OYAAO OAHTI'TQN XPHXHX



@vAro ooV piong: IIAnpogopics yra Tov ypijotn

PritorPlus 40 mg /12,5 mg dwoxia
telmisartan/ vopoyAwpobealion

Awpdote TPooeEKTIKG 0AOKANPO TO PVIAO 00N VIOV YPT|ONG TTPLV APYICETE VO TAIPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEre avtd To EOALO 0N YDV Yprione. Towg ypelaotel va to dofdoete Eava.

- Edv &yete mepartépom amopiec, poTNOTE TOV Y1ATPO 1) TOV GOPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 approKo xopnynonke amokAEloTIKA Yio 60G. AgV TPEMEL VO SDGETE TO
@apuoko o€ GAAovc. Mmopel va Toug TPOKaAEGEL PAAPT, KOO KO OTOV TO, GUUTTOUOTO TNG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete Kamolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1|
TOV VOGOKOUO G0C. AVTO 16Y0eL Kot Yo KO mhovn avemBOunTn evEPYELX TOV OV UVAPEPETAL
670 TapPHY PUALO 0dNYIDV xpiong. BAéne mapdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T etvon to PritorPlus kot mowa v ) yprion tov

T mpénet va yvopilete mpv tapete 1o PritorPlus

[odg va napete to PritorPlus

[MBovég avemBOunTeg evépyeteg

IMog va puidooete to PritorPlus

[epreydpeva g cvokevaciog Kot AOTEC TANPoPopieg

Uk wdE

1. Th givar to PritorPlus kou mwowa givan n ypion tov

To PritorPlus eivat cuvévacuoc dvo dpacTik®y ovcidYv, Tov telmisartan kat tng vOpoyAmpodelaliong
og éva dlokio. Kot ot dvo avtég ovoieg fonbovv otov Ereyyo TG VYNANG apTnPLoKiG THECTG.

- To telmisartan avikel G€ piol OLASO QUPIAKMY TOV EIVOL YVOOTH OC AVIOYWOVIGTEC TOV
vrodoyéa g ayysoteveivng II. H ayygioteveivn 11 etvon pia ynpikn ovoia mov mapdyetol 6to
OO0 GOG KOl GUOTA TO ayYEiD GO OTOTE M ApTNPlaKn cag mieon avEdvetat. To telmisartan
amokAgigl avTn TNV emidpacn ¢ ayystotevaivng Il kdvovtag ta ayyeia cog va yolophvovy
KO 1] 0PTNPLOKN GOG TECT] LELDVETOL.

- H vépoyrmpobeialion avikel oe pio kKotnyopio @apudkmy wov ovopdlovtot Ogtoltdud
dovpnTiKa To 0moin TPOoKAAOVV avénon g dobpnong, N onoia odnyel o€ peimon g
OPTNPLOKNG GOG TEOTG.

H vymAn aptnplaxn micon, edv ¢ Oepamevbei, umopel va PAGyEL To arplo@opo. ayyeio o€ dtdpopa
OpyovaL KoL 1) 0TToio UTOPEL VoL 001 YNOEL KATO1EG POPEG GE KOPOLOKT TPOCPOAN, KOPOLOKT 1] VEPPIKN
avemapKeLD, YKEPOAKO 1 TOPA®oN. H vynAn aptnplokn migon cvvifwg dev €yl cuumtdpato
7TPoToH dNuovpyndovv ot PAGPec. OTdTE Eivol GMUOVTIKY 1] TOKTIKN TOPAKOAOVONOT TG QPTNPLOKNG
TEGEMG TPOKEUEVOL VO SWTMIGTAOVETAL EGV VAL EVIOC TOV PUGIOAOYIKADV OpimV.

To PritorPlus ypnoiwpomorcital og aymyn yio v vymin aptnploky tieon (10tomadng vaéptaon) o€
EVNAIKEC TOV OTTOIMV 1) APTNPLOKN TTLEGT OV EAEYYETAL TKOVOTTOINTIKA OTay TO telmisartan
ypnoponoeiton og pLovobepoameio.

2. T péner va yvopilete apwy nwapete To PritorPlus
Mnyv napete to PritorPlus

- o€ mepinT®on aAlepyiog oto telmisartan 1} 6 00100NTOTE GALO OO TO GLGTATIKA AVTOD TOV
QOPLAKOV (OVOPEPOVTOL GTNV TTOPAYPAPO 6).



o€ mepintwon oAiepyiog oty VOpoyAwpobelalion 1 o€ omolOdNTOTE GALO PAPLLOKO TOPAYWYO
— coVAQOVAPIONG.

