OYAAO OAHI'TQN XPHXHX: IAHPO®OPIEX I'TA TON XPHXTH

PENRAZOL® 20 mg kayaK1o yooTpoavOeKTiKé, GKANPO
PENRAZOL® 40 mg kayax10 yooTpoavOeKTiké, GKANpO
Opempaloin

AP aote TPOGEKTIKA 0AOKANPO TO GUALO 0ONYLOV YPNCNG TTPLV UPYIGETE VU TAIPVETE GVTO TO
PapRAKo, OLOTL TEPLAAUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

DvraEte avtd To EOALO 0dN YDV Yprions. Towg ypelaotel va to dwfdcete Eava.

Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

H ovvtayn yio avtd 10 edpuako yopnynonke amokAeloTiKd Y10, 60c. Aev TPEMEL VO ODGETE TO
@apuoko 6g GArove. Mmopel va Tovg TpokaAésel PAAPT, kO Kot OTAV TO GUUTTAOUATO TNG
ac0Eveldg Toug eivar 010 pe ta S1Kd oG,

Edv mapotnpnoete kamowo avemBOunTn eveEpyELd, EVIUEPDCTE TOV YLOTPO 1| TOV PAPUOKOTOLO
c0G. AvTO 1oyveL Kot Yo KaBe avemBOunNT evépyel OV gV OVAPEPETAL GTO TAPOV PVAAO
odnywdv ypnons. Biéme mapdypoapo 4.

T mepréyer 1o mapév AL 00N YLOV:

AN S

1.

Tt ivar to PENRAZOL® kot ot givon ) yprion tov
T npémer vo yvopilete npv ndpete 1o PENRAZOL®
Il va mépete To PENRAZOL®

[MBavég avemBounteg evépyeteg

[l va purdooete to PENRAZOL®

[epreydpeva g cvokevaciog Kot AOmEC TANPoPopieg

T givan To PENRAZOL® ko oo, givon i pnon tov

To PENRAZOL® mepiéyerl t Spooctikn ovsio opempaloin. Avikel oe pio opddo Qapuikmy mov
KOAOVVTOL «OVAGTOAELG TNG avTAloG TpmToviovy. Agitovpyel Lel®VOVTG TNV TOGOTNTA TOL 0EE0G TOV
TOPAYEL TO GTOUYL GOG.

To PENRAZOL® ypnoiponoteiton yia va Ogpanedost Tic akOAoVOES KOTAGTAGELS:

e EVIAIKEC:

Taostpootcopayikn modvopopkn voéco (I'OTIN). Avt npokvmtet 6Tov dlopedyel T0 0&D and To
OTOUdYL OTOV 01G0(QAY0 (TO COANVE TOL GLVOLEL TO AUUO UE TO GTOUAYL OOG) TPOKAAMVTOG
OVOo, PAEYLOVT KOl KAOGO GTO GTOUAYL.

'EAkn ot0 avodtepo TUNUO TOV eVTEPOL (OMOEKUSOKTUAIKO €AKOG) 1 0T0 oTtopdyl (Yootpikd

£€\K0Q).

"EAxn mov poivvovtar and Paxtiplo mov kaAeitor «EAikoBaxtnpidio tov [Tudwpodr». Eqv €xete

aLTV TV TONo1, 0 YaTpog cag Bo cag yopnynoet exiong avtiPlotikd yio va Bgpomedcel Ty
HOALVOT KoL VO EMITPEYEL OTO EAKOG VO ETOVAMOEL.

"EAxn mov mpokododvtatl and apuoka tov kaAovvior MEAD (Mn Z1epoeldr] AVTIQAEYLOVMOT

®appoxa). To PENRAZOL® pmopei emiong vo ypnowomomPel yioo v mpdinym g
dnuovpyiog eEAkav edv Aaupdvete MEAD.,

YrepPorikn T0GOTNTO 0EEOG GTO GTOUAYL TTOV TPOKOAELTAL ATTO OYKO GTO TAYKPEAG (GUVOPOUO
Zollinger-Ellison).

e moudid:
Toudié nhixiog dve tov 1 érovg kaa > 10 kg

TNaotpootsopayikn Taivopopkn voso (I'OIIN). Avt mpokdmtel 6tav Stopedyel T0 0&D and To
OTOUAYL OTOV 01G0(QAY0 (TO COANVE TOL GUVOLEL TO AUUO UE TO GTOUAYL O0G) TPOKAADVTOG
TOVO, PAEYLLOVT] KOl KOOGO GTO GTOUGYL.

210, TodLd, TO CLUTTOUOTO QVTAG TNG TAONONC Uropel vo TEPIAaUPEvOUY TNV ETGTPOPT TOL
TEPIEXOUEVOVL TOV GTOUNYOV GTO GTOUN (avay®yn), EUETO Kot TN TPOSANY™ Bdpovc.



11616, kou épnfor avw Twv 4 etV

. "Elcn wov poidvovton amd 1o Paxtipio mov kaleiton «EAikoBaxtnpidio tov [Tvimpody». Edv 1o
7l 6oG EYEL QLT TNV TAON OGN, 0 YTPOS 0AG UTOPEL Vo YOpMYNOEL EMiong ovTIBlOTIKA Yo va
Oepamedoet T HOAVVGT KO VO ETLTPEYEL GTO EAKOG VO ETOVAMOEL.

