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

PENRAZOL® 40 mg, kA pd KoydaKio
Opempaloin

Awfdote TPocEKTIKA 0LOKANPO TO PVAAO 00NYIAOV (PGS TPOTOV UPYICETE VA YPICLULOTOLEITE

oVTO TO QAPNUKO.

- DvraEre avtd To EOALO 0dNYLIDV Yprone. Towg ypelaotel va to dtufdoete Eava.

- Edv &yete mepartépm amopiec, pmTNOTE TO YATPO 1] TO POPUAKOTOLO GOG.

- H ovvtayn yuo owtd 1o eappoako yopnyndnke yio coc. Agv mTpémel va SMOETE TO PAPUAKO GE
dAdovg. Mmopel va Tovg Tpokaréael PAAPT, akdpe Kot OTAV T GUUTTOUATE TOVG Eivar 101 [
Ta 01K GO,

- Edv xdmolo avemBountn evépyela yivetar cofopn, 1 oV TOPATNPNGETE KATOW avemfdount
EVEPYELDL TTOL OEV OVAPEPETAL GTO TAPOV PUAAO 0OMYLDV, TOPAKOAEICOE VO EVNUEPDOETE TO
yYwTpd M 10 papuakorold ocag (BAéme mopdypapo 4).

To wapdv ULAO 00N YLOV TEPEYEL:

Tt givar o PENRAZOL® kot oid ivon n xprion tov

T npénet vo yvwpilete npotod napete 1o PENRAZOL®
Il va mapete to PENRAZOL®

[MBavég avemBOunteg evépyeteg

[T va puidooete to PENRAZOL®

Aowméc TAnpopopieg

Uk wdE

1. T givax PENRAZOL® ko o givor i xprjon tov

To PENRAZOL® mepiéyer t Spootikny ovsio opempaloAn. Avikel oe pio opddo @apuikmy mov
KOAOOVTOL «OVOGTOAEIG TNG AVTALNG TPOTOVIOVY. AELITOVPYEL HELOVOVTOS TNV TOGOTNTO TOV 0£E0G TOL
TOPAYEL TO GTOUMYL COG.

To PENRAZOL® ypnoiponoteiton yia vo Oepanedoet Tic akOA0VES KOTAGTAGELS:

e eVIMIKECG:

o I'aotpoorsopaykn madvdpopikn voco (I'OIIN). Avtr mpokvmtel dTov dapevyet To 0ED and o
GTOUGYL OTOV 01G0(QAY0 (TO COANVA TOV GUVOEEL TO AQIUO UE TO GTOUAYL GOC) TPOKUADVTOG
7OVOo, PAEYLOVT KOl KODGO GTO GTOUAYL.

o ‘EAxn ot0 avotepo TUNUO TOV eVTEPOL (OWOEKUSOKTUAIKO €AKOG) 1 0TO0 oTtopdyl (Yootpikd
€\k0¢).
o "EAxn mov poivvovtor and Paxtiplo mov kaAeitoar «EAkoBaktnpido tov [Tuiwpodr». Edv éxete

LTV TNV OO, 0 YaTpog cag Ba cag yopnynoet eniong aviPloTikd yo va Bepanedoet Tnv
UOALVOT KoL VO ETLTPEYEL GTO EAKOG VOl ETOVAMOEL.

. "EAxn mov wpokodobvtat and apuoke tov kaAovvior MEAD (Mr Z1epoeldr] AVTIQAEYLOVMOT
®appoxa). To PENRAZOL® pmopeil emiong vo ypnowomomOel yioo v mpdinym g
dnpovpyiog EAkaV edv AapPdvete MEAO.

. YrepPorikn T0cOTNTO 0EEOC GTO GTOUAYKL TTOL TPOKOUAELTAL ATTO OYKO GTO TAYKPEAS (GUVOPOUO
Zollinger-Ellison).

