildoz GmbH
[log va mapete to Pregabalin Sandoz GmbH {-

MBovég avemBOunTe evépyeteg

Mo va pvidooete to Pregabalin Sandoz H

[Tepeyopeva g cvokevaciog Kot quté& npopopiec

Q

1. T givon To Pregabalin Sandoz GmbH kot moua givar n ypiion Tov

<O
To Pregabalin Sandoz GmbH oviix&lpe pio opddo @opuakmv mov ypnciporoovval yio m Oepaneio
g emAnyiog Kot g Amwpax@svmavuévou Ayyovg (AT'A), og evijlikec.

oML E

LopONG emAnyiog (0Tl TNTTIKEG KPIGELG IE ) Y®pPic dgvTepoyevn Yevikevon), o€ eviidikesg. O
YwTpog cag Ba 6ag va&yoypa(pf]csm to Pregabalin Sandoz GmbH y1a t 6epaneia g eminyiog,
OTOV M AY@Y™ TOV a]{?@vﬂsirs onuepa dev eAEYYEL TNV Katdotaor coc. Oa npénel va Aappdvete To
Pregabalin Sandoz GthbH emmAéov g aywyng mov axoiovbeite onjuepa. To Pregabalin Sandoz
GmbH odev mpoo Qrm Yol vaL YpNooTOLEiTOL LOVO TOV, 0AAG O TPEMEL TAVTA VO XPT|CLULOTOELTAL OF
GUVOLOGLLO He A avVTIETANTTIKY Bepameio.

O

2

Awrapagq*’évmsvuévon Ayyovg: To Pregabalin Sandoz GmbH ypnoyionoteitan yio tn Oepamneio

Eminyia: To Pregabalir;is&)z GmbH ypnoiponogital yio ™ Ogpomeio piog GUYKEKPIUEVNC

¢ Awrdpeymng I'evikevpévov Ayyovg (AT'A). Ta copmtdpata g AIA givon Tapoatetapévo

VIEPPEAIKO dyyog Kot avnovyia, Tov gival dvokoro va ereyybfovv. H AT A pmopel emiong va

p £0€1 VELPIKOTNTO 1] alicOnua EvTovng Tapoyng 1 POPov andAelag eAEyyov, aicOnuo e0KoAng

K6Teo1G (KoVPaoNC), SLGKOAA GTN CLYKEVTIP®OT 1] 0icON e 0dEIGCHATOG TOV HVAAOD, aicOn o
efotoOTTOC, PVTKN TAo™ 1 dloTapoyr TOL VTVOV. AVTA SLPEPOLY OO TO GTPEG KOl TNV

Ogispévwcn g kadnuepvig Comg.
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2. Tvrpémer va yvopilete npwv mapete 1o Pregabalin Sandoz GmbH

Mnyv napete To Pregabalin Sandoz GmbH
Y mepintoon oAAepylag otV TPEYKOUTAAIVN 1] GE 0TO0ONTOTE AALO 0O TOL GLGTATIKA AVTOL TOV

QOPLAKOV (avaPEPOVTOL 6TV TOpAypapo 6). *\9
IIpog1d0mToU|oELS KO TPOPUAGEELS \<)
AmevBuvbeite 6TOV Y10TPO 1 TOV POPLOKOTOO GOG TPLY TapeTe To Pregabalin Sandoz GmbH. O(U
. Optopévor acBeveic mov Aappdvouvy TPeYKaUmaAivn £(0VV avVaQEPEL GUUTTMIOTOL T

VTOINADOVOLV OAAEPYIKT OVTIOPaOT|. AVTE TO GUUTTOUATA TEPIAAUPAVOLY 010U MEo)

070 TPOGOTO, 6Ta YEIAT, 6T YAOGGN Kot 6T0 Ao, kabdg Kot S16xuto EAVONIETTTO déppa.
Edv mapovcidoete Kamoto amd ovTéC TIG avTIOPAGELS, Bo TPETEL VO EMIKOIVOVIOETE AUECHOG LE
TOV Y10Tpd GOC. 0\

. Y& oyéomn pe 1t Bepomeia pe Tpeykopumaiivny Exovv avagepbel coPapd 6£g\uaru<d eEavOnuara,
peta&d dAlwv, covopopo Stevens-Johnson kot to&ikn emdeppuky vekporvon. Edv
TOPOTNPCETE OTOLOONTOTE COUTTOMUA, TTOV GYETICETOL e TIG GO EPUOTIKEG AVTIOPAGELG
OV TTEPLYPAPOVTOL OTNV TAPAYPAPO 4, CTULOTOTE VO xpnctuoa TE TPEYKAUTAATVT KO
avalntiote apécmg Tpikn fonoeta. . 0

N

. H mpeyxapmarivn €xet ovoyetiotel pe {dAn Kot vvnia, nopel va avEncovy v
TOVOTNTO TPAVUOTIGHOD Ao ATy (TTOoN) o€ NAKIUEVOLS acbeveic. Q¢ ek TOVTOVL,
TPEMEL Va. €l0TE TPOGEKTIKOL, UEYPL Vo cuvnbicete 07[(&2‘50’[8 avtiopaon pmopel va £xete 6TO
QAPHLOKO. \&_

. H mpeykapmoarivn propel va mpokarécet Gaum{épacn N andAewo ™G Opaong 1 GALES
petaforég otV OpacT, Ol TEPIGGOTEPEC outé(g.g omoieg eival Tpocwpvec. Oa mpénel va,
EVNULEPDCETE AUECWOS TOV YUTPO GOG, EQV @povctdssrs omoladnmote PETAPOAN 0TV dpaon

GoC. .
(O

. Kémotot Suafmrikoi aceveis, mov ndipvovv Papog, evoom appavovy mpeykapmarivn, pmope
Vo (pEoTOOV AAAOYT OTO avnﬁ@nm(d (AapHaKd Tovg.

. Opiopéveg avemBounTeg své@sg, OmmG M Vv, UTopel va eival o GUYVES, Y1oTi Ot
acBeveic pe PAAPT Tov voyrigiov pouehov pmopet va Aapfdvouy kot AL edppaKe yio T
Oepamneia, napa&sﬁyuatogﬁi\/, TOL THVOL N TNG GTUCTIKOTNTAG, TO OTOI0 EXOVV TUPOLOLEG
avemfounteg svépys@s TNV TPEYKOUTOAIVT Kot 1] GoPapOTNTO 0VTOV TOV AVETIOOUNTOV
evepyeldv pmopel v o&nbei otav Aapfavovtar padi.