2. T npéner vo. yvopilere npwv napere 10 PENRAZOL®

Mn napete To PENRAZOL®

o o€ mepinT®mon oAAepyiag otV opempalOAn 1 OTOLOONTOTE GALO OO TO. GLGTATIKA CVTOV TOL
Qoapudrov (avaeEPOVTIaL GTNV TAPAYPUPo 6)

. o€ TEPITTMON OAAEPYIOG GE PAPLOKA TOV TEPEXOVLY AAAOVG OVAGTOAELS TNG OVTALNG TPOTOVIMV
(m.. movTompaloAn, AaveompaloAn, Taurnenpaloin, ecopenpaloin)

. o€ mepinTmon mov AapPdvete eappaka Tov mepEyovy vehpvafipn (xpnoyomrotovvton yio HIV
Aotpwén).

Mnv ndpete 10 PENRAZOL® av omolodinote amd to Tapomdve 1oyvet yio £o6c. Edv dev eiote
Glyovpotl, ETKOWVMVAGTE e TOV Y10Tpd 1 TOV Gappakonotd cog tpv napete 10 PENRAZOL®.

Ipocdomomoeis ko TPoPLAGEELS
Angvbuvdeite oTov y10pd 1) TOV Pappakonold cog mpv napete 1o PENRAZOL®.

YoPapég deppaticég evépyeteg cvumepiappavopéveov covopopo Stevens-Johnson, To&ikn emdeppikn
VEKPOAVGT, QOPULOKEVTIKY avTidpacn pe Nootvopidio kot cuotnpatikd cvuntopate (DRESS) kot
oeia yevikevuévn e€avOnuatmong eAvKTava Exovv avapepbel oe oyéon ue Bepaneia pe opempaloin.
Ytopuatnote Tn ypNon ouempaloAng kot avalntiote wTpikny Pondeln apécwme €4v TapOTNPNCETE
KOO0 COUTTOMO OYETIKO pHe oVTEG TIC coPapés OEpUATIKES AVTIOPAGELS TOL TEPLYPAPOVIOL GTO
AMupo 4.

To PENRAZOL® pmopel va omokpOyel 7o GOUTTOUHATE GAAOV ac0eveidv. Q¢ ek To0Tov, 4V KGTO10
and T akorovBa cac cuvePn mpwv apyicete va AopBdavete PENRAZOL® 1 evd to Aaupdvete,
EMKOWVOVNOTE LE TOV Y1I0TPO GOG QAUECOL:

o Xavete moAd Bapog ympic Aoyo kat £xete TPOPANLOTO KOTATOGTC.

. "Eyete mévo ato otoudyt 1 dvemeyia.

. Apyilete va kbvete Epeto Tpoen 1N aipaL.

o Amofdidete pavpa kKOTpova (apatoPoppuéva, KOTpava,).

o Avtipetonilete cofapn M emipovn ddppoia, kabdc 1 opempaloin £xel cvvdebel pe pucpn
avENom Aomdovg d1appotag.

o "Eyete coPfapd nmotikd TpofAnpata.

o Edv elyate moté Ogppoatiky ovtidopoon UeTd omd Oepameic pe QAPUOKO TOPOUOLO [E TO
PENRAZOL® yio t peimon tov 0EEmV T0V GTOUAHOV.

o [Ipdkettan vo vroPAndeite o Kamowa €101k opatoroyiky e&étaon (Xpopoypavivn A).

Av hapBdavete PENRAZOL® e paxpoypovia Baon (tepiocdtepo amd 1 xpdvo) o yiatpd cog mbovov
va oag €yel Vo TokTikY emifieym. Ilpémel va avaeépete omoldNTOTE Kavovpyle Kot acvvitioto
GUUTTOLOTO KO TEPIOTATIKA OTOTE EMOKENTEGTE TOV YIUTPO GOG.

H AMym evdg avactoléa aviiiog mpotoviov 6nmg 1o PENRAZOL®, £181kd yio tepiodo Gve Tov £vog
£€10V¢, pmopel va avENoel EAaPP®G TOV KIVOUVO KATAYIOTOG 10YI0V, KOPToD Kol GTOVOVAIKNG GTHANG.
Evnuephote tov yotpd cag av £€YETeE OGTEOTOPMON M €0V TUIPVETE KOPTIKOOTEPOEWN (Tar omoia
uropei va 0v&noovy Tov Kivouvo 0GTEOTOPMGTG).

Edv supovicete deppaticd eEdvOnua, 10ioc oe onueio Tov dépprotog mov extifevtal otov MAlo,
EVIUEPMOTE TOV YLOTPO OOG TO GLVIOUOTEPO SLVOTOV, KAOMDC evOEYETOL VO TPETEL VO OKOWETE TN
Oepameio pe PENRAZOL®. Ouunbseite va avaeépete eniong onoladnmote GAAN mopeveépyelo, Ommg
OVo¢ 6TIS apfpdoELC.