Xe moudd:

Toudie nhixiog avew tov 1 étovg kar > 10 Kg

. TNaotpootsopayikn maivopopkn voso (I'OIIN). Avth pokidmtel dtav doeevyel 10 0&D amd To
oTOUGYL OTOV 01G0(QAY0 (TO GOANVA TOV GUVOEEL TO AUUO UE TO GTOUGYL OOC) TPOKAADMVTOG
OVOo, PAEYLOVT KOl KOOGO GTO GTOUAYL.
210 Todld, TO CLUTTOMOTO VTG TNG TABNoNG UTopel Vo TEPIAAUPAVOUY TNV ETGTPOPY| TOV
TEPLEYOUEVOD TOV GTOUAYOL GTO GTOUO (avaymYT)), ELETO KOl Ty TPOSANYN PApovc.

Taudia xar épnfor avw twv 4 etmv
. "Elcn mov poAvvovtat and 1o Paktiplo mov koieiton ‘EAtkofaktnpidio tov [Tvdwpod’. Edv 1o
modt oag Exel oL TNV TAOBNGON, 0 YIUTPAC GO UTOPEL Vo yopnyNoel exiong avTiBloTikd Yo vo
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Oepamevoet T LOALVON Kol Vo ETTPEYEL GTO EAKOG VO ETOVAMOEL.

2. T npéner vo. yvopilete mpotod napere to PENRAZOL®
Mn ypnopomoicete to PENRAZOL®

. oe mepintoon oldepyiog oty opempaloin N o€ OMOOONTMOTE GAAO GLOTOTIKO CVLTOV TOL
Qapudrov (avaeépoviol otny mapdypapo 6).

. o€ TEPITTMON OAAEPYIOG GE PAPLOKA TOV TEPIEXOVLY AAAOVG OVAGTOAELS TNG OVTALNG TPOTOVIMV
(m.x. movtompaloAn, Aavoompaloin, Taunenpaloin, ecopenpaloin)

o 0€ TEPITTMOT OV AAUPAVETE PAPLOKA TOL TEPIEXOLY VEAPIVAPipT (ypnoiporotovvrol Yo HIV
LoipmEn )

Edv dev elote olyovpot, emikovovioTe Le TO Y1TPO 1| TO QOPUOKOTOLO GAG TPV YPT|GLLOTOU|GETE TO
PENRAZOL®.

MpoocéEte Wroitepo pe to PENRAZOL®

To PENRAZOL® pmopei va amokpOyel Ta copumtdpote AoV acleveidv. Q¢ ek To0Tov, 4V KOmolo
amd to akorovBa cac cuvéPn mpv apyicete va AopPavete PENRAZOL® 1 evd to Aaupdvete,
EMKOWVOVNOTE LLE TO Y1TPO GOG GLESAL

o Xavete moAd Bapog ympic Adyo kot &xete TPOPANLOTO KOTATOGC.

"Eyete mévo oto otopdyt 1 dvomeyia.

Apyilete va kdvete epetd TpOEN N QipLaL.

AmofdAdete pavpa KOmpava (opatofappéva KOTpoava).

Avtipetonilete coPfapn M emipovn dudppoia, kabdc 1 opempaloin €xel cvvdebel pe pucpn
avENOTM Aoddovg S1appotag.

o "Eyete coPapd nratikd mpofAnpata.

Av happavete PENRAZOL® e pakpoypdvio Bdon (ntepiocdtepo omd 1 xpdvo) o yiarpog cag mbovov
va oag €yel Vo TokTikY emifieym. Ilpémel va avaeépete omoldNTOTE Kavovpyla Kot acvvitioto
GUUNTOUOTO KOl TEPLOTATIKA OTOTE EMOKENTEGTE TO YIATPO GOGC.

Alho @appoxe kot PENRAZOL®

Evnuepmote 10 yotpd M 10V Qappokomold cog e0v moipvete, Exete mpdo@ata Tapel 1| Umopel va
napete GAa @appake. Avtd mpénet vo. yiver yiari to PENRAZOL® unopei va emnpedost tov tpdmo
7OV FPOVV OPIGHEVE PAPUOKA KL OPIGUEVO PAppaKe propel vo £xovv enidpoaon oto PENRAZOL®.

Agv mpénet va cog do0ei to PENRAZOL® v AopBavete gdppaka mov mepiéyovv verpvapipn
(xpnoonototvtor yia tn Oepaneio g HIV Loipméng).