. "Eyxovv vndp&gﬁ@a(popég KOPOLOKNG OVETAPKELNG GE OPIGUEVOLS 0o0eVEig oV Adpfovay
npeyKamraM@. Avtoi o1 aebeveig frav kopiog NAKIOUEVOL, LE KOPSLOYYELOKE TPOPANLLOTAL.
Hpw napefe)onvTd TO PAPROKO TPETEL VA EVI|LEPADOETE TOV YIUTPO GUS EAV EYETE LGTOPIKO
deﬁl{lk@ndﬂncng

I aumaAivn. Eqv mapatnpioete peiowon oy obpnon, eved Aapavete mpeyKapmaiivn, Ba
TEL VO, EVIUEPDGETE TOV Y1IATPO 600G, KAODS 1 SLKOTN TOL PUPUAKOV UTOPEL VoL TO BEATIDGEL

o\ktwré.
QQ Optiopévor aoBeveic mov eEAGUPoVOY OVTIETIANTTIKN oywyn, OT®G 1) TPEYKAUTAAIVY, slyov
&) okéyelg TpoxAnong PAAPNG 1 BavAaTov 6ToV €0VTO TOVG 1] ELPAVICAV CVTOKTOVIKY

& ooumeppopd. Edv omoladnmote otryun £yete mapOUOIEg OKEVELS 1) ERPAVICETE TETOW
GLUTEPLPOPA, EMIKOVOVIOTE OUECHOS LLE TOV YIATPO GOG.

. ;E%:}smndp&a AVOPOPEG VEQPIKNG OVETAPKELNG GE OPIGUEVOLS 0oDEVEIS Tov Adpfovay

. Otav 1 npeyxopumarivn Aappavetor pali pe GAAo QAPLOKO TOV UTOPEL VO TPOKAAEGOVV
dvokoMoTTO (OTTMG KAmola 10N TOVGITOVOVY PUPRAK®V), Elval mBavE vo eppavicBovy
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YOOTPEVTEPIKA TTpoPANHaTa (.Y, SUoKOIAMOTNTO, £VIEPO TTOL £XEL PPALEL 1] TAPAAVGEL).
Evnuepoote tov yrotpd cog edv ELPAvVIGETE SUOKOIAOTNTA, WOIITEPA EAV EIOTE EMPPENNG OF
avTd TO TPOPAN L.

. [Ipwv mdpete avTd TO0 EAPULAKO, EVIIUEPDGTE TOV YILITPO GAG EAV £XETE TOTE KAVEL KATAYPTOM N ~0
glyate e€aptnon omd 10 GAKOOA, OO GLVTAYOYPUPOVUEV PAPLLOKO, 1] OO TAPAVOUESG OVGIES "\T
AVT0 Vi€ eTL VO OTLOIVEL OTL SIOTPEYETE PUEYOAVTEPO KIVOLVO Vo avartOEeTe €EAPTNON ATdOTO
Pregabalin Sandoz GmbH. 0

. "Exovv vmdpEet avapopég CTAGUAOV LE TN XPTON TNG TPEYKAUTAAIVIG 1] COVTOUO LETY
dwokom ¢ mpeyKkapumaAivng. Edv epoavicete omacud, EXKOVOVAGTE LE TOV YOt oG

aUECOG. N~
<

. "Eyxovv vtdp&et avapopég Lelmong TG EYKEQOAIKNG AELITOVPYIOG (SYKS(anO@w), G€ LEPIKOVG
aobeveic mov AapPavovy Tpeykapmoiivny dtav Exovv kat GAkeg Tabfoes, Evnpepdote Tov
YTPO CaG GV EYETE 1IGTOPIKO OMOLAGONTOTE GOPAPNG WUTPIKNG KATACTABHC,

ovumepAaUBavoprévNg TG NTATIKNG 1] VEPPIKAG VOCOV. (UA

. "Eyxovv vrdpEet avapopég duokoldv otny avanvor|. Edv €yxete 813Qpaxég TOV VELPLKOV
GLOTNHOTOC, O1OTAPAYES TOV AVATVEVGTIKOY GUGTHATOG, VeQ dvchiertovpyia 1| €qv giote
Gvo TV 65 TV, 0 YI0TPOG 060G UTOPEL VO oG GUVTAYOYPAPHSEL £va S10POPETIKO SOGOAOYIKO
oymuo. Emkowvoviote pe tov yotpd oag edv napovcld@@ opfAqpata oty avamvon N eav
€xete pNYEC AVOTVOEC. &

O
E&aptnon 3

Optopéva. dropa evogyetat va avantoéovy e&dptnon Q{-o to Pregabalin Sandoz GmbH (avéyxn va
ovveyilovv va maipvouv 1o eappako). Evoéyetol veopovotdcovy otepnTikd GuUTTOUaTe OTOY
Sakdyouv T ypriomn tov Pregabalin Sandoz Gmbb» BA. mtapaypago 3, «Ilog va mhpete To Pregabalin
Sandoz GmbH>» kot «Edv otapatioste va ng@rs 1o Pregabalin Sandoz GmbH»). Edv
npoPinuarifecte 6T1 gvdéyetar va, avartoets-LEdptnon amo to Pregabalin Sandoz GmbH, gival
ONUAVTIKO VO GUUPOVAEVTEITE TOV Y1UTPO

Edv mapatnproete onowadnmote and A nopakdton evdeifelc evoow maipvete to Pregabalin Sandoz
GmbH, 8o propodoe va amotedel EEIEIEN 0T avamtdooete e€aptnon:

. AwcBdveote Vv avdykn v PETE TO PAPLLOKO Y10 LEYOADTEPO OLACTNLLO ATTO EKEIVO TOL GOC
GLUPOVAELGE 0 YLUTPOC TOY GG TO GLVTOYOYPAPNGE

. Ae0dveote OTL peL € VoL TAPETE TEPLOGOTEPO AT T GUVICTAOUEVT HOON

. Xpnotponoteite 1o @APHAKO V1o GALOVG LOYOUG EKTOG 0md eKeivovg Yo TOVG omoiovg
cuvTayoypopno