Koatd t AMyn openpaloing, vadpyel eVOEXOUEVO VO TPOKVYEL PAEYLLOVT] GTO VEQPPA. LT CNUElN Ko
CUUTMOUOTO UTOPEL VO TEPILOUPBAVOVTOL LEIMUEVOC OYKOG OVP®V 1 G0, 6TO 0VPOL /Kol avTIOPACELG
vrepevatcnciog, OTmg TLPeTOHS, e&AvONUa Kot Svokapyia Tov apbpdceny. Oa TPETEL Vo AVIQPEPETE
avTa To onpeio otov Bepdmovra yioTpo.

AVT0 TO QAPUOKO UTOPEl Vo EMNPedGEL TOV TPOTO LE TOV OTTOI0 TO CAOUN GOG ATOoPPOPd TN Prrapivn
B2, Wwaitepa edv mpémet vo 10 TAPETE Y10 PEYOAO Xpovikd drdotno. Emikovoviote e 1o yiatpd oag
gdv mapatnpioete Kamowo and o akdAovBo cvurtdpaTo, To onoin Ha PTopovGAV VO VITOSNAMVOLV
YOUNAG emineda Prrapivng Bia:

e 'Evtovn kovpaon 1 EMAEYN EVEPYELONG.

e AiocOnom povddouaTog 1 TOYUTALOTOG,

o [I6vo 1| kokkiviopa ™G YAOGGOGC, EAKN GTOUATOG.

e Mvikn advvapia.

e Awrtapayéc tng Opaong.

o [IpoPAnpoata pe T pviun, cOYYLoT, KataoAny.

Hooa
Mepikd moudld pe ypoviec TOONGEIG UTOPEL VO YPEOGTOVY UaKpOoYpoOvia, Bepameio Tapdho oV dOev
gvdeikvotal. Mnv docete avtd T0 PApUOKO og Tondld Katw tov 1 étovg N < 10 kg.

Al @appake kor PENRAZOL®

Evnuepdote tov yiotpd 1 10V QUpUOKOTOLO cag 6V Taipvete, £eTe MAPEL TPOSPATO 1| LITOPEL va.
whpeTe GAAQ QAapLOKA. AKOUO Kol 0VTE TOL ayopdlete ympic cuvtayn. Avtd Tpémel va yivel yloti To
PENRAZOL® propei vo ennpedoel Tov TpOmo Tov Spovy opiouive. QAPUOKO Kol OPICHEVO QAPAKOL
umopei va &xovv enidpacn cto PENRAZOL®.

Mnv napete PENRAZOL® by maipvete @appako mov nepiéyet veapwvaBipn (ypnoonoteiton yio
Bepamneio g HIV Aoipméng).

Evnuepoote tov yatpd 1 TOV QUPUOKOTOL0 GOC €AV AOUPAVETE OTOL00NTOTE OO TO. akdAoLOa

QapuoKa:

o Ketokovaloin, ttpaxovaldin 1 Popicovaldin (yxpnoponotodvio yio T Oepaneio Tov poAdveemv
OV TPOKAAOVVTOL OO POKNTEG).

o Aryo&ivn (ypnowomoteiton yio tn Oegpaneio KapdloKdV TpofAnUaTOVY).

o Awlenaun (ypnoomnowitor yio ) Bepamneion TOL Gyyove, Yo Vo YOALPDGEL TOLG POC 1| OTNV
emANyia).

o  dawvtoivn (ypnowonoteitan oty emAnyia). Eqv Aappdvete patvotoivn, o yuotpdg cag Oa mpémet
va 6o Topakolovdel dtav apyicete 1 otopatioste ™ Ayn PENRAZOL®.

o  ddapupoKo OV YPNCUYLOTOIOVVINL VIO VO, GPOIDCOVY TO oile cog, OT®mg 1M Papeoapivn 1 GAAlot

avaotoieic g Prrapivng K. [TBavov va yperdletar va cog mapakorovdel o yatpdg cog otav

Eexvnoete N otapothoete vo, AapBavete PENRAZOL®.

Pwpapmikivn (ypnoponoteitol yio va Ogpamedoet tn pupatioon).

Atalavafipn (ypnoonoteiton yio va Oepanedoet tnv HIV Aoipwén).

Taxpolpovg (o TEPIMTMOGELG UETAUOCYKEVONG OPYAVAV).

St John’s wort (Hypericum perforatum) (ypnowonoteiton yio va Oepoangdoet nmo katdOiym).

Z1vootaloin (ypnoytomroteitat yio va Bepanedoet T SloAeimovso YOAOTNT).

ZaxovivaPipn (ypnowomnoteiton yio vo Oepanedoet tnv HIV Aoipwén).

Khomdoypéin (ypnoomoieitol yio vo Tpoctotéyel omd Opoppoug).

EpAotivipmn (ypnoyomoteito yio tn Oepaneio Tov KapKivov).

MeBotpe&dn (éva @apupoko ynuelobepomeiog mov ypnolonoleital oe VYNAEG OOGELS Yo T

Oepameion Tov kopkivov) - av maipvere vynAn doon pebotpedtng, 0 YITPOC cag Umopel va

otopathoel Tpocwpivé ) Oepancio cag ue PENRAZOL®.