Evnuepdote to youtpd M 10 QOPHOKOTOO c0G €0v AauPavete omolodnmote omd To oKOAovOa
QaproKa:

. Ketokovaloin, ttpakovalodn M Popuwovaldln (xpnopomorobvton yio. ) Oepomeio TmV
HOAVVGE®MY TTOL TPOKAAOVVTAL OItO LOKNTEC).

o Avyo&ivn (ypnoponoteital yuo ) Oepameio kapdiokdv tpofAnudtav).

. Awlleraun (ypnowomoteiton yio Tn Bepomeion Tov Gyyove, Yo Vo YaAOPDCEL TOVG HVEG 1] GTNV
emunyia).

o dowvvtoivn (ypnowonoteital oty eminyic). Edv Aappdvete @awvvtoivn, o yutpodg cag Ha
npémel va cog mopakorovdel dtav apyicete 1 otopathoete T Ayn PENRAZOL®.

. DappoKo Tov ¥PNCUOTOIOVVTAL Y10, VO OPUIDdCOVY TO Oipe, 6og, 0T®mg N Bapeapivy | dAlot

avaotoieic g Prrapiving K. MMbavov va yperdletorl vo oag mapakorovdei o ylatpdg cog otov
Eexvnoete N otapotioete vo AopPavete PENRAZOL®.

Pwpapmikivn (ypnoponoteiton yio va Oepamedoet tn pupatioon).

AtalavaPipn (ypnowonoteitat yio va Ogpomedoet v HIV Aoipwén).

TaxpdApovg (o€ TEPIMTMOCELG UETAUOCYKEVCNG OPYOVAOV).

St John’s wort (Hypericum perforatum) (ypnowonoteitat yia va Ogpomedoet o katdbinym).
Z1vootaloAn (ypnoyonroteitat yio va Bepanevoet T SloAEiToVGO YOAOTNTA).

ZaxovivaPipn (ypnowomoteiton yia va Oepamevcel v HIV Aoipwén).

KAomdoypéin (ypnoomoleitol yio va TpooTtotéyel omd Opopufoug).
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. Eplotwvipmn (ypnoomoteitan yia tn Oepomeio tov Kapkivov).

. MebBotpe&dn (éva dppoko ynueobepaneiog mov ypnoilomoteitar oe VYNAES SOGELS Yo 0
Bepamneia Tov Kopkivov) - edv maipvere VYNAEG 06celg puebBotpeldtng, o yTpds cag pumopel va
otopatioel Tpocwmpvd T Oepaneia cag ue PENRAZOL®.

Edv o ywtpog cag cdg yopnynoet 1o avtiPlotikd opolukiAdivn kot kAoapiBpopvkivn kabog kot
PENRAZOL® y1a va Ogpamevoet £Akn mov mpokaiovvial omd porvven pe 1o EkoBaxtmpidio tov
ITvAwpov, eivar mOAD GNUAVTIKO VO EVNUEPDOCETE TO YIOTPO GG Y10, OTOLOONTOTE GAAO QPApLAKO
Aappdverte.

Afyn tov PENRAZOL® pe t1po@éc Ko motd
Mmropeite vo mapete T Konydkio Lol pe Tpoen N Ue GO0 GTOUAYL.

Kinon, Onhaopos ko yovipdtnta

Konon

Edv gicbe €yxvog 1 Onidlete, vopilete 6t1 umopel va gicbe €ykvoc 1 6yed1GLETE VO, ATOKTAGETE T,
{ntote TN GVUPOLAN TOL YLTPOV T} TOL PAPLAKOTOLOD GG TPOTOV TAPETE AVTO TO PAPLOKO.

Onloouodg
O ywtpdg cag Oo omogacicst ov pmopeite vo napete PENRAZOL® ghv Onhdlete.

Tovipotnta
Agv vTodetkviovTal EMOPACELS GTI YOVILOTNTAL.

00nyNoN Ko LEPIGROS PNYAVDY

To PENRAZOL® givar anibavo va ennpedlel v tkavotnto odnynong 1 xpriong Kamolmv epyoieiov i
unyoavev. AvemBounteg evépyeleg o0mmg (AN Kot onTIKEG dtuTopayég wmopel va cuppoov (PAéme
mapdypoeo 4). Edv avtd cuufei, dev mpémel va odnyeite 1 va xepileote unyavéc.

