OYAAO OAHI'TQN I'TA TON XPHXTH

PENTATEC®
(Captopril + Hydrochlorothiazide)

1. MPOZAIOPIZEMOX TOY ®PAPMAKEYTIKOY ITIPOIONTOX

1.1 Ovoposia
PENTATEC® dwokia (50+25) mg/tab.

1.2 Xdvleon

Apactiki] oveio: Captopril + Hydrochlorothiazide (Komtonpiin + Ydpoyrwpobeialion).

"Exdoya: Cellulose microcrystalline, starch maize pregelatinized, lactose anhydrous, stearic acid,
magnesium stearate, orange yellow s sunset yellow FCF 15985 E110.

1.3 ®oppoxoTeyviKi popen
Awokia.

1.4 TIeplekTIKOTTO GE OPUGTIKI] OVGIO
Kabe diokio mepiéyer 50mg Captopril kou 25mg Hydrochlorothiazide.

1.5 Ieprypagi] - Xvokevaoia
To dwokio Pentatec® ovokevalovron ot blister. Kovti tov 20 diokimv (Blister 2 x 10).

1.6 ®oppokodepamevTIKI] KOTYOpia
2uvovacpdc avactoréa MEA.

1.7 Ynaeo0vvog Kukhogopiag/ 1.8 TlopackevasTic
ELPEN AE ®PAPMAKEYTIKH BIOMHXANIA
Aew@dpoc Mapabmvoc 95, 19009 ITiképt ATTikng

2. TI ITIPEIIEI NA I'NQPIZETE I'TA TO ®PAPMAKO I1OY XAX XOPHI'HXE O TTATPOX XAX

2.1 T'evikég mAnpo@opieg

To Pentatec® eivar cuvdvacpdc evdg ovaotodéa MEA, g kamtompidng, He £vo avTHmepTactkd
dtovpnTikd, ™ VIpoyAwpobealiong. O GLVOLOCUOE CVTOV TOV TAPAYOVIOV £l U0 0OPOLGTIKN
OVTIVTEPTACIKY] OpdoT, EAOTTOVOVTOC TNV aPTNPLOKN Tieon Koatd €vo peyoAdtepo Pabud omd 6tL o
UELOVOUEVH GLUGTATIKAL.

H xoantonpiin eivon évoc avactoléoc tov Metatpentikov Eviopov tng Ayysotacsivng (MEA), dniadn
avootéarel 1o MEA, 1o évluuo mov coppetéyel otn petotponn g ayysotacivng I oe ayysiotacivn 11,
€va AyYELOGVOTAATIKO TOPAYyovVTo 0 0moiog emiong deyeipel TNV €KKplom NG AAd0GTEPOVNG OO TO PAOLO
TOV ETVEPPLOimV.

H vopoyropoberalion eivan éva Be1al1dtkd dtovpntikd To omoio dpa avacTEAAOVTAG TNV EMOVATOPPOPNON
TOV VOTPiov 6TO PAOLDIES TUNUA TOV VEPPIKADV cmANVapimv. AvEdvel v €kkpion vaTpiov kot yAmpiov
oTO OVPO Kot 6 UIKPOTEPT EKTAGT, TNV EKKPLOT] TOL KOAIOL Kot TOL payvnoiov, avédvovtag TGt TV
TOPOYOYT TOV 0VPOV LE OMOTELEGLOL TNV OVTIDTEPTAGIKT OPAOT).

H tovtdypovn yopriynon kamrtompiing kot vdpoyrwpobealidng oe KAWVIKEC peléteg 0ONyNoE G©E
LEYOADTEPES UELDMOELS TNG OPTNPOKNG TIEONG, OmO OTL €dv yopnyodvVIav Kot To VO GLGTUTIKE
UELOVOUEVAL.

2.2 Evoésigeig
Oepoaneio ™ WoTadoHg VIEPTAOTS.



H docoloyia avtod Tov 6Tafepol GLUVOLAGHOD EVOEIKVLTAL Yio AGOEVEIC TV OMOl®V 1 aPTNPLOKY Tieon
dev EAEYYETOL IKOVOTTOMTIKG LE plovoBepameia e Kamtompiin 1 povobepaneio pe vopoyAmpoberalion.

2.3 Avtevositeag
To Pentatec® dev mpémet v AApPAVETOL OTIC TEPTTAOGELS TOV TEPLYPAPOVTOL TapakdTe. Eviuepdote
GYETIKA TOV Y10TPO GOG.

Iotopkd vepevaicincioc oty Kamtonmpiln, e KAmolo and To £kdoya 1| 6€ KATO10 GALO avacTOAEN
MEA.

Iotopkd vrepevaictnaciog otnv VOPoYA®pPobelalion 1 GALL GOVAPOVALULOKA TAPAYDYOL.

Iotopikd ayysl001dnpaToc, cuvdvacUEVOD LE Tponyovuevn Bepaneio pe avactoléo MEA.
KAnpovopikd/1d10mabic ayyelovevpotikd oionua.

YoBapn| Ekmtwon e VEPPIKNg Aettovpyiag (kabapon kpeativivng < 30ml/min).

ZoPapn EKTT®OT TG NTATIKNG AErTovpyiag.

Agbtepo kat Tpito Tpipnvo kumong (PAéne map. 2.4.2.).

Todovyia (PAEre map. 2.4.2.).