. "Exete kavet sgzt&%m UUEVEG, amoTuyNUEVES TPOGTADELES VO dlakoyeTe 1| va eEAEYEeTe TN ypnom
TOL POPUAK

. Otav 61(11((’)@818 ™ AWM ToL EapudKov acbdveoste adiabecia kot aiobiveote KaAdTEPO OTOV

apyloete Qna{pvsrs KoL TOAM TO QAPLLOKO
Edv mapo ‘®ars OTO10ONTTOTE OO TIC TOPATAV® EVOEIEELS, WANGTE LLE TOV YLOTPO GOG Y10 VO,
ouinmMoeTE TNV KarvTepn 080 Oepaneiog yuo odg, kabmg kar TOTE Eivar 6MGTO Vo SIAKOYETE TO
(pdpu(ﬂc& L TAG VO TO KAVETE LLE ACPAAELQL.

Mo, S&u Ko £onpor
H-@epdleia kot 1 amoteleopaTkOTNTA 6€ Toudld Ko €pioug (NAkiag Katw tov 18 etmv) dev £xovv

Uo TEKUNPLOOEL KOl GUVETMG 1 TPEYKOUTOAIVY dev Ba TPETEL VO YPNGYOTOLEITOL GE OVTHY TNV
TKLOKT) OpAOaL.

Alha @dppoxa kou Pregabalin Sandoz GmbH

Evnpepmaote tov yiatpd 1 TOV QOpUOKOTOL0 GOG GV TaipveTE, £xeTE TPOGPATA TAPEL 1| PLopel va
ThpeTe GAAA PApLLOKaL.
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To Pregabalin Sandoz GmbH «xot opispéva dAlo gappoxe propel va exnpedlovyv 1o Eva 10 GALO
(aAAnAemidpao)). Otav to Pregabalin Sandoz GmbH Aapfdveror pall pe cuyKeKpluéva eAapproKa, To
omoia £0VV NPEUOTIKEG OPATELS (GUUTEPIAAUPAVOUEVOV TOV OTIOEWOMV), LTOPEL VO EVIGYVGEL TIG
dphoelc avTtég, Kot o UTopovGE VA 0ONYNOEL GE AVOTVEVGTIKY| OVETAPKELD, KO Kot Odvato. O .
Babpog LadAing, vmvymAog Kot HEWOILEVIG CLYKEVTPWOTNG, Hropel va avénbel av to Pregabalin Sandoz )
GmbH Aoppdveror pe apuoKenTIKG TPOIOVTO, TOV TEPLEYOVV: o"\r

N
O&LKk®dOVT - (XPMOYLOTOLEITAL MG TOVGITOVO) O(U
Aopalendun - (ypnoomoteitat yio tnv Bepamneio tov dyyovg)
AAKOOA

3
. ‘UO
To Pregabalin Sandoz GmbH pmopet va Aapfdaveton e amd Tov 6TORTOG avncmkkmgm

To Pregabalin Sandoz GmbH pg tpo@1, 70T KO 01VOTTVELHATMOON N
Ta kaydxio Pregabalin Sandoz GmbH pnopotdv va Aapfdvovron pe 1 xopic rpo&&.

ZUVIGTOTOL VoL PNV KATOVOADVETE GAKOOA, eved AapuPavete Pregabalin Sandez GmbH.

Kinon ka1 Oniaopdg ‘O
To Pregabalin Sandoz GmbH 0dev npénet va Aappdvetot Katd 61(1 g YKLHOGVVNG 1| OTOV
Onralete, extdc €4V 0 yoTpOg GO G6AC ddael GAleg odryiec. H xp TNG TPEYKOAUTAUAIVIG KOTA TN
SUIPKELD TOV TPOT®V 3 UNVAV TNG KONONG EVOEYETAL VO TPOKOAESEL GLYYEVELG avmpaAies 6TO
ayévvnto Tondi wov ¥petdlovTol 1 TPIKN UVIILETOTION. € L £t ov e&étace dedouéva amod
Yovaikeg 6TIg GKAVOVAPIKEG YDPEG TOV TPAV TPEYKOUTAAIT) KATE TOVG TPMOTOVG 3 PVES TG
Konong, 6 nopd oe kébe 100 giyav téTolov €id0Vg cLYYEVELS BvOpoAies. AVTO cuyKpiveTal pe 4 popd
ota 100 mov yevviOnkav amd yovaikeg mov dev EAapav \%?msia L€ TPEYKOUTOAIVY OTN LEAETN.
Avaeépnkay avopoaiieg Tov TPoc®TOL (0T uaronpe&@nmég GYLOTIES), TV 0POUAUDY, TOV VEVPLKOD
GLOTHATOG (CUUTEPIAUUPAVOUEVOL TOV syKS(de@ TOV VEQPPOV KOl TOV YEVVITIKOV 0pYEVOV.

O1 yuvaikeg mov Bpiokovtotl g avomopoywyy @ 1Kilo TPEMEL v AAPAVOVY OTOTELEGUATIKA LETPOL
avtiovAAnyng. Edv giote éyxvoc 1 Onidlete, wpilete 6T1 pmopei va giote £ykvog 1 oyeddlete va
omoktioete Toudi, (NTAoTe T GLUBOLAR TEIYIUTPOD 1] TOV PUPUAKOTOLOD GOG TPV TAPETE AVTO TO
@apLoKo. 0

<O
0o1ynon ko yePLopog m]xavnw@)v
To Pregabalin Sandoz GmbH m@[ va pokarécet {AAN, vrvniio Kol petopévn cuykévipwor). Agv
Ba pémel va 0dnyNoETE, VO YEIPEDEITE TOADTAOKO UIYAVILOTO 1] VO EUTAOKEITE GE AAAES, TOOVOG

EMIKIVOUVEG dPACTNPIOTNTEG, MG OTOV SOTIGTMOGETE AV ALTO TO PAPUAKO EXNPEALEL TNV KAVOTNTA
o0 va O1eEAyETe QVTEG TU GTNPLOTNTES.
Y

3. Hog va ndp@\,‘ro Pregabalin Sandoz GmbH

ITavtote va nm@ts TO PAPLOKO OVTO AVGTNPA COLPOVO LE TIC 0N YiEG TOV YlaTpoL cag. Edv &xete
auePoliec, NOTE TOV YTPO 1] TOV QAPHOKOTOLd GOC. MnV ToipveTE TEPICTOTEPO PAPLAKO AT
0G0 CLVT paenonke.