3. &g va napere To PENRAZOL®
[Tavtote va maipvetre 1o PENRAZOL® avotnpd copgmva pe Tic 0dnyieg tov yiotpod cac. Eav &xete
apPPoAiec, pMTAGTE TO YATPO 1 TO PUPLOKOTOLO GOG.

O ywtpog cog o cog el TOoH KWKo Vo TAPETE Kat Yio TOo0 Kopd va to moipvete. Avtd Oa
e€apt el amd v KaTdoTaoT GOG Kot TNV NAKia oag.
O1 ouvniBeig d6celg dtvovtan Tapakdto.

Eviilkec:
"o ) Bgpoameia tov cupntopdtov g I'OIIN énmg 0 Kavo0g TOV GTOPG OV Kot 1| avay®y) 0&éog:
. Edv o yutpdc cag éxel Ppet 011 0 cowlvog g TpoPng (01009dyoc) £xel vmooTel e aPPES

PAdPec, n ocvvnOng 66om eivor 20 mg pio @opd v nuépa Yo 4-8 efdoudoes. O youtpog cog
umopei va cog mEL va, whpete pio 06om twv 40 mg yia 8 emimiéov EPOOUASES EAV O 01GOPAYOG
oo Ogv €xel akOpo emovAmOEt.

o H ovvnng 660m polic o oicopdyog emovimbet eivar 10 mg pia eopd v nuépa.

o Edv o owcopdyoc cag dev €xel vrootel PAAPT, N cuviong 6on givor 10 mg pia popd v nuépa.

IMa ) Bepaneio TV EMKOV TOV AVATEPOL TUNUATOS TOV EVIEPOV (SMOEKASAKTUAIKO EAKOC):

o H ovvnfng 66on eivor 20 mg pioe popd v nuépa v 2 gfdoudadec. O yiatpdg cog Umopel va
o0G TTEL VoL TAPETE TNV 1010 dOoM Y1 2 emMTAEOV EBOOUADEG AV TO EAKOG GOG OEV £xEL ETOLAWOEL.

o Av 10 €AK0g dev emovhmBel TANpwc, | 660 umopel va avénbel ota 40 Mg pio popd v nuépa
v 4 efdopddec.

T ™ Bepameia Tov £AKovg 610 TOpRdYL (YOoTPIKS EAKOC)

o H ovving 66on eivor 20 mg pio popd v nuépa v 4 gfdouddes. O yatpdc cog Umopei va
o0G TEL va TAPETE TNV 10100 000 Y10, 4 emmAéov gfdopadeC av To Elkog dev £xel emovAmOE.

. Av 10 €AK0¢ dev emovAmbel TANpwS, 1 doom umopel va awénbel ota 40 Mg pia opd v nuépa



v 8 efdoudidec.

I v pootacio amd ETAVERPAVIOTN OMOEKAOUKTVAKAV KL YUCTPIKOV EAKAOV:
. H ouving 66om givar 10 mg 1 20 mg pia eopd v nuépa. O y1otpog cag pmopel va avéNoet
d0oon ota 40 mg pio popd TNV NuUEPQ.

T ™ Bepomeio dWOEKAIUKTUAKOV KOl YOOTPIKOV EAKAV OV APOKUAOVVTOL ard MEAD (Mn
Ytepeogldon Aviigieypovoon @appoka):
. H ovuvnfng 660om ivar 20 mg pia @opd v nuépa yia 4-8 eBdopddes.

IN'a v oY dMIEKASUKTVAMKAV KUl YUCTPIKAV EAKAOV av maipvere MXAD:
o H ovvnng 660m givor 20 mg pia @opd tnv nuépa.

INo ™ Bepaneio EAk®OV TOV TPOKAAOVYVTOL 0Td poivven amd To Elkopaktnpidio tov Mvimpov

KOl Y10l VO OTOTPOTEL 1] ETAVEUPAVION:

o H ovviong d6om eivar 20 mg PENRAZOL® §vo gopéc thv nuépa yia pia eBdoudda.

o O ywpog cog Bo cog mel emiong vo wdpete dvo avtiProtikd peta&d g apo&uKIAAivig, Tng
KhapBpopvkivng kot tng HeTpPovidalOANG.