Edv o ywtpdg cag cdg yopnynoet to avtiflotikd opolukiAdivn kot kioapifpopvkivn kabohg kot
PENRAZOL® ywa va Ogpomevoet ékn mov tpokododviar omd poivven pe to Edkopoktnpidio tov

3



TIvAwpov, civar TOAD GNUAVTIKO VO EVIUEPMOETE TOV YIUTPO GOG VIO OMOLOONTOTE GAAO (QAPLAKO
happavere.

To PENRAZOL® pe tpo@1 Kou 0ot
B\éne mopdypago 3.

Kinon, Onkaopiog kar yovipotnra
Edv elote éyxvog 1| OnAdlete, vopilete 6t1 pmopel va giote €ykvog N oyeddleTe Vo OMOKTNGETE O,
{nthote T GUUPBOLAN TOL YITPOV T} TOL POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

H openpaloin amekpivetar 6to pntpwkd yolo, ohdd doev etvar mbavd va emmpedlet to moudi otav
ypnowonotovvtol Bepamevtikég docelc. O yutpds cog Bo amopacicel av pmopeite va mhpete
PENRAZOL® gav Onialete.

O ynon ko yEPLoROg pNYavVNRATOV

To PENRAZOL® eivan amifovo va ennpedlel Thv kovottd cog vo odnysite 1| va ypnowuonoteite
gpyodeia M pnyovhiuota. Avembounteg evépyeleg Ommg (OAN Kol OMTIKEG OloTapayES Wmopel va
ovpupovv (PAére mapdypapo 4). Edv avtd couPei, dev o mpémel vo odnyeite 1 vo xpnoiponoleite
LNV LaTal.

To PENRAZOL® nepréyer caxyapoln.
Edv cog éxel mel o yuorpdg cog 0Tl £xete dvoavebio € OPIGUEVA GAKYOPQ, ETIKOWVWOVIOTE LE TOV
YWTPO GOG TPV TAPETE ALTO TO PAPUAKEVTIKO TPOTOV.

3. Ildg va napete To PENRAZOL®

[Tdvtote vo maipvere TO0 QAPUOKO OVTO CLOTNPH GUUPMOVO UE TIG OOMYIEC TOVL YITPOV T TOV
oappokomolod cog. Eav éxete apoifolies, potiote TOV Y10TPO 1 TOV QOPLOKOTOLO GOG.

O ywtpog cog Bo cag el TOoH KoyWaKLo Vo TAPETE Kot Yio TOc0 Kopd va To maipvete. Avto Oa
e€apOei amd TNV KATAGTACT GOC Kot TNV NAKIN 00G.
H ocvvietdpevn d6on divetor mapakdtm:

Xpnon o€ evijhikeg

"o ) Bgpaneia tov cupntopdtov g I'OIIN dnmg 0 KaVG0g TOL GTONGOV KoL 1| avaywyT] 0&éog:

e Edv o yuutpdg oag €xet Bpet 0TL 0 cAVOS TG TPOPNG (0160pAY0S) £xel VITooTel EAaPPEG PAGPEC,
N ovvieTOpeVN 06on givar 20 mg pio, opd v nuépa yia 4-8 efdopnadec. O yraTpdg cog umopei
VoL GO¢ TTEL VoL TapeTe pio d6om tov 40 mg yio 8 emimAéov efOOUAdES EGV O OLGOPAYOC GOC OEV EXEL
aKOp0 ETOVAMOEL.

e H cuvvictdpevn 066m HOALS 0 01609ayoc emovAmbel eivar 10 mg pia @opd v nuépa.

o Edv o otco@dyog cag dev €xel vmoatel PAAPN, 1 cuving 66om givar 10 mg pio popd TNV Nuépa.

Mo ™ Oepomeio TOV EAKAOV TOL GVATEPOV TUNHATOG TOV EVTEPOV (ODIEKOOUKTVUAIKO EAKOG):

e H cvvictdpevn d6on givar 20 mg pia popd v nuépa yio. 2 gfdopdadec. O yiatpdg co¢ HUmopel va
o0G TEL vaL TAPETE TNV 1010 500 Y1, 2 emmAéov gBOopAdeS av To EAK0g GaG Oev £xel EMOLAMOEL.

o Av 10 é\k0g 0ev emoVAmBEl TAPwC, M| 06N uropel va awénbdei ota 40 mg pio opd Ty nuépa yia
4 gfdopadec.

IMa ) Begpaneio Tov £MKOVG 6TO GTOPAYL (YAGTPIKO EAKOC)

e H cvvictdpevn 06on givar 20 mg pia popd v nuépa yio. 4 gfdopdadec. O yiatpdg cog HUmopel va
oog TEL va ThpeTe TV 1010 8001 Yo, 4 emmAéov gfdopddeg av To Elkog dev £xel emovAmbet.

e Av 10 €\k0g dev emovAmbel TApwc, 1 060N uropel va avénbei ota 40 mg pia eopd v nuépa yia
8 eBdopddec.



I'o v npoctacio amé ETOVERPAVIOTN dMOEKUIUKTUMKAV KUl YUGTPIKOV EAKOV:
¢ H ovviotdpevn d6om eivar 10 mg 1 20 mg pia opd v nuépa. O y1oTpog Gog UTopel va avENoet
T 600m ota 40 mg pia opd TV NUEPAL.