O ytamﬁ oo 0o amopacicel Tola 6001 gival KATUAANAT Y10, EGUC.

TQQegabalin Sandoz GmbH &ivor pévo yuo amd 6TéHATOG XPNOT).

O%m)ﬂ]wia 1N Awetapayn I'evikevpévoo Ayyovg:
& . Noa Aappavere Tov aptfpod tov koyokiov, COLE®V LE TIG 00NYiEG TOV YITPOL GOG.
. H 8601, 1 omoia £xel TPooOpLOGTEL G€ EGAG KOl TV KOTAGTAOT GaG, O KupaiveTol Yevikd
petaéd tov 150 mg ko tov 600 mg v nuépa.
O ywatpog oag Ba cog el vo AapPavete to Pregabalin Sandoz GmbH eite dvo, gite Tpelg popég v
nuépa. ['a v mepinmtwon Ayng 600 gopéc v nuépa, vo Aappdvete to Pregabalin Sandoz GmbH
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pio to Tpwi ko pio to Ppddv, Tepimov v 1010 dpa kdbe nuépa. Ta v Tepintwon AqYNg Tpelg

Qopéc TV NUépa, va AapPdavete to Pregabalin Sandoz GmbH pia 1o mpoi, pio to andygvpa kot pio To
Bpdov, mepimov Vv 1010 dpa kabe nuépa.

Edv &yete v evtomwon 611 n dpdon tov Pregabalin Sandoz GmbH eivan gite vrepPoiikd acOevig,
EVNUEPDOTE TOV YATPA 1] TOV POPLLOKOTOLO GUGC. *

Av glote nMKIpEVOS 0c0evic (MAMKiag Ave Twv 65 eTOV), Tpémel vo AapPAVETE KOVOVIKE TO N
Pregabalin Sandoz GmbH, gkt0g K1 av £Y€T€ TPOPANIATA [LE TOVS VEPPOVG GO,

O 1wTp6Gg 00¢ PUTOopEl VoL GAS GLVTAYOYPAPTCEL £VOL SLOPOPETIKO SOGOAOYIKO TPOYPOLLLLOL 1(8&] doom,

av €yeTe TPOPANUA e TOVG VEPPOVS GOC. ‘(U
No koTanivete T0 Kayaklo 0OAOKANPO, LE VEPD. \Q
Noa cvveyilete va maipvete To Pregabalin Sandoz GmbH, péxpt o yiotpdc cag \ws\.&lg TEL VO, TO

OTOLLOTIOETE.

A
Eav wapete peyardtepn 66on Pregabalin Sandoz GmbH amé v k (|
Enwowmvnote e tov y1atpd oag 1 tnyaivete apécms 6To TANGECTEPO YOsoKOoUElD, GTN LovAda Yid
ta emetyovta mepiotatikd. Na €yete pali 6og To Kouti 1 TV eéAn i&mwomimv Pregabalin Sandoz
GmbH. X¢ nepintwon mov tapete peyolvtepn doon Pregabalin S 140z GmbH and TNV KOVOVIKT,
gtvon mBavov va arsBavBeite vmvniia, coyyvon, Siéyepon 1 avneyyo. "Exouv avopepbel eniong

EMANTTIKEG KPIOELG KOl OMDAELN TOV AloONGEDV (KOU). &

Eav &gyaoete va napete 1o Pregabalin Sandoz GmbH N

Eivar onpavtikd va Aappdvete ta koydkio Pregabalin Sandoz GmbH taxtikd, tnv ida dpa kébe
nuépa. Edv Eeydoete va mapete pia 66on, TapTe T p@g T0 BuunOeite ektOC €dv TANGLALEL | DA Y10
TNV ETOUEVN dOGN. L€ VTNV TNV TEPINTOON, cwvs;'@;s KOVOVIKG UE TNV EMOUEVT dO0M. Mnv Ttapete
duAn 6661 Yo VO, AVOTANPDOGETE TN 600G TOL é@war&

Edv otapotioete vo naipveTe T0 Pregabal@Sandoz GmbH

Mn ctopatioete Eagvikd va toipvete o Begabalin Sandoz GmbH. Edv 0éhete va otapatioete va
naipvete To Pregabalin Sandoz GmbH, @Cnrﬁms T0 TpOTA P TOV Y1Tpd oag. Exeivog Ba cog met
TG va 1o khvete. Av 1 Ogpancio cag Ghopatioet, n Srakon 0o wpémer va yiver Boduaia, og xpovikd
daoTnpa TOLAGYIGTOV oG eRSOUABHG.

Metd 1 d1oxomn [3paxvxpévwg@uakpoxpévtag Oepamneiog pe Pregabalin Sandoz GmbH, npénet va
yvopilete 6T pmopel va su%s}fsrs OPIOUEVEC OVETOVUNTEG EVEPYELES, YVOOTES Kol MG OVETIOOUNTES
evépYeleg oTEPNONG. AVTEZOY avemBounteg evépyeieg mepthapdvouv duckorio GTov VITVO,
TOVOKEPOAO, VOUTIO, a@n Lot Ayoug, d18ppote, GUUTTOUAT TOV OLOLALOVV LLE QVTA TNG YPITANG,
OTAGLOVG, VEVPIKOT) ’@ KatdOlwym, Tovo, epidpwon kot CoAn. AvTég ol avemBouNnTEg EVEPYELES
pmopei va copodv K GLYVA N LE peyaivtepn coPapotnta edv AapPdvarte Pregabalin Sandoz GmbH
v peyoroutepn yfovikn mepiodo. Edv mapovoidoete avembounteg evépyeieg otépnong, o mpénet va
anu(owoavﬁc:qts&ov YTpd Gog.