€qv €yete mePAGEL TO TPMOTO TPiUNVO TG komone. (Eivat emiong mpoTtidtepo va amopevyeTat To
PritorPlus otv apyn g komong — deite v mapdypoapo Komon)

edv €xete coPapd TpoPfAnuaTa pe 1o Yo coG OTWG YOAOSTAON 1) ATOPPUEN TOV YOANPOPOV
(mpofAipata pe T pon g YOG omd To Nmap Kot T xoANdOX0 KOoTN) 1 omoladnmote GAAN
coPapi

NmATIKY VOGO.

edv €xete coPfopn vePpikn voco.

€4v 0 yutpog cag kabopioet 0TL Exete YouUnAd enineda KoAiov | VYNAA entineda acPectiov oToO
aipo coG To omoin OeV PEATIOVOVTOL LE TNV OYWOYT|.

edv €xete draPrtn N droTapaypévn veppikn Aettovpyio kol AAUPAVETE aywyn LEe EVO GOPLLOKO
7OV PEUDVEL TNV OPTNPLOKT] TIECT KO TEPLEYEL OACKLIPEVT).

Av KAt amd To TOPATAVE 10YVEL Y10 EGAC, VO EWOOTOGETE TO YLOTPO 1] TO PAPLOKOTOL) GG TPLV VAL
AdPete to PritorPlus.

Ipocdomomoeirs ko TPoPLAGEELS
AmevBuvbeite otov yratpd cog Tpwv mapete to PritorPlus edv ndoyete N €bv eiyate moté eppaviost
Koo oo TIC 0KOAOLOES KATAGTAGELG 1] VOGOLG:

XounAn aptnptlokn wieon (vrdtaon), mlavov va cupfel edv £xete apudotmbel (exTeTapévn
ATTOAELD VYPOV TOV COUATOG) 1| EYETE EAMAELYT GAATOG AOY® O10VPNTIKNG Ay®yNS («@apuaio
OV TTPOKOAAOVY aVENUEVT] TOGOTNTA OVP®VY), dloLTa YoUNAT GE GATA, SLaPPOLa, ELETO, T}
apodtgAvon).

Neppikn] vOGo 1| LETOUOGYEVCT VEPPOD.

21éveon veQPIKNG aptnpiog (6TEVMoT TOV AUoPOp@V ayyeimV cg £vay 1} Kol GTOuG dV0
VEPPOVG).

Hrotum vooog.

Kapdiakd mpopinua.

Awpn.

Ovpw apBpitido.

YymAd eninedo aAdootepOVNG (KaTakpAaTnon VOUTOG Kot GANTOS GTO OO GE GUVOVAGHO LE
doTapayn TS 1ooppoTiag S1APOopPOV 1Y VOGTOlXEI®Y TOV aiplaToq).

ZuoTnpatikd epunuatddn AvKo (Tov avaeépetor eniong, g «Aikoo» 1| «SLE») pia vosog mov
TO GVOGOTOTIKO GUGTN O TOV CAOUATOG EMTIOETOL GTO 1610 TO COUAL.

H dpactikn ovcia vdpoyAwmpobeialion uropei va mpokarécet pio acuviiotn avtidpaot, Tov
€xel ¢ amotéLEs U0, peimon TG dpaong Kol TOVO GTo PATL AVTA UTOPEL VoL €IVl GUUTTOUOTA
GLGGMPEVGTG VYPOV GTNV OYYELOKT] OTIRAdA Tov 0PBAALOD (ATOKOAANGN YOPLOEBOVC) 1)
avEnuévng ieomg oTo HATL 0OG Kol LITOPEL VoL ELPAVIOTOVV LEGO OTIS TPDOTEG DPEG 1 £WG TIG
Tpm1eG efdouadeg mov maipvete PritorPlus. Edv 6e Ogpomevdel, avtd umopei va 0dnynoel o
poviun datopoyn TG Opaonc.