Tt Bepaneio dwOEKAIUKTUAKOV KOl YOOTPIKOV EAKAV TOL TPOKAAOUVTOL 0rd6 MEXAD® (Mn
21epeoeldn AvTiQieypovaron @appoxa):
¢ H ovvictopevn d6on givan 20 mg pio popd v nuépa yia 4-8 eBoopddes.

IN'a v oY dMIEKAIUKTUAMKAV KUl YUGTPIKAV EAKAOV av Ttaipvere MXAD:
e H cvvictopevn 060 givar 20 mg pio popd v nuépal.

INo ™ Bepaneio eAk®OV oV TPOKAAOVYVTOL 06 poivvon amd To Elkofaktnpioro Tov Muiwpov

KO Y10 VO OTOTPATEL 1] EMOVELPAVION:

e H cuvictdpevn d6on etvan 20 mg PENRAZOL® d0o popéc v nuépo. yio. pio efdopdda.

e O ywrpdg oag Bo cog mel emiong va mapete 000 avTiPloTikd petal&ld tng apo&VKIAATYNG, NG
KhapBpopvkivng kot g LetpovidaloAng.

INao ™ Bepameia g Tapovsiog peyding ToocodTTAg 0££0G GTO GTOUAYL TTOL TPOKUAEITOL OO OYKO GTO

naykpeag (cvvopopo Zollinger-Ellison):

e H cvvictodpevn 06on givar 60 mg kadnuepva.

e O ytpog cag Bo TPOGOUPIOCEL TN 6O0T| AVALOYQ LE TIG AVAYKEG Gag Kot emtiong Oa amopacicel yia
w660 Kopod Ba ypelaotel va TAPETE TO PAPLOKO.

Xpnon o€ Tooa ko @1 povg

I'a ™ Bepancio Tov copntopdtov e 'OIIN 6mwg 0 Kav6og TOV GTORAY 0V Kl 1) avaywyn 0Efog:

o [ludd dvo tov 1 €tovg Ko pe Papog coparog peyoaivtepo amd 10 kg pmopodv va mapouvv
PENRAZOL®. H 86on yio ta moadid Pocileton oto Phpog tov maudiod ko o yiatpdg 0o
ATOPAGICEL TN COGTN dOON.

INo ™ Bepaneio EAKAOV TOV TPOKALOOYVTAL 0TO POAVVSELS 0mté To Elkofaktnpioro tov Iviwpoo

KO Y100 VO OTOTPOTEL 1] EXAVELPEVION:

o Tludid dve tov 4 etdv uropodv va mépovv PENRAZOL®. H §6om yia ta moudié Pociletor 6to
Bépog Tov mad100 Kot 0 YiaTpog Bo amoPacicel T 6ot dO0N.

e O ywtpdg oag Ba yopnynoet eniong 600 avTPLoTIKA Y10 TO Todi GOG TOV KAAOVVTOL OUOEVKIAALVT
Kol KhoplOpopvkivn.

ANy avTov TOL PUPUAKOV

e XuviotdTol Vo ToipveTE TO KAydKio TO TP®i.

e Mrnopeite va napete ta kayakio poll pe eayntd 1 1e AOEI0 GTOUYL.

o Karomieite To KayaKio OAOKANPO UE GO TOTHPL VEPO. Mn pacdte 1 omdte to Koydkio. Avtd
yiveTon emedn To KOWAKLO TEPLEYOVY EVIEPOOLOAVTA KOKKIO TO, OOl EUITOSILOVV TO PAPUOKO VO
dwomaotel oo to 0&Ea Tov GToUdYOoV. Elval onuavtiko va punv Ketaotpagoly To, KOKKid.

T vo. KGVETE 0€ TTEPITTMOGN 7OV €68iC N TO TOWOL 6Ug £xeTe MPOPANUA 6TO VO KOTOMIELTE TA
KOy aKwo
e Edv eogig M 10 moudi cag £xete mpOPANLUA GTO VO KATOTIEITE TO, KO AKLOL:
- Avoi&te 1to kaydKl KOl Katomieite 1o mepleyOUEevo Queca pe pIod mOTNpL vePd M
00ELA0TE TO MEPLEYOUEVO GE £va TOTNPL VEPO (OYL aEePlOvY0), O KATMOlo OEWO YLUod
@POLTOV (TT.). LAAOV, TOPTOKAALOD 1] AVOVA) 1) GE KOUTOGTO, LAOV.
- ITavta avadedete 10 piypa axpipmg mpv to meite (to piyuo de Oo givar danyég). T
ouVEElD TElTE TO piypo apéowg N péoa og 30 Aemtd.
- INao va giote oiyovpor 6T1 Nmiate 6A0 TO0 PAPUOKO, EETAVVETE TO TOTNPL TOAD KOAN LE
Hioo motpt vepd kot mieite 10. To otEPEd KOUUATIO TEPLEXOVY TO QAPUOKO — PNV TO
LLOCTGETE 1| TOL GTOCETE.



Eav mapere peyarvtepn 66on PENRAZOL® amd tnv Kovoviki
Edv mépete nepiocdtepo PENRAZOL® amd owtd mov 6ag cuvEGTNGE 0 Y10TpOg GAC, EMKOWVMVACTE
LLE TOV Y10TPO 1] TOV POPLOKOTOLO GOG GLEGA.