®)

Edv éxete émcoérspsg EPMOTNCEIS GYETIKA LLE TN XPTON ALTOV TOL PAPUAKOV, POTNOTE TOV YTPO 1

TOoV Qap@xonmé GoC.
&
4Q0 IMOavég avemOOunTES EVEPYELEG

&na)g oML TOL PAPUOAKE, £TCL KOL QUTO TO PAPHOKO UTOPEL VO TPOKOAECEL AVETBVUNTES EVEPYELES, OV
& Kot 6gv TOPOVGLALOVTaL GE OAOVG TOVG AvOpMITOVC.

oAb ovyvéc: pmopel va eanpedoovy meprocdtTepovs amdé 1 otovg 10 avOpdmovg

ZAAn, vvnAio, TOVOKEPAAOG
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Yoyvéc: pmopel va exnpedoovy £0g kot 1 atovg 10 avOpdmovg

. Avénpévn opedn. .

. Aicbnon evgopiag, cOYYLOTN, OTOTPOCAVUTOMGHOG, Lel®OT TNV ce&ovaiikn didbeon, )
gvepebiototnTO. "\T

. Awtopayn oty Tpocoyn, ade&lOTNTO, EXNPEACUEVT] LVIUT], OTOAELN LWWAUNG, TPOUOC, N
dvokoAio oty opidia, aicOnomn popunkioong, LovoOGHE, KATAGTOAR, ABapyoc, ai'mviob((/
KOT®OT|, N PVGIOA0YIKN aicOnon. A

. Baumrn 6paoc, Suthomio.

. TAyyog, TpoPAfuata e TV 1l6oppomia, TTOGCT. ‘(UO

. Enpootopia, SuokodTNTo, EHETOG, NETEMPIOHOG, d1appota, vavTio, TPNEWO CIHYKOMA.
. AvoKoAieg oty oTHoN. é

. I[pn&yo tov 6MUATOC, CLUTEPILOUPOVOUEVOY TOV AKP®V. 0\

. Aiofnon pébng, un pucstoroykd Padiopa. A\

. AvEnon copatikov Bapovug. »

. Mvikég kpdpmeg, TOVog oTig 0pOpmdoels, Tovog 6N pécT (0oPLALYII)\TOVOG GE GKpo.

. [Movéraog. ZO

Oy ovyvég: propei va. emnpedoovy émg ko 1 otovg 100 avﬁpo’nzoé"

N

. AndArelo 0peéng, anmisia Pépovg, yapnAd enineda csomx(@& aipotog, vYNAQ enimeda
GOKyGpoL aipoTog.

. Amonpocwrnomoinen, avnovyia, kKatddiwym, di&yeponSaKVUAVGELS TG GLVOIGONUOTIKHG
dudbeomg, duokoria avaxkinong AéEemv, yevdaicOnogis, Tapdéeva dvelpa, KpioT TOVIKOV,
andBelo, emBeTcOTTO, £E0PGT GLVALCONUATIKNGOWIOESTG, ETNPEAGUEVT SLOVONTIKY
KATAGTAOT], SUOKOALD 6TV oKEYN, avEnon mg\be 0LOMKNG emBupiag, TpofAnuaTa LE T
oeEovaAikn Aettovpyioa, Gvunsptkauﬁavoué\@ NG AVIKOVOTNTOG VO EMLTOYETE GEEOVAALKO
opyacpd, KaBuoTEPNUEVN EKOTEPLLATION. Q}

. Metaporég oty 6pacn, acvvnoelg KQ‘/@Q TOV LOTIOV, HeTABoAEg oty Opao,
GUUTEPTAOUPAVOUEVNC TNG OPOCTC KATETV 0010 TO OVTIKEIUEVA POAIVOVTOL GOV PEGH OO
COMVQ, AYELS POTOG, andTopes KIWOELS (TVaypoTa), EAITTOON AVTOVOKAUCTIKGY,
vrepkvnTikotTTa, (AN o€ (')pel()@(m, evaiodnoia 6to dépua, andrela yebong, aicnon
KGOV, TPOHOG KoTh TV KivRo) petopévn cuveidnon, andieia cuveidnong, Mmoduuia,
avénuévn evaictncio oto 9(’)®\5o, aicOnpa adabeciog.

. EnpoeBaipia, tpH&ipo u%o\, ndvog 610 paTL, e€acbevnuévn dpaon, dakpOppota, epefiorog
HATLOV.

. AwTopayég Kapdakohpvouov, avénon kopdiakol puiuov, younin aptnplak Tieon, VYnAn
apTNPLOKY TTiEDT, 0AEG GTOV KAPOLOKO puOUO, KOPIIOKT OVETAPKELX.

. ‘E&aym, e&ayers. QA

. Avckoiia GIT}V@/omvoﬁ, EnpotnTa ot PHOTN, PVIKN GLUEOPTON.

. Avénuévn YN GLEAOL, KaoOPa, LOVSIAGHO YOP® OO TO GTOUA.

. Eopidpwc %aanpa, piyn, mopetog.

. Enowaka%&véugvag wikéc ovondoelg (Tik), TpREo apbpwonc, poikn dvokapyia, TOVOC,
ovun }@auﬁavouévov TOV PViKoD TOVOL, TOVOC GTOV QVYEVAL.

. [ToyQETov poctov.

. AW¥SKOALD 6TV 00pNoN 1} EMMOVVT OVPNOT), AKPATELL OVP®V.

vapia, diya, aictnua cveeryéng tov Dopoka.
. €TOPOAEC OTO ATOTELEGHOTO OUATOAOYIKAOV KOl NAATIKOV e&gTdoemV (avénpévn
QO KPEATIVOPOCPOKIVAGCT] ALOTOG, QVENUEVT] AUVOTPAVOPEPACT] TNG aAavivig, auénuévn
Q OOTOPTIKT AULVOTPOVOPEPACT, LELWUEVOS aptOUdC aponteTaliomv, ovdetepomevia, avénon oty
KpeaTwvivn aipotog, peimon oto kiAo aipatog).

& . YnepevarcOnoia, Tpnopuévo TPOGMTO, Payovpa, KViIdmor, Katappor, aioppayio potne, Pyos,

POYYOANTO.
. Endovveg éuumveg pooeic.
. Poyponta TV XEPLOV Kol TOSLDV.