2.4 Idwitepec mPOEIOOTOMGELS KOL TPOPVAAEELS KATA TN Yp1oN
2.4.1 T'evikd: Ilpwv whpete TO PAPLOKO EVNLEPDOTE TOV YIATPO GOG OYETIKG e 0molodnmote TPOPAN L
vyeiag mov mlavov Exete. ['a to pdppoko avtod Ba tpénel vo yvopilete Ta akdlovda.

2yeTind pe THY KOmTOTPIAN 1j/Kal Tovg avactoleic MEA

Yravio TopovctdlETOL VTOTOCT) O PN EMTAEYUEVOVG VTTEPTAGIKOVS acbeveic. [Ipénet va emiotnOei 1)
TPOcOoYN OA®V TV 00OEVAOV OTL 1 VIEPUETPT EQIOPOON Kol 1] APLIAT®GCT UTOPOVV VO, 00N YNICOVY GE
VIEPUETPT TTAOOCT TNG OPTNPOKNG TEONS 0O EAATTOOT TOV GYKOV TOV OipoToc. AAAo aitia Tng
EMITTOONG TOL OYKOL TOV QUHOTOG, OTTG O EUETOG 1 1 S1APPOLa, UTOPOLV EMICTG VO 0OTYICOVV GE
TTOON NG apTNnploKkng Tieons. Edv avantuybel vtotaon o acbevig mpémel va tomodetnOel og vt
0¢om. Mmopel vo armortnfel amokatdoTaon Tov OYKoL pe eVOOPAEBLO XOPTYNOT PUGIOAOYIKOV 0poV.
Emkowwveiote apéong pe tov yuotpo cog.
Y10vg aobeveic pe VEPPAYYEWOKT VLIEPTACT VTAPYEL OLENUEVOS KivOLVOG VOTAONG KOl VEPPIKNG
avemdpkelog. o avtd otovg acbeveic avtove, 1 Oepameio mpémel va Eekivd vd OTEVH 10TPIKY
emifreyn pe xounAég 600ELG, TPOGEKTIKY TITAOTOINGT KOl TOPAKOAOVON G TG VEPPIKNG AEITOLPYING.
Ov acBeveic mov AapPdavovv avactoreic MEA, ot omoiot avomtucoovv iktepo 1 gpeovilovv
a&loonpeinteg awéNoelg TV NIOTIKOV eVOOUOV, TPETEL VO SIOKOTTOVY TNV Oy®YN WE OVOGTOAEIS
MEA ot va Aappdvouy tnv avtictolyn 1Tpikn LEPLUVA.
Avénoeic Tov kaAiov opov €xovv mapatnpnBel e opiopévoug acbeveic Tov Aapufdvouv avacToAelg
MEA, ocvumepiiapfovopuévng Kot tng Komtompiing. Xtovg acbeveic mov Ppiokovial ce kivovuvo
avamtuéng vrepkoitopiog TepAapUPAvovTol avTol PE VEPPIKT OVETAPKELD, GOKYOPp®ON dafnTn, 1
avtoi oL AapPavovy GVVodd ay®myN e S10VPNTIKE TOL KOTUKPOUTOOY KOALO, CUUTANPOUATA KOAIOV
1 VTOKOTAGTATA GANTOG TOV TTEPLEYOLY KOAO, 1 avtol ol acbeveic mov Aapupdvovy dGAla @apuaio
OV GLUVOEOVTOL ME OVENGES TOL KOAOL opov (T.y. Mmapivn). Av TOLTOYXPOVN YOPNYNON TOV
TPoavVaPEPOEVTOV TopayoVI®mV Bempeitanl KATAAANAT, GUVICTATOL 1] TOKTIKN TopaKolovinon tov
TILOV TOL KOAIOV 0pOv.
Ot avactorieig MEA Ba mpémel va yopnyovvtal e Tpocoyn o€ acheveic Le oTEVOOT TG AOPTIKNG
Kot ptpogtdovg PoABidac/amo@paKkTikn vaepTpoPikn Kapdtopvonddela/ kapdioyevn Kataminéio.
Me 1 yopnynomn avoctoréwv MEA éyel avapepBei fryoc.
Ayyel00idnpo T@V GKPOV, TOV TPOCSAOTOL, TOV YEWMEMV, T®V PAEVVOYOVOV, TNG YAMGGOS, TNgG
YA@TTIdOG 1 TOL Adpuyya pmopel vo eppavicdel oe acBeveig mov Aaupdavovv avactoreic MEA,
wwitepa katd TN SdpKeln TOV TPOTOV gfdopadov and v évapén e ayoyns. Opwmg, o€ omdvieg
TEPIMTOGELS, GOPopd ayyelooidnuo umopei vo avamtuyBel petd amd pokpoypovia yopnynomn &vog
avactoréo MEA. Xvviotdtor otovg acheveic va avapépovy apécmG GTOV 10TPO TOVG OTOLNONTOTE
ONUELD 1] GUUTTAOUATO TTOV VITOSNADVOLV OryYEL00IdN O KoL va dtakdyouv TN Bepaneia.
Ovdetepomevia/axokKiokvtrapoipio, Opoufoxvttapomevia Kot avalpio xovv avapepbei oe acbeveig
ov AapPavovv avactoieic MEA, cvuneptlapfavouévng kot tng xomtonpiing. H kamtompiin Oa
mpéneL vo. yopnysiton pe eEoupetiki| mpoocoyn o€ acbeveic pe oyyelwokr vOGo TOL KOAAMYOVOD,
aofeveig mTov AAUPAVOVY OVOGOKOTOGTUATIKY Qy®YT], Oy®YN UE GAAOTOVPIVOAT 1| TPOKATVOUIdN, 1
2



KGATO10 GLVOVUCUO TOV TOPAYOVI®MV OVTOV, WO10iTEPA EML TPOLTAPYOVCAS VEPPIKNG SVCAEITOVPYING.
Opiopévor amd toug acsbeveig avtovg avéntuEay cofapég AotudEelc.