I'a ™ Bepaneia g mapovsiog peyding mocdtnTag 0££0g GTO GTOUAYL TOL TPOKUAEITOL OO GYKO GTO

naykpeag (cOvépopo Zollinger-Ellison):

o H ovvnOng 6o givar 60 mg kabnueptva.

o O ywotpdg cag Bo Tpocapudcel T S00T AvAAOYO UE TIC AVAYKES Gag Kol Emiong Oa amopacicet
Yo TOG0 Koupd Ol ¥pEOOTEL VO TTAPETE TO PAPUAKO.

Hondd:

INo ™ Bepomeio Tov coprtopdtov e I'OIN 6mng 0 KED60g TOV GTORAYOV Kal 1) avayyn 0fog:

o IModd ave tov 1 €tovg Kot pe Papog oduatog ueyardtepo amnd 10 Kg pmopodv va mapovv
PENRAZOL®. H 86on yia ta moadié Paciletor 610 Papog tov maudiov kot o yarpodc o
ATOPAGICEL TN COGTN dOON.

INo ™ Oepaneio EAAV TOV TPOKALOVVTOL 0T0 POAVVOELS 0té To Elkofaktnpioro tov Mviwpov
KOL Y10 VO, OTOTPOTEL 1] ETAVEUPAVION:

o [To1d1d ve Twv 4 e1dv uropodv va tipovy PENRAZOL®. H 860 yio ta maudid Baciletar oto
Bépog Tov mad100 Kot 0 YiaTpog Bo amoPacicel T 6ot dO0N.
o O 7ywtpdc coc OBa yopnynoetl emiong Vo ovTifloTikd Yoo TO 7Adl GOG TOL KOAOVUVTOL

apo&VKIAATYY Kot KAaptOpopvkivn.

ANy avTov TOL PUPUAKOV

. ZUVIGTATOL VO TOPVETE TO KAWEKLO TO TP®I.
. Mropeite vo mapete To Koydxio poali pe ooynto N ue Goelo oTopdyl.
. Koartameite o koydkio oAdKANpa Le e ToThpt vepd. Mn pocdte 1 6mdte To KoydKio. Avtd

YIVETOL EMELDN TO KAWYAKLO TEPIEXOVY EVIEPOSIHAVTA KOKKI0 T ool umodilovy To APLOKO
va dtoomactel 0o o, 0&En Tov oToudyov. Elval onuavtiko va unv KatacTpagoly To, KOKKia.

Tv vo KaveTe 6 TEPIMTOON 7OV €6€IC 1| TO AL 60C £YeTE MPOPANNA GTO VO KOTOMEITE TA
KOy aKLo
. Edv eoeig 1 10 moudi oag Exete TpOPANUA 6TO Vo KATOTIEITE TOL KOO
- Avoifte T0 KodKlo KOl KOTOTEITE TO TEPlEYOUEVO GUEGO UE GO TOTNpL vepd M
00ELA0TE TO MEPLEYOUEVO GE £va TOTNPL VEPO (OYL aEePLOVY0), 0 KATMOlo OEWO YLUod
@POLTOV (T.). LAAOL, TOPTOKAALOD 1] OVOVA) 1] GE KOUTOGTO A0V,
- ITavta avadedete 10 piypa axpifpmng mpv 1o meite (to piypo de o glvar davyég). T
GULVEYELD TTElTE TO piypo apéowms N péoa og 30 Aemtd.
- T va eiote olyovpor 6tL Nmate 6A0 10 PApLHaK0, EEMADVETE TO TOTHPL TOAD KAAN LE
Hio6 motpt vepd Kot mieite 10. To oTEPEd KOUUATIO TEPLEXOVY TO QAPUOKO — PNV TO
LLOCTGETE 1| TOL GOGCETE.