78



Q

Yravieg: propel vo, exnpeacovy £0¢ kot 1 6tovg 1.000 avOpdmovg

. Mn pvotoroyikn aicBnon 6Gepnong, dpacn KATd TV 0Toio To OvVTIKEILEVE @aivovTol
TOAGVTEVOUEVO, OAAOLMUEVT] AVTIANYN TOL BAOOVG, OTTTIKN POTEWVOTNTA, ATMAELL OPACNG.
. AteoTtolpéveg kOpEG, aAANOdpIoUa.

. Kpboc dpmtog, cuoepryktikd aicOnpo Aaipon, Tpnopévn yAoood. o"\r
. DAeYLOVI] OTO TAYKPENC. N
. AvckoAia oty Katdmoon. O(U

. Apyn N Hel@PEVN Kivorn ToL COLOTOG.

. AvokoAia oty opbn ypaen. A

. AvEnpévo vypd otV Kotud. ‘(UO

. Yyp6 6tovG TVEDLOVEG. V

. Yrocpot. Q

. Metafolég oto nAiektpokapdioypdenua (HKI), mov avtictoyodv pe St(xw@ég OV
Kapdokov pubpov. N

. Mvikn kéxmon). Q}

. ‘Exkpion pactod, un guetoroyikh adnon pacto, avantuén HactdygToug Gvopes.

. Awokomtdpeveg EUUNVEG POCELS.

. Ne@pikn avemdpKeLd, LELMUEVOC OYKOS 0OVP®V, KATAKPATNOT OV ‘09

. Meiwon otov aplfpud AEVKOKLTTAP®V.

. Avappootn cupmepLpopd, ALTOKTOVIKT GUUTEPLPOPAL, VTOK Qu(ég OKEYELS.

. AMEPYIKES AVTIOPACELS TOV UTOPEL VA TEPIAAUPEVOLY O {0 oTNV avomvor|, QAEYHOVY| oTa

pétio (Kepatitidon) Kot pio coPapn dEPLOTIKN owriSpac&ou yopaktnpiletol amd KOKKIVOTES,
eninedeg 6T0Y el N KUKAMKEG TAAKEG GTOV KOPUO, GUNVE e PAVKTALVEG GTO KEVTPO,

EePAOVOIGLLO. TOV OEPHATOG, EAKT) GTO GTOWM, TOV DYYya, TN LOTY], T0 YEVVITIKG OpYyovaL KoL ToL
pério. Avtd to coPapd deppatikd e&ovOnpata K19 el va exkdnAmvovTat LeTd and TupeTod Kot

YpImdon cvpmtdpota (cuvopopo Stevens-Joh , TOEIKN eMOEPUIKT| VEKPOAVLON)).
. ‘Tktepog (KiTpiviopo ToL SEPHOTOC KOt TOV u@d)v).
. opxivooviopog, Sniadn COUTTOHOTA no@pmd@ow pe v voco tov Ildpkivoov, Ommg

TpoHog, Ppadvkivnoio (Lelwpévn u<owpé®a Kivnong), ko axoapyio (Loikn sSvokopyio).

Mok emavieg: prropei va ennpedaoovy £6gkar 1 6tovg 10.000 avOpdmovg

)

. Hrnotikn avendpkeia. <O
e Hrnoaritda (eAeypovr| tov ﬁm@.

Mn yvootéic: 1 ovyvotTnTa éisz?nopsi va ekTipn0si pe Baon to owwbicipa dedopéva

. Avantoén sédpmcvgqm 10 Pregabalin Sandoz GmbH («appaxegvtikh eEaptnon»).

Y
Ao daxdyete g Bppyvypdvia 1 pokpoypovia Bepameio pe to Pregabalin Sandoz GmbH, npénet va,
yvopilete 6T €vOE 1 V0L TOPOVGIACETE OPICUEVES OVEMIBOUNTES EVEPYELES, TOV ovopdalovTot
avemBounTeg S\é@wg otépnong (BA. «Edv ctopatoete va naipvete to Pregabalin Sandoz GmbH»).

apyioeL v alel povokdareg 1 va EeProvdilel, Tpémer vo avalnTCETE AUECHOS LUTPIKT
ovuﬂon@.
@

OpiQIEveg avemBounTeg evépyeleg, OTMG 1 bITVNAla, pTopel va eival o cuyvES, YTl ol acBeveig pe
1 T0L VOTIioL poerod umopei va Aappdvovv kot dAha eappoka yio Ty Oepameia,
QLY LLOTOC YAPV, TOL TOVOV 1] TNG CTAGTIKOTNTOG, TO. OO0 £X0VV TAPOUOIEG AVETIHOUNTES
VEPYELEG LE TNV TPEYKAUTOAIVY KOl 1] GOPApITNTA OLTOV TV OVETIBOUNTOV EVEPYEIDV UTOPEL VL
ovénbel otav Aappavovton poli.

By
Av su¢ag§npﬁ§1po 0TO TPOGOTO 60G 1] 6T1 YADGGA 60G 1] EGV TO OEPIO OGS KOKKLVIGEL KOL

"Exer avapepbei n mapakdto avemBountn evépyeia and v epmelpio LETA TNV KVKAOPOpio 6TV
ayopd: I[IpdPAnUa TNV avamvor|, pryEs avamvoss.
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Ava@opd avemOounTOV vepyELOV

Edv mapatnproete kdmola avemBountn evépyela, EVIEPMOTE TOV YIOTPO 1] TOV QUPHLOKOTOLO GOC.

AvT0 1oy0eL Kot Yo ka0e mhavr avemBountn vEPYELN TOL OEV AVAPEPETAL GTO TOPAV GVALO 0ONYIDV
ypnone. Mmopeite emiong va avapépete avemBounteg evépyeleg anevbeing, Héow Tov Bvikod .
cvotnpatog avaopds: Edvikog Opyoaviouog @appdakwv, Mecoyeiov 284, GR-15562 XoAiapyog, )
ABnva, Tnk: +30 21 32040380/337, ®a&: + 30 21 06549585, Iotdtomoc: http://www.eof.qr. “\‘
Méow ™G avapopdg avemBounTov evepyelmv propeite vo, fondnoete ot GLAAOYN TEPICTOTEPOVN
TANPOPOPLDV GYETIKA UE TNV OCPAAELN TOV TUPOVTOG QPOPUAKOV. 0

3

5. Iag va pouidscete To Pregabalin Sandoz GmbH ‘(UO

To @dppoko avTd TPETEL VO, PUAAGGETOL GE PLEPT) TTOL OeV TO PAETOVY Kot dEV TO (ped\@v Ta, TS,

Na pn ypnolonoteite 0vtd T0 PAPHOKO PETA TNV MUEPOUNVIK ANENG TOV AVOPEPSTAL GTNV KUWEAN,
otov meptékt i oto kovti petd tnv EXP. H nuepopnvia Anéng eivon 1 tekevtdio npuépa tov pive mov
aVaPEPETOL EKEL. A

&
Mn evAdccete o€ Beppokpacio peyarvtepn twv 25 °C. (j?
Ddiuileg HDPE: No ypnotponoteitol péco oe 6 Pveg LETA TO np(bté‘@owua.