[Ipwteivovpia pmopel va cvpPei, dwitepo oe acbevelg pe vrdpyovca EKTTMON NG VEQPIKNG
Aertovpyioc 1| pe oyetikd vyniég 66oelg avaotoréwv MEA. Neppwoikd cOvopouo cuvéRn mepimov
0TO £V0 TEUMTO TOV TPAOTEIVOVPIKAOV 0oBevdy. AcBeveic e mponyodevn VEQPIKN VOGO TTPETEL VoL
VIOPBAAAOVTIOL OE HETPNON TOV TPOTEIVOV 6T 00Pa. (OTA TPAOTU TPMIVE 0VPA) TPV TNV EVOPEN TNG
OY®YNG KO OTN GLVEYELN TEPLOOIKA.

2VVIOTATAL GTOVG ACHEVEIC VO avapEPOLY AUECMG KABE £vOelEn AoipmEng (TT.y. Kuvayyn, mupetd) Tov
umopel vo amotedel GOUTTOUO OVOETEPOTEVING 1] TPOOSEVLTIKOV OLONLATOG OV UTopel va oyeTileTon
HE AEVK®LLOTOVPIO KO VEQPOGIKO GUVOPOLLO.

Xravia &yovv avagepbel avoapuiaktoedei avtidpdoelg o acbeveic mov Aapfavovy ovaoTOAElG
MEA ka1 vrofdailoviol 6e aymyr anevosntonoinong e 10 LUEVOTTEP®VY. LToVG 0obeveig mpémel
va ovotBel va cupfovAigdovat Tov ylatpo.

"Exovv avaeepBel avapuiaktoedeig avtidpdoelg oe acbeveic mov vmofdilovion og apokdbapon e
VYNAIG pong uepPpdveg SlGAvoNg 1N MOV  LEICTOVTOL OQEOIPECT) NG YOUNANG TUKVOTNTOC
MmompmTeEivg pe  amoppoenon pe Beukn oeEtpdvr. Xtovg acbevelc ovtodg,  mpémer vo
YPNOUOTOIEITAL £VOC OAPOPETIKOC TUTOC HEUPPavng atpokdBapone 1 vo yopnyeitor SopopeTiKng
KOTNYopio QUPLAK®V.

Edv o acBevic mpdxeitan va vmoPAnbdeil oe yepovpywkn enéppaocn Bo mpémel va EVNUEPDOEL TOV
Bepdmovra yraTpd Tov 6Tt AapPévet Pentatec®.

Ta enineda yAvkolng mpémel va mopakolovBodvtol otevd oe dafntikovg acbeveig mov &yxovv
OVTILETOTIOTEL TPONYOLUEVMC HE Eva amd TOL GTOUNTOS OVTIOWPNTIKO QAPHOKO 1 LE VGOLAIVY,
KLpImG KaTd TOV TPpMOTO pva NG BEPamevTIKNG aywyng pe évay avactoréo MEA.

Zyetind ue Ty vopoylwpoberalion

Ye aobeveic pe veppikn voco, ot Bewalideg umopel vo emtayvvoovv v alwbopio. Xe acbeveic pe
EKTTTOON NG VEPPIKNG Agttovpyiog, pmopel va avamtuyfodv abfpoloTikég SpAcELS TOL PUPUAKOVL
(BAéme map. 2.3.).

Ov Oelalidec Bo mpémer va yopnyodvionl He mwpocoyn o€ acbeveic pe EKmTmoTn TNng MRIATIKNAG
Aertovpyiog N e&glocopevn nrotikn voco (PAéne mop. 2.3.).

AovBavov cokyapddng dwafrtng pmopel va yivel €ékdniog kotd TN dwdpkeln ¢ Oepameiog pe
Oe0lidec.

AvENoEIC 0TO EMTED TNG YOANOTEPOANG KOl TOV TPIYAVKEPLOIMV £Y0VV cVoYETIOOEL e Bepaneia pe
Be10{1d1cd S10VpNTIKG.

Mnopei vo exdnlmbel vrepovpryoipio | ovpkn apbpitide oe kdmolovg acbeveic mov Aapfdvovv
Oepaneio pe Oeralideg.

Onwg ko yuo k60e acbevi mov AauPavel Oepaneia pe dtovpntikd, o TPETEL Vo TPAYUOTOTOEITAL OE
KOTOAANAQ  YPOVIKG Sl00TAUOTO  TTEPLOOIKOG TPOGOIOPIGUOC TMOV MNAEKTPOALTAOV TOL  OPOV.
[Ipogidomomrikd onpeion datapoyng tov 1colvyiov vypdv 1 MAektpolvt®v eival 1 Enpotnta
oTOUATOG, M Olya, M advvopia, o ANBapyoc, n vavniia, 1 ovnovyio, ot poikoil TGVoL 1} Ol KPAUTES, 1
LUIKT KOT®ON, 1 VIOTACT], 1| OALyoLPia, 1) TOYLKOPSI0 KAl YOOTPEVIEPIKEG EVOYANCELS OTTMG 1) VOLTIOL
N 0 €uETOC.