Eav Egydoete va mapetre To PENRAZOL®

Edv Eeybdoete va mapete pia d0om, napte TNV noAig to Bounbeite. Qotdc0, av TAnctdlel n ®pa Yo v
enouevn 600m ocag, Topaieiyte T yauévn d6on. Mnv mapete dumhn dO61 Yo Vo AVOTANPDOGETE TN
doon mov Egydoarte.

Eav otapotfoste vo noipvere 1o PENRAZOL®
Mnv otapatioete vo moipvete 1o PENRAZOL® ywpic va piAfcete mpdTo pe Tov yrpd 1 tov
(QOPLOKOTOLO GOC.

Edv éxete meplocOTEPEG EPMTNCELS GYETIKA LE T YPNOT OLTOV TOL POPUAKOV, PMOTHGTE TOV YOTPO 1)
TOV QOPLLOKOTOL0 GOG.

4. IhBavéc avemOounTes evépyereg

Onwg 6o 0. PAPLOKO, £TCL KOl VTO TO QAPUOKO UTOPEL VO TPOKUAEGEL AVETIOOUNTES EVEPYEIEG AV
Kol QVTEG deV TapoLGilovTal 6e OAOVG TOVG AVOPAOTOVG.

Eav mapoatnpfioete omowadnmote omd T 0KOAovOeg omdvies 0lrhd oofoapéc avemOBOUNTES

evépysieg, otapotiote TV AMjyn PENRAZOL® ko gmikowvovijete pe évav yuotpé apéocng:

o EapVvikdg cuptylog, TPHEL0 TV YEMMY, TNG YADCOAG KOl TOV AGLLOD 1 TOV GMUOTOS, EEAVONUQ,
AmoBupia ) Suokoiia otV KaTdnoon (coPfapr| aArepyikn avtidopacn). (omivie)

o Kokkiviopo oto déppa pe ALKTAVEG 1) EEPAoVIIGHA. Mmopel emiong vo LITAPYOVY PAVKTOIVEG KO
apoppayio ota yeida, To PATIo, TO GTOMO, TN HOTN KOl TO YEVVNTIKG Opyava. Avtd pmopel va
glvan «oOvdpopo Stevens-Johnson» 1] «to&ikn emdeppikn vekpoOAvoT. (TOAD Grdvia)

o Extetapévo €£avOnuo, vynAn Oepuokpacic cOUOTOG KOl OLEVPVUEVOL AEUPAdEVEG (GUVOPOLO
DRESS 1 chvdpopo @appoKevTikng vrepevaicnciag). (omdavio)

o  Kokkvo, poMdmtd ekteTopévo eEGvOnua pe eE0yKMUOTO KAT® amd TO SEPILO. KOl POVCKAAES TOV
ovvodgbovratl amd Tupetd. Ta cupntdpata cuvnbmg epeavilovtat katd tnv Evapén g Bepomeiog
(o&ela yevikevpévn e€avOnpotoong eAvktava). (omdvia)

o Kitpvo dépua, okodpa o0pa Kol KOTMGN TO O7MOi0. UTOPEL VO VOl CUUTTAOUOTO TTOTIKOV
mpofAnudtev. (cTdvia)

Aleg avemOOuNTEC EVEPYELEG TTEPIAAUPAVOVV:

Yoyvég avemBounteg evépyeres (umopei va exnpedlovv péypr 1 ota 10 dropa)

o Keopaiadyia.

o Emdpdoeigc oto otoudyt M oto £€viepo: O1Gppold, GTOUUYIKO GAY0G, OVOKOIAOTNTA, dépLla
(petewpiopog).

o AioOnua adwbeoiag (vovtia) 1 Epetog.

o  Kalonbeig moAdmodec 6TOV GTOLOYO.

Oy ovyvég avemBopnTeg evépyeles (nmopei va exnpeaiovv péypr 1 ota 100 dropa)
ITpn&o ota TOdN Kot TOVG AGTPOYIAOVG.

AwTopayég Tov VITVoL (abTvia).

Z4An, aicOnuo ayovpag ooV HOPURYKIOO O, DITVIAL.

AioOnpoa mepiotpopng (1Aryyoq).

Al\aryég oTIg aPaTOAOYIKEG EETAGELG TOL EAEYYOLV TG AEITOVPYEL TO MTTap.
Agppotucd eEdvinpa, dpopeo eEavinuo (kowéln) Kat poyodpa.

I'eviko aicOnua adrobeciog kol EAAENYNC EVEPYELOG.



Yravieg avemOounteg evépyereg (umopei va emnpealovv péxpr 1 ota 1.000 dropa)

o  AoTOAOYIKG TPOPANUOTE OTTOC UEWWUEVOS aplOUOC AEVKOKLTTAP®V Kol OHOTETAAI®V. AVTO
umopel va TpokoAEceL oduvaio, LEAAVIOGHO 1] VO KAVEL 10 TOOVEG TIC LOADVGELS.

Xopnia erinedo vatpiov oto aipo. Avtd propel vo tpokaiésel advvapio, ELETO Kol KPOUTES.
AloOnpo topayng, ovyyvong 1N katddiymg.

Alhayég otn yebon.