Mnv metdite PAPLAKO GTO VEPO TNG UMOYETEVONC 1} 0T ouan&nopp{uuam. Potmote tov
QOAPLAKOTOL GOG Y10 TO TMG VoL TETAEETE T Phppaa Tov SEY ypnoyomoteite mo. Avtd ta pérpo Oo
BonBncovv otnv Tpoctacio Tov TEPPAAAOVTOG. \&_

S

6. Hepreydpevo TG 6VOKEVOOIOS KO AOITES @a]pmpopisg

N

Tv agpréyer To Pregabalin Sandoz GmbH | ‘OCU

- H dpactikn ovoia givarn npayKaunalQl. Kd&be oxinpd koydxio epiéyet 25 mg, 50 mg,
75 mg, 100 mg, 150 mg, 200 mg, 225'mg 1 300 mg npeykapmarivig.

- Ta dAla cvoTaTiKa gival npoCSX@vonom pévo apvio apafocitov, apvro apafocitov, TAAKNG,
Cehartivn, S10&idio Tov Titaviey(E 171), o&eidio Tov c1dfpov xitpvo (E 172) (6Aeg ot
TEPIEKTIKOTNTEG EKTOC OO 1@}19), 0&gid10 Tov c1dnpov epvbpd (E 172) (6heg ot
TMEPLEKTIKOTNTESG EKTOC an%ﬁ) mg kot 150 mg), o&eidio tov cdnpov pérav (E 172) (uoévo 25 mg
kot 300 mg).

N

Epg@avion tov Pregabali @lndoz GmbH km wgpreydpeva TG 6LVoKELAGING

Me avoytd KITpvo-KaQE adloQaVES TMLLO KAl GO, KOWAKLo peyédovg 4
(14,3 mm x 5,3 mm), yepuouévo pe KOVt Aevkol Em¢ VITOAEVKOV YPMDUOTOG.
Me avoytod KiTptvo adlapoveG TOUN Kot GMLL0, Kaydklo peyédoug 3

25 mg koydxie 4

* 0

50 mg K(l& a (15,9 mm x 5,8 mm), yepuouévo pe KOV Aevkol EmC VITOAEVKOD YPMDUOTOG.
(@) Me KOKKIVO adtapovEC TAOMO Kol AEVKO 0d10paVES SO0, KOWYAKLO
75 /@me\ydma neyébovug 4 (14,3 mm x 5,3 mm), yeiopévo e KOV Aevkov Emg

N\ VITOAEVKOL YPDOUATOC.

~7 r 7 ,. , ’ 7

@ , Me KOKKIVO adtapaveS TN Kol SO, Koydkio peyéboug 3

0 mg xaydaxio . . , . ,
A (15,9 mm x 5,8 mm), yepuspévo pe kvt Aevkol Emc VITOAEVKOD YPDLOTOG.
Me AgvKo ad10pOVEG TOWO Kol GO, KAWAKL0 peyEdoug 2
(18,0 mm x 6,4 mm), yeLUGUEVO HE KOVL AEVKOD MG VITOAEVKOD YPDLOTOG.
Me avoytd TopTOKOAL AdIAPAVES TO KOl COMM, Koydkilo peyébovg 1
(19,4 mm x 6,9 mm), yeLuGpéEVO pE KOVL AEVKOD MG VITOAEVKOD YPDLOTOG.
Me avoiytd TopTOKOAL ASUPAVES TAOE KO AEVKO Ad10QPAVES GO0,
225 mg KoK Koydxro peyébovg 1 (19,4 mm x 6,9 mm), yepuopévo pe kOvi Aevkov Emg
VILOAEVKOV YPDLOTOG.

\4
Q 150 mg koyducio

N~

Q)On

200 mg konydxKia
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Me KOKKIVO ad10(paVES TAOUN KL 0VOLXTO KITPIVO-KOQE ad10paVES GO,
300 mg KoydKto Koydxro peyéfovg 0 (21,7 mm X 7,6 mm), yepuopEVO e KOVL AEVKOD EmG
VILOAEVKOV YPDLLOTOGC.

To Pregabalin Sandoz GmbH Satifetan otic akdAovbec mapovoidoels: _\r
Kvoyéhec and PVC/PVDC//Alu cuokevacuéveg oe Kourti. 0
Kvoyéheg povadwv 86ong and PVC/PVDC//Alu cvokevacuéveg oe KouTti. N
[Tepréxtng morlvarBvieviov vyning Tokvotntag (HDPE) pe fdmtd nopa and no?mnponvléwo@
GUOKEVAGIEVOC GE KOVTL. QA

O
25 mg koo @
Kowyélec mov mepiéyouv 14, 28, 56, 70, 84, 100 1 120 okAnpd Koydxio. g
Kvoyéheg povadmv 66ong mov mepiéxovv 56 X 1, 84 x 1 1§ 100 X 1 cxdinpd Konydxia. N\

50 mg koydxio: ‘\A
Kowyéleg mov mepiéyovv 14, 21, 28, 56, 84 i 100 oxinpd konydkia. @
Koyéheg povadmv 66omg mov mepiéyovv 84 X 1 okAnpd koydxia. A

(o
75 mg koo

Kowyéleg mov mepiéyovv 14, 21, 28, 56, 70, 84, 100 1§ 120 oxcinpd K(X@ga(l

Kvoyéheg povadwv d6ong mov mepéyovv 14 x 1,56 x 1, 84 x 1, IOQ 1M210x 1 (3 x70) oxAinpd
KOOkl

Duaheg morvaiBvieviov vynang Tukvotntag (HDPE) mov ns&t&w 100, 200 1 250 oKANnpa KoyakKia.