H yopiynon 0Oealidikdv odovpntikedv pmopet vo mpokaAéoel vmokaAtoipio. O  kivovuvog
vrokoAMopiog glvanr péylotog oe acbeveig ue kippwon Mmatog, oe acbeveic mov mapovsialovv
£€vTovn 0100pNoT, o€ 0oBeveig Tov AapuPdvovy amd To GTOUO PN EXOPKT TOGOTNTO NAEKTPOAVTOV KoL
o¢ acbeveic mov Aapfdvovy Tovtodypova Bepaneia pe koptikootepoedn 1 ACTH.

Yrovotplaipio propei va epeavicdei og acbeveic pe oidnpa o Oepud khipota.

O1 Oewolideg umopei vo pewdoovv tnv omékkplon aofectiov péow t@v ovpwv. A&loormueimt
vrepacPectionpio pmopel va amotelel Evoeién AavBdvovtog vreprapadupeocidiopon. H yopriynon
Og1a{1dmv O TPENEL VoL SLOKOTTETAL TPV OO TNV TPAYUOTOTOINON TOV eEETACEMV TNG AELTOLPYinG
ToV ToPabVPE0EdOVG AdEVQ.

"Eyel amoderybei 6t1 o1 Og0lidec avavouv TV OmEKKPIOT] LOYVNGIO HECH TOV 0VPM®V, YEYOVOG TO
01010 UTOPEl Vo, 00N YNGEL GE LITOUAYVT|CLULLA.

Aoxipacia anti-doping: H vdpoylmpobeialion mov mepiéyetal 6To pAaproKo avtd Bo. umopovce va
dwoel Oetikd amotédespa o€ (o dokipacio anti-doping.



o Avtidpdoelc vrepevatsnoiag propodv va ekdnlmBodv ce acbeveig pe 1 yopig 1oTopKd ardepyiog 1
Bpoyyikov dobuatoc.
o 'Eyet avapepBel mapoEuvon 1 evepyomoincn CuGTNUATIKOD EPLONLATMON ADKOV.

ZYETIKG UE TOV GOVOVOGUO KATTORPIANS/ VIpoylwpobeialions
BA\éne 6ha ta avaypaeoueva otig mop. 2.3 & 2.4.

2.4.2 Kinon & I'ohovyia

Kionon: To Pentatec® dev cuviotdtor katd 10 TpdTo Tpipnvo ¢ Komone. Otav mpoypoppotiletar 1
emPefordveTon KOMGON, TPETEL VO EQPUPUOLETOL OGO TO SLVATOV GUVTOUOTEPE EVOAAAKTIKY BepamenTiKn
ayyn.

To Pentatec® avtevdeikvuton KoTG TN SAPKEWL TOL SEVTEPOL KAl TPITOV TPWAVOL TG KOMONC.
Hopatetapévn ékbeon oty kamtonpiln Katd Tn O1dpKeEW TOV OEVTEPOL Kol TPITOL TPUAVOL &ivol
YVOoT16 0Tt TpoKoAel TofkoOTNnTo oTO EUPPLO (LELWUEVT] VEQPIKT AEITOLPYIO, OVETOPKNG TOGOTNTA
aUVIKOD VYPOV, EMPPAGVVOT TNG OGTEOTOINGNG TOV KPOAVIov) Kol 6Ta vEoyEvvnTa (VEOYVIKY] VEPPIKN
OVETAPKELD, VTOTACT], VIEPKOALULLIQ).

H vépoyrwpoberalion, oe mepintmon mapatetopévng ExBeong Katd Tn SLIPKELD TOV TPITOV TPIUNVOL TNG
KONONG, UTOPEL VO TPOKOAESEL EUPPLO-TAOKOVVTIKT oyopia Kol Kivduvo epedviong kabvotépnong tng
avamtuéng. Emmdéov, €xovv avapepbel omdvieg mepimtdoelg vroyAvkopiog kot Opoufokvtoneviog ota
veoyévvnra, o€ mepinTmon £kBeong KOVIA ot (povikn vty tepiodo.

H vépoyrwpoberalion pmopel vo PEIDCEL TOV OYKO TAGCUOTOG, KOOMG EMIONG KO TNV GLULATIKY pon
peTa&hd TN UATPOG KOl TOV TAOKOVVTO.

Edv yiver éx0eon oto Pentatec® omd 1o Sehtepo Tpipmvo kdNoNG cuvieTdtar EAeYX0G HE VIEPNYO TNG
VEQPIKNG AELITOVPYLOG KOl TOV KPOVIOv.

Tarovyio: To Pentatec® avtevdeicvutal kotd ) Sidpketa TG yahovyiog.

Kot n xamronpiin kot n vépoyAwpoberolidn anekkpivovrol 6to avOpdmivo yolo. Adym Tov evOEOLEVOD
Kivduvou yuo coPoapéc avembounteg evépyeleg 6to Ppépog mov BnAdalel kol and ta dvo eapupaka, B
npénel vo AapPdvetor andpacn, €av 0o mpémel vo dtaxomel o OnAacuog 1 n Oepameio, Aappdvovtag
VoY TN onpocio wov £yl 1 Bepameia yio T UNTEPQL

2.4.3 Enmiopacn oty KavOTNTO 001)Y1|61G KOl (EPLopod piyavnpatov: Onoc cvuPfaivel kot pe ta
Ao OVTIDTTEPTOCIKA (PAPUOKO, 1 TKOVOTNTO 0dNYNONG KOl XEPICUOD UNYOVOV UTOopel vo eAaTTtOEl,
Kuping kot TV Evapén e aymync N katd T poduen g docoroyiag, Kal exiong 6TAV XPNOLLOTOLEITOL
podi pe owvémvevpa, ovTég o1 dpacelc OpmG eEapTdvTal amd TV evatctnacio Tov Kabe aTopOL.