Eav mapere peyardtepn 66on PENRAZOL® amd tnv Kovoviki
Av répete nepiocdtepo PENRAZOL® amd antd mov 6ag GUVESTNGE 0 Y10TpOC GOG, EMKOIVOVIOTE LE
TO Y10TPO 1| TO PUPHLOKOTOLO GOG AUETO.

Eav Egydogte va mapetre to PENRAZOL®

Av Eeydoete vo mapete pio doom, mhpte TV Lol To Boundeite. Qotodc0, av TANGLAlEl N dpaA Yo TV
enouevn 06om cog, TapaAnYTe TN YOuévn 06cn. Mnv mapete SimAr] 0OGN Yo VO OVATTANPADGETE TN
doon mov Eeydoarte.

4. IMBavég avemBOUNTES EVEPYELES
Onwg 6Ma to papuoka, £tol kar 1o PENRAZOL® pmopei va npokodécet avembbunteg evépyeieg av
Kol VTG OeV TAPOLGIALoVTaL G OAOVG TOVG BVOPOTOVG.

Edv mapatnpiicete omowadonmotre amd TS okdlovOes omdvies orhd cofapéc avemBOunTeg
evépysieg, otapatiote TV AMjyn PENRAZOL® ko smikowvovijete pe évay ylotpd apéong:

o EapViKOg oLplyHOg, TPNEWWO TOV YEMDV, TNG YADOOHG KOL TOV ACIUOV 1 TOV GOMUOTOC,
e€avonua, Amobupia | dSuokorio oV Katdmwoon (cofapr] aAlepyikn avtiopacn).
o Koxkkiviopa oto déppa pe pAvktoves 1 Eeprovdiopa. Mmopel emiong vo VITapYoLY PAVKTOIVEG

Kol apoppayio ot xeldla, ta pdtie, To oTOua, TN HOTN Kol To YEVVITIKA Opyova. AvTtd pmopet
va givan ‘cdvdpopo Stevens-Johnson’ 1 “to&wn emdeppuikn| vekpoivon’.

. Kitpwvo 6éppa, okodpa ovpo Kol KOTMOT To 0Toio, WTopel va €ival GUUTTOUATO NTATIKOV
TPOPANUATOV.

Aleg avemBOunTeG eVEpYELEG TEPIAAUPAVOLV:

Yoyvéc avem@ounteg evépyeireg (umopel va exnpedosovy £m¢ 1 ota 10 dropa)
o Kepararyia.

o Emdpdoelg oto otopdyl 1 610 £€viepo: ddppola, OTOUAYIKO GAYOS, SVOKOIMOTNTO, aépLla
(petemplopog).
o AioOnpo adabeciog (vavtio) 1 épetog.

Oy ovyvég avemBOuNTES evépyereg (umopei va exnpedcsovy £mg 1 ota 100 dropa)
IIpn&yo ota TS Kat Tovg AGTPayEAOVG.

AwTapayég Tov VIvovL (abmvia).

Z6éAn, aicOnuo ayovpag ooV LupURYKIOO O, DITVIAL.

AtoOnpo mepiotpopng (1Atyyoq).

AM\aryég oTIG aaTOAOYIKEG €EETAGELG TOV EAEYYOLV TG AEITOLPYEL TO NTTap.
Agppotucd eEdvinpa, dpopeo eEavinuo (kowéln) Kat poyodpa.

I'eviko aicOnpa adrobeciog kot EAAENYNC EVEPYELOC.

Yrdwvieg avemBOunteg evépysieg (nmopei va exnpedoovy émg 1 ota 1.000 dropa)

. Ayotoloyikd TpofANUoTe OT®G HEIOUEVOS apPOUOG AEVKOKVTTAPMY KOl OUOTETUAIDV. AVTd
UTopEl v TPOKOAECEL 0dUVALLiD, LEAAVIOGHO 1] VO KAVEL 10 TOOVEG TIC LOADVGELS.

. AMEPYIKEC aVTIOPAOELS, LEPIKES POPEC TOAD GoPapéc, cuumeptrappavouévov tpnéipatog ota

yethn, TN YAOOGO Kot TO Aotpd, Tupetd, GLPLYUO.

Xopund erinedo vatpiov oto aipo. AVTd PTopel vo TPOKIAESEL AdLVOLIN, EUETO KOl KPAUTES.