Av glyote eppavicetl Kapkivo Tov dEpUaTOg 6TO TaPEABOV 1| v EKONANDCETE [T OVOUEVOUEVES
depuotikég PAGPeC kota T didpkela g Oepaneioc. H Oepameio pe vopoyrmpoberalion, 1dimg
Yl LOKPOYPOVIDL YPTOT G VYNAES BOOELS, EVOEXETAL VA, AVENGEL TOV KIVOLVO EPOAVIONG
OPICUEVOV TOTMV KOPKIVOL TOL SEPHOTOG KOl T®V YEMMV (U1 HEAAVOUATIKOG KOPKIVOG TOV
dépuotoc). [lpootatedere to dEpa oag amd TV NALOKT KoL TV LLEPLDOON AKTIVOPOAI0 KOTA TN
Ay tov PritorPlus.

AmevBuvleite oTov YiaTpo cog mpwv mapete to PritorPlus:

€4v Aappdvete, omol0dNTOTE OO TO TOPAKAT® PAPLLOKE, TTOV XPNCLLOTOL0vVTOL Yia T Oepameia
™G VYNANG apTnpLaKig Tieong:

- évav avaotoréa MEA (v mapddetypa evarampidn, Movompidn, paumpikn ), Wwaitepa e6v
€xete VEPPIKE TpoPAnpata Tov oyetilovron L oPnTn.

- QALOKIPEVN

O wTpog ooc pmopel va EAEYEEL TN VEPPIKN GOC AELTOVPYIM, TV OPTNPLKT GOC TEST) KOl TNV
TOGOTNTA TOV NAEKTPOAVT®V (T.). KOAO) GTO Cijlol 600G G€ TOKTA dlaothpata. BAéne eniong



TANPoPopiec otV Tapdypoapo « Mnv ypnoipomotcete to PritorPlus»».
o  &av Aappavete dryo&ivn.

Ba Tpénetl va avapEPETE 6TO YITPO cag eqv vouilete 0Tt elote (1 umopei va petvete) £ykvog. To
PritorPlus dev cuviotdton otnv apyn g konong o€ Ba mpénel va AapPdvetor eav £xete TePAcEL TO
TPOTO TPiUMVO NG KNGOS, KabmG pumopel va tpokarécel coPapn PAGPN oto Bpépog cag edv
ypnoonombel e avtd To 6TAd0 (dgite TNV TTOPdYpapo Konon).

H ayoyn pe vdpoyrmpoberalion pumopel vo TpoKaAEceL S1Tapayn TOV NAEKTPOAVTAOV TOV CAOLATOG.
Tomikd copnTORATO SITAPOYNS TOV VYP®V 1| NAEKTPOALTAOV TEepLapPdvouy Enpootopia,
e€acBévnon, AMBapyo, vIvnAia, vevpikoTnTa, HVTKO TOVO 1| KPAUTES, VauTia (TAoT TPOog EUETO),
£UETO, KOTMGN TOV VOV, Kot TafoA0YIKa Ypriyopo kapdiokd puiud (ypnyopdtepo amd 100 maipoide
avd Aentd). Edv eppavicete K4t and avtd Bo mpémel va 10 avapEPETE GTOV Y1OTPO GOC.

B0 TpEmEL EMIONC VO AVOQEPETE GTO YLOTPO GOG, EAV TOpATPNoETE ALENUEVN EvacOncia Tov
SEPLOTOC GTOV A0 L€ GUUMTMOUATA NALOKOV EYKAVUATOS (OTmS £puBpdTnTal, KVvnopog, oidnpa,
oAOKTOVa) 1 omoio cupPaivel TaydTEPa 0md TO VYN OIGUEVO.

Xe mepintwon yepovpyeiov N avoioOnTikdv, Oa Tpénet va avapépete 6To YaTpd oag 0Tt AapuPdvete
PritorPlus.

To PritorPlus umopei va givat AMyotepo amoTeEAEGUOTIKO GTN UEIMGT] TNG OPTNPLOKNG TTiEONS GE
poavpovg acHeveis.

Mowra ko éenpor
H ypnion tov PritorPlus og modid ko epnfovg £og v nAikio Tov 18 e1dv dev cuvicTdTot.

Alho @appoxa ko PritorPlus

Evnuepmote tov yiatpd 1 10V QopUaKOTOl0 oag 6V maipvete, £xete mpdoPaTa TapeL 1 propet vo

ndpete dAla edppoka. O yatpog cog pmopel va ypetaotel va aAlatel T 6001 aVTOV TV GAA®V

QUPUOKEVTIKAV Ay®Y®DV 1 Vo, APl GALEG TPOPVAAEELS. Xe LEPIKES TEPIMTMGELG UTOPEL VOl YPELNCTEL

VO GTOUOTNOETE VO AOUPAVETE KATO0, POPUOKEVTIKG TPOTOVTA. AVTO 0pOPE KUPIMS Ta.