2.4.4 Idwitepeg mpocidomonioeig o Ta mepieydpeva skdoya: To Pentatec® mepiéyet haktoln, mg ek
TOVTOL dgv Ba TTPEMEL Vo YopMYEiTOL O TEPIMTMOGELS GLYYEVOVG YoAUKTO oG, dLGUTOPPOPNONG TNG
YALKOING Kot TG YOAOKTOING 1] €L TOPOLGING CLVOIPOL®Y AVETAPKELNG TNG AOKTACTG (omdvieg acEéveleg
petafoliopon).

2.5 Allnlemopdaocerg
O TPENEL VO EYETE EVNUEPMGEL TOV YOTPO GOG Yo OAQ TO QApUOKA 7oV AouPdvere. e ovtd
TEPIAAUPAVOVTOL Kot GAPUOKE TTOV TTHPOTE YOPIC GLUVTAYT] YLOTPOD.

Ta 8paotucd cuototikd Tov Pentatec®, pmopei va aAANAETSPACOLY pe GALa @APLOKa OTMC:
KoAompootatenTiKd d1oupnTiKd 1] GUUTANPOUOTO KOAIOV

AtovpnTika

AALOVG OVTIDTTEPTAGTIKOVG TAPAYOVTES

OepamevTIKES ayyEC 0EE0C ELLPPAYILOTOG TOV HVOKOPITIOV

TpicukMKG AV TIKOTUOATTIKG/ OV TIY VYO TIKO

AAOTOVPIVOAT], TPOKATVOLION, KUTTOPOGTATIKOVG 1] 0VOCOKATAGTAATIKOVE TOPEYOVTEG
ZOUTOONTIKOLUUN TIKA

Avtidapntika



o Apugotepikivn B (mapevtepikny), kopfevololrivn, koptikootepoeldn|, koptikotponivi) (ACTH) 1
OleyEPTIKE VITAKTIKA

Aloto aoPeotiov

Kapdrakég yAvkooideg

Prtivn, yoAeotupapivn kot KOAEGTITOAN

Mn eKTOAMTIKA LLOYOAUPDOTIKE

Ddpuaka Tov cuvéLovtal pe Kothakn tayvkapdio diknv putidiov (torsades de pointes)

Mn 6TEPOELDN AVTIPAEYUOVAON PEPLLOKOL

Eniong okevdoparo mov neptéyovy Aiblo dev 0o mpénet va Aapfdavovton pali pe o Pentatec®. Eqv o
SLVOLACUOG aVTOG elvar amapaitnTog TOTE Ba TPEMEL VO YIVETOL TPOGEKTIKY TOPAKOAOVON O TV
emmédmv AMbiov otov 0po.

2.6 Aocoloyio Kal TpOTOG YOPNYNONS
No naipvete mavtote 1o Pentatec® avompdc cOppove pe tic odnyiec tov yotpod oac. Edv éxete
apEIPoMES, pOTAOTE TOV YLOTPO 1) TOV PUPLOKOTOLO GOG.

To Pentatec® pmopei va yopnyeitar oe pia 1§ 80 Stpepévec SO0 NUEPNOInG e 1| YOPIC TPOPT GTOVS
aoBeveic TV omoilwv 1 aptnplokn wieon dev EAEYYETUL IKAVOTOMTIKA e povobepomeio e Kamtompiin 1
povoBepaneia pe vOpoyAmpobelalion.

H péyiot nuepnota d6on dev mpénet va vrepPaiver ta 100mg xamtompiin/30mg vopoylmpoberalion.
Edv dev emtuyydvetor 1kovomomTiky HeEIwON TNG OpTNPKNG mieons, wropel vo mpootifeton
GUUTANPOUATIKY AVTIDTEPTAGIKT QOPUOKEVTIKTY AYWY.

Evijlikeg: 1 yopnynon tov otafepod cuvovacpol Kamtonpidng Kot vdpoyAwpobeialidng cuvictdrol
cuviBog petd v puduion tov d6ce®V pe Ta pepovoéva cvuotatikd. H cuviBng doom cuvinpnong eivan
50/25mg pia opd v nuépa to Tpmi. Otav givar KMVIK®OG 0rodekto, pmopei va e€etdleton pio dueon
oAiayn amo T povobepamneio 6to oTabepd cuvovacLO.

H meplexticomta 50/25mg mpoopiletar va ypnoomoteitan pio gopd v nuépa, epodcov o dvo dokia
Ba pmopovcav va €govv Gov amotéAeca pia pn KatdAAnia vynAr 66on vopoyrAwpobetaliong (50mg v
NUEPQ).

"Exatoon m™g veppuiig Aertovpyiag: Kabopon kpeatvivig peta&d 30 ko 80ml/min: H apywkn d6om
givar ouvnBog 25/12,5mg pia eopd v nuépa, to Tpwi. O cLVILAGHOS KOTTOTPIANG/VIPOYA®Poelalidng
avtevdeikvuTat Yo Toug acbevels pe coPapr| EKTT®oN NG veEPPKNG Agttovpyiag (kdBapon kpeatviving <
30ml/min).

Ewwkoi aocBeveic: Xe acleveig pe peiwpévo drag/oyko, oe nAkiopévoug kot dafntikovg acbevels, n
ouviOng 86om évapéng etvon 25/12,5mg pia popd v nuépa.

Hadra: H aopdreta kot 1) omoteleopotikdtta tov Pentatec® ota moaudid Sev éxet a&ohoyn0ei.