AloOnpo topayng, ovyyvong N katddiymg.

Al\ayég otn yebon.

IIpofinpata dpacng 6mwg Oapmn dpaon.

Eoapvikn aicOnon cvprypo 1 EAkenyng avacog (Bpoyydcmaciog).

Enpoctopia.

DLeypovn 0TO ECMTEPIKO TOV GTOLOTOC,

Mio pdivvon mov KoAegiton ‘koviwvtioon’ 1 omolo pmopel vo eAnpedosl TO EVIEPO Kot

TPOKUAEITOL OO POKNTAL.

. Hnotwd mpofAnpata, copmeptiapfovopévon iktepov mov Umopel vo TPOoKaAECOVYV KiTpivo

5



dépua, oKoVpa OVPA Kol KOTMOT).

Anoiein poAMov (ahorekio)

Agppotikd eEdvOnpa Katd v ékbeon otov Ao

[Tovor otig apBpdoels (apBpadyic) 1| TOVOG 6TOVG PG (HVokyior)
YoPapd veppikd TpoPAnuata (diépeon veppitidn)

AvEnuévn gpidpmon

oAb omavieg avemBopnteg evépyereg (umopei va ennpedosovy £mg 1 ota 10.000 dropa)

. MetaPoréc otov aplBud KVTTAPOV GTO Oipo, CUUTEPIAOUPOVOUEVIC TG OKOKKIOKVTTOPOLUIOG
(Adetym Agvk@dV a1LOCQOIPI®Y)

. EmBeticotnra

. Opaon, aicOnon 1 axor| paypdtwv mov dev vdpyovy (YevdoicHNoeLs)

. YoPapd nmotwcd mpoPAnpata Tov 0dNYOUV GE MMOTIKY OVETAPKEW KOl (PAEYHOVI] GTOV
EYKEPAAO

o Eoevikn évapén cofapov eEavOnuatog 1 pAvktaivoon 1 EeeAovdioua Tov SEpUaToc. Avtd

umopel va. cuvdéeTon pe LYNMAO TVPETO Kol WOVO oTIC apbpdoelg (ToAdpoppo epvbnuo,
ovvdpopo Stevens-Johnson, to&ikn emdepikn vekporvon)

o Mvikn advvopio

o MeyéBuvon tov otifovg 6ToVG AVTPES

Ayvootsg ovemOounteg evépyeteg (N ovyvotta dev pmopet va ektiunBet and ta dtabéoipo dedopéva)

o dLeypovn oto €viepo (mov odnyel o€ didppola).

o e mepintoon wov AauPdavete opuempaloin yio mEPIOcOTEPO amd TPES UVES, Elval Thavo Ta
enmimeda poyvnoiov oto aipa 6og va técovy. Ta yaunid eninedo poyvnciov umopodv va yivoov
AVTIANTTO G KOTMGN, OKOVGIEG UVIKEG GUOTAGCELS, OMOMPOCAVATOAIGUOS, omacpol, CoAn 7
avEnpévo Kopdlaxd pubud. Edv éxete omolodnmote amd ovTé T0 CLUTTAOUATO, EVIUEPDOTE TO
ywpd cag apéoms. Ta yoaunAd emimedo payvnciov pmopovv €micnNg vo 00NYNGOLY GE Ui,
peimon tov emmédov Tov kaAiov M| Tov acPectiov oto aipo. O YaTpdg cOG umopel vo
ATOPUCIcEL VO KOVETE TOKTIKEG OVOAVCELS aipoTog Yo vo mopoakoiovbel ta eminedo tov

payvnoiov.