QOPUOKEVTIKG TPOTOVTO TTOV OVOPEPOVTOL GTOV TOPUKATHO KOTAAOYO Kot AapPévovTol Tautdypova Le

to PritorPlus:

. DoproKEVTIKA TPOIOVTO TOL YPTCYLOTOLOVVTOL Y10 TNV LYY KATOL®V LOPPOV KATAOAYNG
Kot TePEYovV Aibo.

- DoppokevTikd Tpoidvta mov cuoyetilovral pe Yoaunio kAo oto aipa (vrokaAloipio) 6Twc
dAAa drovpnTikd (‘PAPLOKO TOV TPOKAAOVY aENHEVT] TOGOTNTO OVP®V®), NI KaBopTikd (TT.y.
KAGTOPEANL0), KOPTIKOGTEPOEWDN (.Y, TpedviLovn), ACTH (uia oppovn), appotepikivn (éva
AVTIUNKLTICIOKO Papuako), KapPevoEolovr (xpnoUoToLEiTOL Yio TNV 0Oy EAKOV TOV
GTOUATOG), VOTPLOVYOC TEVIKIAAIVI G (avTifloTiko) Kot GolkvAlkd 0&D Kot Tapdymya.

- dappoka Tov propel vo avNGovy Ta Eninedo KAAIOL TOV ailoTog OTME KAALOGUVTNPNTIKG
SoVPNTIKA, LTOKATAGTATO KOAIOV, VTOKATAGTATO AAATMV TOL TEPLEYOLV KAALO, OVOGTOAEIG
TOL HETOTPENTIKOV evivpov ¢ ayyetotevoivng (ACE), kukioomopivn (avoGOKATOGTOATIKO
PAPLOKO) Kot GAAC QOPUUKEVTIKE TPOIOVTO OTTMC 1| VATPLOUY0G NTopiv (AVTITNKTIKO)..

- Ddappoka Tov exnpedalovtal amd aALOYES TOV ETTESOV KOAIOL GTO QLo OTMC KAPSIOAOYIKA
oapuaka (m.y. dryo&ivn) N papuraka yio Tov ELEYY0 TOL KapdlakoD cag puOuov (T.y. Kvidivn,
S1o0TVPALLION, AULOSOPOVT), GOTOAOAN), PAPLLOKE TOV YPTCLLOTOLOVVTOL Y10 VONTIKEG
dwtapayéc (m.y. Betopdalivn, yropompoualivn, Aefopempopalivn) Kot dGAlo QappoKo OTmg
optopéva avTBloTikd (m.y. oTapeAro&acivn, Tevioudivn) 1| opicuéva eappaka yio tn Oepameia
AAAEPYIKADV aVTIOPAGEWDV (Y. TEPPEVADIVN).

- Dappoka yo T Oepaneio Tov dafnTn ((VGOLAIVES 1] ald TOL GTOUATOG TOPAYOVTEG OTTWC
HETPOPLivN).

- XoleoTupopivr Kot KOAEGTUTOAT|, PAPLOKA Y0 T HEIMON TV EMTESDV MBIV GTO Gipld.

- Ddppoka yro TNV avénon g apTnplKng Tieons, 6T vopudpevoAivn.

- Dappoka yo TN YOAAPOon TV LMV, OT®S Tovokovpapivi.



- Souminpopata ocPectiov 1/Kot copmAnpodpota frrapivng D.

- Avtiyohvepykd dapuaio (papuoie mov ¥pnotomotobvtol yio T Oepaneio pog oelpdg
SlTapay®V OTmMG KPAUTES YOOTPEVIEPIKOD, GTAGLIS 0VPOdOYOL KVGTNS, Ao, vOcog amd
LETAKIVIOELS, LoiKkol omacol, vocog tov Ilapkiveov kot g fondnrikd yio v avousOnocio)
OT®G aTPoTTivn Ko Pureptdévn.

- Apovtadivn (edppaxo mov ypnotponoteitol yia ) Beponeio g vosov tov [épkivoov Kat
emiong ypnowomoteiton yio tn Oepameia 1) TNV TPOANYT OPIGUEVEOV VOGOV TOL TPOKOAOVVTOL
oo 100G).