2.7 Ymepdoooroyio - AVTIUETOTION

To cvpntopato ™ vEepdocoroyiag sivat: AvEnuévn dovpNon, daTapayES NAEKTPOAVTOV, cofapn|
VOTOOT, EKTTOGCT TOV EMMEGOV TNG cvveidnong (mepthapfoavouévng g kataninéiog) onacpol, Tdpeon,
Kapdakn appvduia, Bpadvkapdic, vePpikny avemdpkeld. e TEPITTM®OT TOV 1| TPOGANYT TOV QUPLUAKOV
glvor TpOCPUTY, TPEMEL VO EQOPROCTOVV UETPA TEPLOPIGUOV TNG AToPPOENoNg (T.Y. TAVGT GTOUAY OV,
YOPNYNON OATOPPOPNTIKOV 0VCIHV Kot Betkov varpiov eviog 30 Aemtdv petd v mpocAnym) Kot
emtéyvvon G amofoing Tov papLdKov.

Ye kGOe epintmon vrepforikig AMYNS TOV QUPUAKOV ETLKOLVOVI|OTE OUECOS ILE TOV YIATPO GUC, UE
70 TANOLEGTEPO Vosokougio 1] TNAEP@VII6TE 6T0 Kévrpo Anintnpudceav,
TnA.: 210 7793777.



2.8 AvemOounteg evépysieg
Ola 1o edppoka propet vo TpoKaAEGOVY aVETIOOUNTEG EVEPYELEC.

Avem@opunteg evépyeleg mov €ovv ava@epBei pe ™V ayoyn HE TNV KOATORMPIAN 1)/KOL TOVG
avaotoreic MEA mepriapfavovv:

Awtopay£c Tov ailaTog Kot ToV AEUELKOD GUGTIUATOC:

IloAv omavieg: OvdeTepomEVIN /AKOKKIOKVTTAPOLIN, TavKLTTOpOTEViQL €101KG o acbeveic pe veppikn
dvohettovpyio, avopioo (meprthapfovouévng TG OMAACTIKNAG KOl TNG  OHOAVTIKAC  ovoupiog),
OpopPorxvttapomnevia, AeppadevondBeia, noovoeiriia, avTodvocot vocot Kaun Betikol tithot ANA).

Awtapay£c Tov petofoMopon kot the Opdync:
2rovies: Avopetia.
11020 omdvieg: Y meprolatpio, VTOyYAVKALLLIO.

Yoyrotpukée datapoyéc:
2oyvéc: AatapayEg Tov VTTVOV.
11020 omdvieg: Oyyvon, KatdOiw.

AwTopay£c ToL VELPIKOD GUGTAUOTOG:

2oyvéc: AMhoimon yevong, (aan.

2rovies: Nuotayndc, kepoiaAyio kot TapoicOnoiss.

11020 omavieg: AyyeloeyKePalkd enelcO1d, TEPIAAUPAVOUEVOV TOV LIOYALLUIKOD OYYELNKOD EYKEPOALKOD
EMELG0O10V KOl TOV GLYKOMIKOV EMEIGOJIOV.

Awtopayéc Tov oefoiuv:
11020 omdvieg: Oaumn dpaon).

Koapodaxés dwatapayéc:
Oyt ovyvés: Tayvkapdio 1 Toyvappvbuio, otnOayym, aicdnuo TaAUdV.
11020 omdvies: Kapdiakn mpocPolrr|, kapdioyevig katominéio.

Avyyelokéc dwtapoyéc:
Oy ovyvés: Ynotaon, ovvdpopo Raynaud, epvdnpa, oypdtnra.

Avanvevotkéc, Bopakicéc Ko pecobmpakikég drartapayéc:
2oyvéc: Enpoc, epebloTikog Un mopayytko Pryog kot SVoTvola.
11020 omdvies: BpoyyOomacLoc, pviTidoa, GAAEPYIKN QATVITION/N®OGIVOPIMKT TVEVLOVI.

laoctpevepikéc dwtapayéc:

2oyvéc: Nawtio, €uetog, epefioldg TOV GTOUAYOV, KOIAOKSO AAYOS, d1dppold, SOLGKOIAMATN T, ENPOCTOLA.
2ovies: ZTOUOTITION apBmOel eEEAKDGELC.

11020 omdvieg: I'Awoocitidn, EAKOC TOV TEMTIKOV, TAYKPEATITION.

Hratoyohxég dwatapayéc:
11020 oravieg: Melwpévn nrmatikn Asttovpyia Kot yohdotaom (reptlappavopévou Tov iKtepov), nratitido
TEPIAOUPOVOLEVIC KAl VEKPOONGS, AVENUEVES TILEC NTTATIKOV VOOV Kot yoAepvBpivg.

Awtopay£c Tov SEPUATOG KOl TOV VOGP0V 1GTOV:

2oyvéc: Kvnopog pe N yopig e£avonpa, eEavonuota kot aAmmekio.

2movies: Ayyelooionpa.

IloAd  omdvieg: Kvidwon, odvdpopo Stevens Johnson, moiduoppo epvbnue, @otogvoucdncia,
epLOpPodeP LD, TEUPTIYOELDELS AVTIOPAGELS, OTOPOAIOMTIKY OEPLATITION.




MvookeleTikéc OLaTaPaYES, OLOTOPUYEC TV CLVOETIKMV 1GTMV KOl TOV 0GTAOV:
11026 omdvies: Mvuoadyia, apBparyio.