To PENRAZOL® pmopel oe mOAD OmAVIEC MEPIMTMOOELS VO, EANPEGCEL TO ALK Opoc@oipio
001 YMOVTOG GOE OVOCOOVETAPKELD. AV £YETE KATO0 LOAVVOT LE GUUTTMUATO OGS TVPETO LE GOPapd
e€acBevnuévn yevikn KatdoTtaon 1| TUPETO UE GUUTTOUOTA TOTIKNG LOAVVOTG OTMC TOVO GTO GPREPKO,
70 Aopd 1 10 oTOUA 1| SVOKOAIEG OTNV 0VPNGT, TPEMEL VO GLUPOVAEVTEITE TO YLOTPO GG OCO TLO
ouvtopo yivetor ®ote 1 EAAEWYT AEVKMOV OUOCEOIPI®V (OKOKKIOKLTTOPUIUIN) VO, UTOPESEL vV
amokhelotel e pio. oapotoroykn e&€taon. Eivor onpoavtikd oe avty v mepintoon va dMGeTE
TANPOPOPIES Y10 TO PAPUAKO GOG.

Edv mopatnprioete kamowo avemBountn evépyslo, EVNUEPMOTE TO YATPO GUG, N TO QOPLOKOTOLO 1)
TOV/TNV VOGOKOWO 6aG. Avto 1oyVel Kot Yo kdOe mhovn avemBOount evépyela mov Ogv avapEPETAL
GTO POV PUALO 00N YOV ¥priong. Mropeite eniong va avaeépete avemBounteg evépyeieg amevbeiog
otov EBvikdo Opyavicpd Qapudkev (Mecoyeiov 284, 15562 Xolopyodg, www.eof.gr. Méow 1rg
avaQopdc averlBuuntov evepyeldv pmopeite va fondncete otn GLALOYN TEPIOTOTEPOV TANPOPOPIDY
GYETIKA LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

5. Idg va pvrdocete To PENRAZOL®

Na 10 puAdooete o pépn mov dev To PAETOLY Kt deV TO EOAVOLY T TAUSLAL.

No pn ypnoponoteite To PENRAZOL® petd v nuepopnvia ARENG Tov avopEéPETol 6To KOLTi UETd
amo tn AéEn EXP. H nuepounvia AMéng etvon n teAevtaio nuéPO TOL UAVO TOL OVAPEPETOL.
dvidocoetan og Oepuokpocio tepipdiiovrog <25°C o Enpd ydpo.

Ta edppoko dev TPEMEL VO ATOPPITTOVTOL GTO VEPO TG OMOYETELONG N 0TA oKovmidwe. Pwrteiote To
QOPUOKOTOL0 GOG TG Vo TETAEeTe TO, ApUOKA Tov dev ypedlovtol ma. Avtd ta pétpo Oa
Bonbncovv oty Tpoctacio Tov TepPdAiovtog.



6. Aoutéc mAnpogopisg

T negpréyer o PENRAZOL®

H 8paotikr ovsia ivar n opernpafoin. Ta PENRAZOL® koydkia mepiéyovv 40 mg opempoalOing.

Ta dAho ovototikd sivar: Hydroxypropylmethyl cellulose, disodium hydrogen phosphate dihydrate,
sodium lauryl sulphate, low substituted hydroxyl propyl cellulose, sugar spheres (710 micron), sugar
spheres (850 micron), titanium dioxide, light magnesium carbonate, talc, eudragit-1 100 55, peg 6000,
polysorbate 80, sodium hydroxide pellets.

Ké\gog kawyaxiov: Patent blue (E131), quinoline yellow (E104), titanium dioxide (E171), yellow
iron oxide (E172), gelatin.

Ep@avien tov PENRAZOL® kot mepieyopevo TG 6UGKEVUGIag
TNaotpoavOektikd okAnpd koydakia CEAOTiVIG e AEVKO OVOIKTO AOLOPAVES COUN KOl TPAGIVO GKOVPO
AOOPAVESG KOTOKL.

Mgeyé0n cvokevaociog:
Kovti pe 2 blister tov 7 kayaxiov (14 kaydkia) 7 4 blister tov 7 xoyaxiov (28 kayakia).
Mmropei va pnv KuKAOQOpOUV OLEG 0L GUGKEVAGIES.

Karoyog adeiog kokrhopopiog kot Tapaywyodg
ELPEN AE ®PAPMAKEYTIKH BIOMHXANIA,
Aegwpdpoc Mapabmvoc 95, 19009 TTuctpp Attikig

To mapév pvAlo 0dNYLOV YpfioNg eYKpiONKe Yo TeEAEVTAIX Qopd oTig 10.2.2016