IIpopinpata dpacng 6mmg Bapmn dpaon.

Eaevikn aicOnon cvprypod 1 Elkenyng avacog (BpoyydcmascLog).

Enpoactopio.

DLeypovn 0TO E6MTEPLKO TOV GTOUATOC.

Mia poivvon mov koeitor «kavtvtioon» 1 onoio propel vo ennpedost To EVTepo Kot TpokaieiTal
amo poKnTa.

AndAelo LoAMOV (0hoTEKIN).

Agppotikd e£avOnua katd v éxbeon otov nAtlo.

[T6vor otic apBpmoeig (apBparyia) 1 TOVOG 6TOVE HUG (LVaAyia).

YoBapd veppikd mpofAnuata (didueomn veepitidn).

AvEnuévn epidpmon.

oAb omavieg avemOBopnteg evépyereg (umopei va exnpedlovv péypr 1 ota 10.000 dropa)

e Mertaforés otov aplBpd KLTTAPOV OTO aipe GUUTEPIAAUPBOVOUEVIC TG OKOKKIOKVTTOPOLUIOG
(EAdewyn AeVKOV OLLOGOUPIOV).

Embeticoto.

Opaon, aicOnon N axon TpayUdT@v Tov dev LILAPYOLVY (WYELSUICONGELS).

Yofapd Nratikd TPOPAALOTH TOL 03T YOUV GE NAATIKN AVETAPKELD, KO PAEYUOVT GTOV EYKEQPOUAO
IToAdpop@eo epvbnua.

Mvikn advvaypia.

MeyéBuvon tov othfovg GTovg AvTpeg.

Mn yvootéc (1 ovyvotnTe 0gv pmopel va ekTiun0si pe Baon ta owedéopa dedopéva)

o  ®diAeypovn oto €viepo (mov 0dnyel o Sdppoia).

e Av dappavete PENRAZOL® mepiocdtepo omd Tpelg pives, eivon mbavd vo mécovv ta enineda
payvneiov oto aipa cag. To yaunAd eminedo payvnciov umopovv va epeavicfovy og kdémwon,
aKoOo1EG HVTKEG GUOTACELS, OMOTPOCAVATOMOHOG, OmAcUol, (OAn 1 advénon Tov KapdlaKovy
pvOuov. Edv €xete omotodnmote amd oVTA TO CUUTTOUOTO, TOPUKOAEIGHE Vo evUEPDOETE TOV
ywTpd coc apuécms. To yaunAd eninedo payvnoiov pmopel EmionNg vo 0dNyNocovVY GE Uid HEimo
TOV eMEOMV TOV KoAiov 1 Tov aoPeotiov oto aipa. O yoTpdg Go¢ UTOPEl Vo, OmoQocicel va
KAVETE TOKTIKEG £EETACELS QUATOG Yo VO TopakoAovOel Ta emineda Tov paryvnoiov.

o E&avOnua, mbBoavov cuvodevdpevo amd tévo otig aplpdoels.

To PENRAZOL® umopei o& moM) OmAVIEC TEPUTTMOOEIS VO EMNPEGCGEL TO AEVKG OLHOCQOipLal
001 YMOVTOG OE OVOCOOVETAPKELN. AV £YETE KAmOlo LOAVVOT| LE CUUTTOUOTO OTMG TVPETO e GOPapd
eEacBevnuévn yevikn Katdotaon 1| TUPETO e GUUTTOUATA TOTIKNG LOAVVOTG OTWS TOVO GTO GREPKO,
TO AQIUO N TO OTOUO 1] OVOKOAIEG BTNV OVPN G, TPETEL VO, CLUPOVAEVTEITE TOV YIOTPO GOG OGO TO
ouvtopo Yivetor ®cTe 1 EAAEWYT AEVKOV AUOCEUIPI®V (OKOKKIOKLTTOPUIUIN) VO, UTOPESEL VA
amoxiewotel pe pio oapororoykn e&étaon. Eivor onpoavtikd oe avtiy v mepintoon va ddoete
TANPOPOPIEC Y10 TO PAPUAKO GG,

Avo@opd avemOopunTov gvepyatOv

Edv mopatnproete Kamowo avemBountn evépyeEln, EVNUEPDGTE TOV YIOTPO N TOV QUPLOKOTOLO GOG.
Av10 1oy0et kat yo kKabe mhoavn avemiBount evépyeLo TOL OEV AVAPEPETAL GTO TAPOV PVAAO 0OTYIDV
xpnons. Mmopeite emiong va avoeépete avemBounteg evépyeleg amevbeiog péow Ttov €Bvikov
GUOTNLOTOG OVOPOPAC:



EA\Gda

Ebvikog Opyoviopoc @apudkov, Mecoysiov 284, GR-15562 Xoiapydc, ABnva, Tni: + 30 21
32040337, lototomoc: http://www.eof.gr, http://www kitrinikarta.gr

Kompog

Doppakevtikég Ynnpeoies, Yrovpyeio Yyeiog, CY-1475 Asvkwoia, Tni: + 357 22608607, ©a&: +
357 22608669, Iototomog: www.moh.gov.cy/phs

Méow ™G avapopag ovemBounTOV evepyeldV Umopeite vo fondnoete otn GLALOYN TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPIVTOS POPLAKOV.