AWTopay£C TOV VEQP®OV Kol TOV OVPOTOINTIKOD GUGTHLLATOC:

2oyvéc: AatopayEs TS veEPIkng Asttovpylog TepAaUBavouévng Kot VEQPPIKNG AVETAPKELNS, TOALOLPIA,
oAtyoovpia, aVENUEVT] GLYVOTNTO OVPNONG,.

11020 omdvies: Ne@pmotkd GOvOPOLLO.

Avamopoy®yikd cOOTNUO KOL OLTAPOYEC TOV UOOTOV:
11020 omdvies: AViKovOTNTA, YOVOIKOLOGTIO.

Tevikég datapoayée:
2novies: [16vog 610 6t0og, aicOnua ké6Twonc, adiabecia.
1100 omdvies: TTvpetoc.

Eé&etdoeic:

11026 omdvies: Tlpwteivovpia, noovoeirdia, avénon TV TGV KoAov opoD, Helmon Tov TIH®V vatpiov
opov, avénon ¢ BUN, ¢ kpeativivng opod kai e yorepuOpivng opov, HEIOOELS TNG Aoc@opivg,
TOV QUUOTOKPITN, TOV AEVK®V opoc@alpiov, Tov Opoufokvttdpmy, Oetikdg tithog ANA, avénuévn ESR.

Avem@opunteg evépyereg mov £yrovv avopepBel pe ™V ayoy pe ™V vopoyrmpobdsialion
nepriappavoov:

MoAvvoelg ko AowmEeic:
Yiohodevitioa.

AwTopay£c Tov ailaTog Kot TOV AEUELKOD GUGTIUOTOC:
Agvkomevia, ovdetepomevia/ akokkKlokvTTOpatio, Opoppforxvtonevia, omAACTIKY ovoipio, OLLOAVTIKY
Voo, KOTOGTOAN TOV LVEAOD TMV OGTMV.

Awtopayéc Tov petofoMopod kot g Bpéyng:
Avopetia, vrepylvkapia, yhAvkolovpia, vrepovpryoiio, datapay NAEKTPOAVTOV (TEpAapPavourévng
TNG VIOVATPLUUIOG KOl TNE VTOKUALOUING), ALENGELS YOANGTEPOANG KL TPLYAVKEPLOI®V.

Yoyrotpkée datapoyéc:
Avnovyia, KatdOiym, datapayég Hvov.

Alotapoy£c ToV VEVPIKOD GLGTHUOTOC:
Anoien 6peéng, moparcdncio, aicOnuo KEVAC KEQOUANG.

Awotapoyéc Tov 0QBaAumV:
EavOoyia, Tapodikd 0dupfoc d6paong.

Awotopay£c ToV OT®V Kol Tov AaBupivbov:
Tayyoc.

Kopdrakég drotapoyéc:
OpBootatikn vrdtact, kapdiakn appuduia.

Ayyeraxég dwatopayéc:
Nexpotikn ayyetitida (ayyetitidon, OEPLATIKN Oy YEUTION).

Avanvevotikéc, Bopoakikéc kot pecobwpaxikés dotapoyéc:
Avamvevotikn ovo@opia (TepAaBOvVOUEVNG TNG TVEVIOVITIONG KOl TOV TVEVIOVIKOD 010N LOTOC).




lactpevepikéc dwtapayéc:
Taotpikdg epeBiopdc, diappoto, SLGKOIMATNTO, TOYKPETITION.

Hratoyohxég dwatapayéc:
"Tktepog (evoonmatikdg yoAooTATIKOG TKTEPOC).

Awtopay£c Tov HEPUATOG KOl TOV VOGP0V 1GTOV:

Avtidpdoelc potosvorcOnociag, €EdvOnuo, ovtidpdoelg oupoteg pe depuatikd epudnuatddn  Adko,
EMOVEPYOTOINGCT TOV OEPUATIKOD €PVONUATDOON AVKOL, KVIO®MOT, OVOUPUAOKTIKEG OVTIOPACELS, TOEIKN
EMOEPLIKT VEKPOALOT).

MvookeleTikéc OLaTapayES, OLOTOPUYEC TV CLVOETIKMV 1GTMV KOl TOV 0GTAOV:
Mvikdg GTacHOC.

Awtopay£C TOV VEQP®OV KOl TOL OLPOTONTIKOD GLGTUNTOC:
Neoppikn dvoiettovpyia, O16 eSO VEQPITNG.

Tevikéc datapayéc: ITupetdc, advvapio.

Edv mopatnpficete mapevéPyelec mOv eV AVAPEPOVTIOL GTO TTAPOV EVAAO 0ONYIDV YPNONG, EVNUEPDOTE
ToV Y1oTpd 1] TOV PUPUAKOTOLO COLC.

2.9 Tvrpémel va yvopilete oTNV TEPITTOOGN TOL TOPOUAEIYATE VO TAPETE KATOLN HOON

Av katd AMaBog mapareiyete o d0on, Ba mpémel va mhpete TV 006G OVTH TO TOYVTEPO duvaTo. Edv ev
To0TOLg TANGLALEL 1| dpa Yoo TV EMOUEVT] dOOT|, U mapeTe T 000N oV mapoieiyate, aAAd cuveyiote
Kavovikd  OBepaneia. Mnv dumhacilete 11 00GELG.

2.10 Hpepopnvia Méng Tov mpoiovtog
No pun ypnotponoteite To Pentatec® petd tv nuepopnvic AGENG TOL avaypaQETAL GTIV GLOKELAGTOL.