- Allo @éppoKa TOL ¥PNGHLOTOOVVTAL Y1, T Ogpameia TG VYNANG ApTNPLOKNG THESTG,
KOPTIKOGTEPOELDT, OVOAYNTIKA (OTS TO [UT) OTEPOEIDT AVTIQAEYUOVDOT papuake [MEZAD]),
oapuaka yio T Bepomeio Tov Kapkivov, Ty ovpikn apbpitida 1 apbpitida.

- Edv maipvete évav avactoléa MEA 1 olokipévn (PAéne eniong mAnpogopieg otnyv mapdypapo
«Mnv ypnopormomoete to PritorPlus» xon «Ilpogidonomoeig ko mpo@uAdeis»).

- Avyo&ivn.

To PritorPlus umopei va av&noet v avTomeptacikn dpdorn GAAOV QOPUAK®OVY, | PUPUAKOV LE
duvatotta peimong g aptnprokng mieong (m.y. baclofen, amifostine).

Emum\éov, n younAn aptnplokn wieon umopei va emdevmbel amd tn yp1iion aAKooA, fapPitovpikdv,
VOPKOTIKOV 1 avTIKATAOMATIKOV. AVTO Uropel vo, To Tapatnpnoete og LaAn 6tav onkoveste opodiot.
®a mpénet vo cupfovievteite To yloTpd cog dv Tpémel va pvBuicete tn 6661 TOV GALOL POPUAKOL
eve AopPavere to PritorPlus.

H dpdon tov PritorPlus umopei va peimBet av Aapfdavere MEAD (un 6TepOELdN OVTIPAEYLOVMON
oapuaka .y acnipivy 1 ovmpoeaivn).

To PritorPlus pe Tpo@1n Kot 01vomveLpOTMOM

Mmnopeite va maipvete to PritorPlus pe 1 xopig tpoen.

Amo@lyeTe TNV KATAVAAWDGT) OVOTVELUATMOMV HEYPL Vo, amevBuvieite tov Yiotpod cac. Ta
OLVOTLVEDIOTMON UTOPEL VO TPOKAAEGOVY TEPAULTEP® LEIDOT) TNV OPTNPLOKN GaG TTigoT 1/Kat va
avéNnoovy tov kivovvo va arcBavieite (dAn N advvopio.

Kinon kot Oniaopog

Konon

Oo TpEmeL vaL EVIUEPDCETE TOV Y1TPO GOG Qv vouilete 0Tt giote () unopei va peivete) €ykvoc.
Kavovikd, o yiotpdg cog 0o cag copPovréyel va otapommoste va Aapupdvete to PritorPlus
TPOToL UEiveTe £ykvog N LOAIG pnabete OTL Kvogopeite kal Oa o cupfoviedost va Aapete GAAO
oapuaxo ovti tov PritorPlus. To PritorPlus 6g cuviotdton katd tn didpkeia tng Kimong kot o€ Oa
TPETEL VO, AUPAVETOL LLETE TO TPMTO TPIUNVO TNG KONONG, Kabmg pmopel va mpokaiésel cofapn
BAGPN oto Bpéeog cag eav ypnotpomomOei petd to TP@TO TPIUNVO TG KONONG.

ONnAacpog
Evnuepaote tov yrotpd oag edv Onialete | mpokertan va, Eekivnoete to Onhacpo. To PritorPlus

decvvioTtdrtal o€ uNTéPeES o1 omoieg ONAGLovV Kal 0 YTpog 6ag popel vo emAEEEL EVOALUKTIKN
Oepaneio yia eodg edv embopeite va Onidoere.

Oonynon ko EPLGROS PNy avnpdTmv

Mepikd dtopa arcBdavovtal (GAn 1 kénwon katd tn didpkela Oepaneiog
ue PritorPlus. Av aueOavOeite {aAn 1) kOmwomn, Unv 0dNYNOETE N YEWPLOTEITE UNY OV UATO.

To PritorPlus mepiéyer vatpro
To @dppako avtd mepiéyet Aydtepo and 1 mmol vatpiov (23 mg) avd diokio, sivar avtd OV
ovopdlovpe «ehevBepo vaTpiovy.



To PritorPlus wepiéyel cdxyoapo wov Ppicketrar 6to yaro (Aaxktoln)
Av 0 yuTpdg Gag, oag evUEpmaoe OTL £xete dSuoaveSin GE OPIGUEVA GAKYOPO, ETKOWVMOVINGTE LLE TOV
YTpd oG TPV TAPETE OVTO TO PAPLOKO.