5. Ildg va gvidosere o PENRAZOL®
To @dppaxo ovtd TPémel va PLAACCETAL GE PLEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Na pn xpnoOTOLEITE TO PAPUAKO OLTO UETE TNV NUEPOUNVIN ANENG TTOL AVAPEPETAL GTO KOUTL LETA
amo ) AéEn EXP. H nuepounvia Aqéng etvan n tedevtaio nuépo Tov UivVa TOL OVAPEPETOL.

dvidocoete og Beppokpacio pkpodtepn Tov 25°C.

Mnv metdte @dppoKo oto vepO NG OMOYETELONG M TO OWKlokd omoppippata. Pwtiote tov
QOPUOKOTOL0 GOC MG VO TETAEETE TA PAPUOKO TOV dgV ypnoltonoleite ma. Avtd to pétpa Oa
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC,.

6. Ilepreydpeva TG GVGKEVLAGINS KOl AOUTEG TANPOPOPIES

T ngpréyer to PENRAZOL®
- H dpaoctiky ovsio eivor  openpaldin. Ta PENRAZOL® kaydkia yaotpoavOektikd, okAnpd
nepigyovv 20 mg 1 40 mg openpaloAng

- Ta GAha cvotaTikd givat:

Kowyéxio 20mg: Yopo&unporvlopebvroxkvttativ, NATpo ¢oc@opikd HovoEvo ddpiko,
Natpro Aaovpvrobeukd, YopolumpomvAokvTTOpiviy YOUNANG VTOKOTAGTACNG, ZOKYopOlng
ocpapidia (710 micron), Zakyopolng ceapidte (850 micron), Titaviov do&eidio, Mayviclo
avBpakiko, elappd, Talkng kekabapuévog, Eudragit-L-100-55, PEG 6000, IToAvcopPid 80,
Noatpiov voposeidio (cpaipidia)

Kéheog kayakiov 20mg: Kitpvo kworivng (E104), Kvavo (E131), EpvBpocivn (E127),
Turaviov do&eido (E171), Zehativn.

Kowyédxio 40mg: Yopo&unporvlopebvroxvttativy, NATplo ¢mc@opikd HovoEvo ddpiko,
Natpro Aacovpvrobeukd, YdpoLumpomvAokvttapivi) YOUNANG VITOKOTAGTACNG, ZOKYopOlng
oeapidia (710 micron), Zakyopolng ceapidte (850 micron), Tiraviov dto&eidto, Mayviclo
avOpakiko, elappd, Tdrkng kekabapuévog, Eudragit-L-100-55, PEG 6000, ITolvcopPikd 80,
Noatpiov vopoleido (cpaipidia)

Kéheog kayakiov 40mg: Kvavo blue (E131), Kitpwvo kwvokivig (E104), Trtaviov dio&gidio
(E171), Znpov o&eidio kitpvo (E172), Zehativn.

Epgavien tov PENRAZOL® kot TEPLE(OREVA TIG GUOKEVAGING

Kaydxio 20mg: NuotpoavOektikd okAnpd koyakio (eAativig e TPAGIVO OVOIKTO OOL0PUVEG GO0
K0l TPAGIVO GKOVPO OdL0POVEG KOTAKL.

Kawydkio 40mg: N'notpoaviektikd oxAnpd koydkio (ehativing pe AEVKO OVOIKTO aoloPAVES CMLOL KoL
TPAGIVO GKOVPO adL0PAVEG KOTAKL.

Meyébn cvokevaociog:

EAMGda

20mg

Kovrti pe 1 okovpdypwpo yodivo proiidro twv 14, 28 1 100 koyokiov.
Kovrti pe 1 mhactikd graido tov 14 koyakiov.


http://www.eof.gr/
http://www.kitrinikarta.gr/
file://///filesrv/registration/RA%20personnel/KELLY/PENRAZOL%20texts/gr.cap/www.moh.gov.cy/phs%20%20

Kovti pe 2 blister tov 7 kawyaxiov (14 kaydkia) i) 4 blister tov 7 kayaxiov (28 kaydkia).

40mg
Kovrti pe 1 mhaoctikd grodido tov 14 1 28 koyokiov.
Kovrti pe 2 blister tov 7 kayaxkiov (14 koydikio) 1} 4 blister tov 7 koyokiov (28 koydkio).

Kompog
20mg
Kovrti pe 1 okovpdypopo yodivo raiidwo tov 14 1 28 kayakiov.

Mmropei va, unv KoKAOQPOpPOUV OAEG Ol GLOKEVAGIEC.
Karoyog Adciag Kvkhogopiog ko Ilapackevaostiig
ELPEN AE ®APMAKEYTIKH BIOMHXANIA,
Aewpdpoc Mapabmdvoc 95, 19009 IMiképu Attikng, EALGSa
TnA.: 210 6039326-9

T ta koayoxio 20mg:

Tomkdg Aviumpdcsmonog yio v Konpo

COSTAKIS TSISIOS & CO. LTD, TnA.: +357 25343150

To wapdv UAAO 00N YLOV Yp1ioNS avade®p1OnKe Y10 TEAEVTAIO POPE TOV Agképfpro 2023.