2.11 Idwitepeg TpoPuAAEeLS Yo TNV @OAAEN TOV TPOIOVTOG
To Pentatec® mpémer vo. puldooetar oe Beppokpacio younidtepn v 25°C, TPOCTATELHEVO amd TNV

VYPACTO KOl TO (POC.

2.12 Hpgpounvia tedevtoiog avadedpnong tov gvrlov odnyrov: 11/12/2002



3. HAHPO®OPIEX I'TA THN OPOOAOI'TKH XPHXH TQN ®APMAKQN

e To pdppoko avtd cag To Eypaye 0 YoTPOS oG LOVO Y10, TO GLYKEKPIUEVO 10TPIKO oag TPOPANUa. Agv
0o mpémet va to divete og AALA ATOLO 1] VO TO YPTCLUOTOLEITE Yia, KAToln GAAT TABN o, Yopig
TPONYOLLEVMG VO £xeTE GLLPOVAELOEL TOV YiaTPd GOC.

e Edv xotd t didpketa ¢ Oepaneiog sppaviotel kémolo mpdPANLA LLE TO PAPLAKO, EVIILEPDOTE
OUECWG TOV YITPO N TOV PAPLOKOTOLO GG,

e Edv éyete omolodnmote epoTNUATIKA YOP® 0 TIG TANPOPOPIEC TOV APOPOVY TO PAPLOKO TOV
hapPavete 1 xpelaleote KAADTEPN EVNUEPMOT] Y10 TO LATPIKO oaG TPOPANLa, Un 016TAcETE Vo {NToETE
TIC TANPOPOPIeC AVTEC amd TOV Y1aTPO 1) TOV PUPUAKOTOLO COLC.

o [0 va glval amoTeAeGLATIKG Kol AGPAAEC TO PAPLLOKO TOV Go¢ yopnyNnOnke Bo mpémet va AapdveTon
SOUEMVO LE TIC 00N YiEC TOV cag dOONKaV.

o [0 TV ao@aAeld cog Kal TNV vyeia cog eivol amapaitnto va dafdcete Le tpocoyn kébe minpopopia
OV 0POPE TO PAPLLOKO TOV GOC YOPNYNONKE.

e No un dtatnpeite to papuaKo 6o AoVTpo, 610TL 1 {on Kot n vypacio LTopel va dALOLDGOVY TO
QAPLLOKO KoL VO TO KATAGTAHCOLVV EMPAAPES yia TV vyEio coc.

o AlTNpnoTE TA PAPLLOKO, GTOV OPYLKO TEPLEKTY| TOVC,.

o No punv kpatdte edppoka wov dev ta ypedleote mAEov 1 Tov oM £xovv AnEet.

o [0 peyaAdTEPN GPALELD KPOTHOTE OAQ TOL PAPLAKO OE AGPUAES LEPOG LAKPLAL OO

TOL OO

4. TPOIIOX ATAGEXHX

To Pentatec® yopnyeitat pe wpici cuvtayy.

ELPEN A.E. DAPMAKEYTIKH BIOMHXANIA
AEQ®. MAPAGQNOE 95, 19009 ITIKEPMI ATTIKHE
d ELPEN = THA.: (210) 6039326-9, FAX: (210) 6039300
I'PA®EIA EINISTHMONIKHE ENHMEPQEHS:
A@HNA: SEBASTEIAS 11, 11528 THA.: (210) 7488711
OEX/NIKH: EONIKHX ANTIZTAXEQY 114, 55134 ®OINIKAX THA.:
(2310) 459920-1




	ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΓΙΑ ΤΟΝ ΧΡΗΣΤΗ
	PENTATECP®
	(Captopril + Hydrochlorothiazide)
	1.1 Ονομασία
	1.2 Σύνθεση
	1.3 Φαρμακοτεχνική μορφή
	1.5 Περιγραφή - Συσκευασία
	1.6 Φαρμακοθεραπευτική κατηγορία
	1.7 Υπεύθυνος Κυκλοφορίας / 1.8  Παρασκευαστής
	2.1 Γενικές πληροφορίες
	2.2 Ενδείξεις
	2.3 Αντενδείξεις
	2.4 Ιδιαίτερες προειδοποιήσεις και προφυλάξεις κατά τη χρήση
	Σχετικά με την καπτοπρίλη ή/και τους αναστολείς ΜΕΑ
	Σχετικά με την υδροχλωροθειαζίδη

	2.5 Αλληλεπιδράσεις
	Θα πρέπει να έχετε ενημερώσει τον γιατρό σας για όλα τα φάρμακα που λαμβάνετε. Σε αυτά περιλαμβάνονται και φάρμακα που πήρατε χωρίς συνταγή γιατρού.

	2.7 Υπερδοσολογία - Αντιμετώπιση
	2.9 Τι πρέπει να γνωρίζετε στην περίπτωση που παραλείψατε να πάρετε κάποια δόση
	Αν κατά λάθος παραλείψετε μια δόση, θα πρέπει να πάρετε την δόση αυτή το ταχύτερο δυνατό. Εάν εν τούτοις πλησιάζει η ώρα για την επόμενη δόση, μη πάρετε τη δόση που παραλείψατε, αλλά συνεχίστε κανονικά τη θεραπεία. Μην διπλασιάζετε τις δόσεις.
	2.11 Ιδιαίτερες προφυλάξεις για την φύλαξη του προϊόντος
	Το PentatecP®P πρέπει να φυλάσσεται σε θερμοκρασία χαμηλότερη των 25PoPC, προστατευμένο από την υγρασία και το φως.