100 mg konyducio: Ay
Kvoyéheg mov mepiéyouvv 14, 21, 28, 56, 84 11 100 GKM@(adew.
Koyéheg povadov 66ong mov mepiéxovv 84 x 1 11 100% 1 oxinpd kaydkia.

150 mg koo C(}

Kowyéleg mov mepiéyovv 14, 21, 28, 56, 70, 8@0 N 120 okAnpa Koydxio.

Koyéheg povadov 666ng mov meptEyovy 5 ,84x1,100x 1 210x 1 (3 X 70) oxAnpd koydiio.
Driheg morlvarBvdeviov VYNNG RDKV(')TS&DPE) nov mepi€yovv 100, 200 1 250 oxAnpd Koydkia.

200 mg konydikios: ‘\()

Koyéheg mov mepiéyovv 21, 28, 8 00 oxAnpd xoyaxio.
Kvoyélec povadmv 66ong mov ovv 84 x 11 100 x 1 oxAnpd konydkio.

225 mg Koy dxoL: S
Kvoyéheg mov mepiéyovv lif\56 70, 84, 100 1 120 oxAnpd KoyakKia.
3

S
300 mg koyaxia: \O
Kuyéheg mov mepiggovv 14, 21, 28, 56, 70, 84 (2 x 42), 100 (2 x 50) 1 120 (2 X 60) cxdnpd koydxio.
Kowyéhlec uovd&e@c'ng mov meptéyouv 56 x 1,84 x 1 (2x42),100x 1 (2x50)1210x 1 (3% 70)
OKANPE. KOWGKLO
Drodeg nok&_ vigviov vynAng Tokvotntag (HDPE) mov mepiéyouvv 100, 200 1§ 250 oxAnpd koydiio.

Mnops\w L1V KUKAOQOPOVV OAEG 01 GLGKEVUGIES.

og Aderog Kvkhogopiag
Sg z GmbH, Biochemiestrasse 10, A-6250 Kundl, Avotpia

apacksnaomg
Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubljana
YhoBevia
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Salutas Pharma GmbH
Otto-von-Guericke Allee 1
D-39179 Barleben
Teppovia

I'a omoladmoTe TANPOPOPID GYETIKA LE TO TOPOHV POPUUKEVTIKO TPOIOV, TOPAKAAEIGTE VO

amgvBuvbeite otov Tomikd avtimpdsmmo tov Katdyov g Adelag Kvkhopopiag:

Belgié/Belgique/Belgien
Sandoz nv/sa

Medialaan 40

B-1800 Vilvoorde

Tél/Tel.: +32 2 722 97 97
regaff.belgium@sandoz.com

bbarapus
KUYT Canno3 bearapus

Byn.“Hukona Banmapos* No. 55

crp. 4, et. 4

1407 Codust

Ten.: +3592970 47 47
regaffairs.bg@sandoz.com

Ceska republika

Sandoz s.r.o.

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 Kgbenhavn S

Danmark

TIf: + 45 6395 1000
Info.danmark@sandoz.com
Deutschland &O
Hexal AG A

Industriestrasse 25 .°CQ)
D-83607 Holzkirch@\
Tel: +49 8024 90

E-mail: servige@'exal.com

®)

Eesti Q&'

Sandoz dh Eesti filiaal
Parnu 105
EE-14312 Tallinn

Telx4372 665 2400
'Q .ee@sandoz.com
&)

Q

E)Mada
Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Lietuva
Sandoz Pharmaceuticals d.d. filialas

Seimyniskiy 3A, ©
N
<

LT 09312 Vilnius
Tel: +3705 26 36 037
Info.lithuania@sandoz.com o\

Luxembourg/Luxembur@}
Sandoz nv/sa

Medialaan 40 40
B-1800 Vilvoorde

Tél/Tel.: +32? 797
regaff.belgiu andoz.com
O

Mag a@%ég
SandXTHungéria Kft.
Teb 36 1 430 2890

\

o
&
~0 Malta
LQ Medical Logistics Ltd.
N ADC Building, Trig L-Esportaturi
s\Q Mriehel, BKR 3000

O
N

Malta
Tel: +356 2277 8000
mgatt@medicallogisticsltd.com

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 Kgbenhavn S
Danmark

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

Osterreich
Sandoz GmbH
Biochemiestr. 10
A-6250 Kundl
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Esparia

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

Hrvatska

Sandoz d.o.o.

Maksimirska 120

10000 Zagreb

Tel: + 385 1 2353111

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 Kgbenhavn S
Danmork

TIF: +456395 1000 <O
Info.danmark@sandoz.(am

Italia
Sandoz S.p.A O

Largo Umberto @ccioni 1
| - 21040 Origgio/VA

Tel: + 39 @6541

N

&

S
g yiotis Hadjigeorgiou

Awvtil 31, 3042

Q "CY-000 00 M6An: Aspecoc

TnA: 00357 25372425
hapanicos@cytanet.com.cy

Tel: +43 5338 2000

Polska

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

Tel.: +48 22 209 70 00
biuro.pl@sandoz.com

Portugal
Sandoz Farmacéutica Lda. o\
Phone: +351 21 196 40 0Q A
N\
@
AN
g
Romania
Sandoz S.R.L. G
Str. Livezeni n

S|Q§'ﬁija

Slovenské republika

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

SK-811 02 Bratislava

Tel: +421 250 706 111

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

A
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United Kingdom (Northern Ireland)

Latvija

Sandoz d.d. Latvia filiale Sandoz GmbH

K.Valdemara iela 33-29 Biochemiestr. 10

Riga, LV1010 A-6250 Kundl .

Tel: + 371 67892006 Tel: +43 5338 2000 ~\9

&

To mapév pviro 0dNYLOV ypioNg avadePOnKe Yo TELEVTAIO POPA OTIG 0‘0

TOTKOD

Aemtouepeic TANPoPopieg Yio TO0 PAPLOKO aVTO givol d1a0EcIEG 6TO dIKTLAKO TOTO TOV E

Opyavicpod Gopudxkov: http://www.ema.europa.eu. *(U
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