To PritorPlus wepiéyer sopprroin
Av10 10 Pdppaxo epEyel 169 mg copPrioing oe kdbe diokio.

3. Iog va wapete to PritorPlus

[Tévtote va TaipveTE TO PAPHOKO CVTO GVCTNPA COUPMOVA LE TIC 001 YIEC TOL Y1aTPOL Goc. Edv €xete
apeiPoriec, pmTAGTE TOV YATPO 1] TOV POPUAKOTOLO GOGC.

H ocvvietdpevn do6on eivar éva diokio, pio popd v nuépa.

IIpoonabnote va Aapfaverte to diokio v id1a dpo Kadnuepvds. Mropeite va maipvete to PritorPlus
ue M yopic eaynto. Ta diokio Oa tpénet va kotamivovton pali pe vepd 1 GALO Un- aAKOO0A0VYO TOTO.
Eivar onpavtikd va Aappdavete 1o PritorPlus xéfe nuépa péypt o yotpodg 6og vo GUGTHGEL KATL

QO PETIKO.

Edv 1o ap oag de Aettovpyei cwotd 1 cuving d6on de Ba mpémel vo vrepPaivel ta 40 mg /12,5 mg
Lo popa TV NUEPQL.

Edv mapete peyorvtepn 66on PritorPlus amd tnv kavovikn

Av tuyaio AMaPete peydio apBpod diokiov PUmopel va ELPOVICETE GUUTTMOUATA OTMS YOUNAT Tigom
aipatog kot tayvkapdic. Exovv emiong avagepbel Bpadvkapdia, (AN, ELETOC Kot HELOWUEVT] VEQPIKY
Aertovpyio, TEPILOUPAVOUEVIC VEPPIKNG AVETAPKELNG. AdY® TOL GLGTATIKOD VOPOYAWPODELlidn,
OMNUOVTIKA YoUMAN TiEGT QUIOTOG Ko YaunAd enimeda KaAiov pumopel emiong va couPfodv, Tov umopsei
Vo 001 YIO0VY GE VOUTio, VITVNALL Kol LOTKEG KPAUTEG 1)/K0L aKAVOVIGTO Kapdtakd puOud
GUGYETILOUEVO LE TAVTOYPOVT] YPNOT QUPLAK®OV OTTMG 1) SUKTVAITION 1) CUYKEKPIUEVEC OVTLOPPLOpLKEG
ayayéc. Emucotvaviote auéowg e Tov y1oTpd Gog, TOV QUPLOKOTO0 GOG 1 LLE TO TUNUO ETEYOVTOV
TEPIOTATIKMV TOL TANGLEGTEPOL VOGOKOUEIOL.

Eav Eeydoete vo wapete 1o PritorPlus

Av Egydoete va mapete pia 060, unv avnovynoete. [lapte ) 660m apéomg poilg to Buundeite ko
KATOMY CLVEYIOTE OTMG TTPONYOLUEVMG. AV gV TAPETE TO d10Ki0 KAmOLO NUEPX, TAPTE TNV KOVOVIKY|
doo1 v enouevn nuépa. Mnyv mdpete SITAN SOCT Y10 VO AVATANPAOCETE TN 000N 7oL EgYdoaTte.

Edv éxete meplocOTEpEG EPOTIOELS GYETIKA LLE T YPTOT] AVTOV TOV QUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GG,

4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KO AVTO TO PAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 0gv Tapovolalovtal 6 GAOVG TOVG AVEPOTOLG.

Kamoieg avemOOunteg evépyeleg pmopel va givar cofapés ko vo, yperdlovror Guecn 1o Tpuki)
mopaKorovOnon:

B0 mpénel va, emiokePOEite TOV YIOTPO GOG AUECHS EAV EUPOVICETE KATOL0 OO TA TUPUKATM
GUUTTOLOTOL:

Zyn* (ovyvé amokaAovpevn «dNAnTnpiocn aipatogy), eival o cofapn LOAVLVGT| LLE PAEYLLOVMOM
ATAVTNOT G OAO TO GOUA), TAYXELN SLOYKMOT TOL dEPIATOG Kot TV PAEVVOYOV®V (aryyetooidnua),
GYNUOTIGUOC PAVKTOVOV Kol EEPAOVIIGO, TG AVATEPNS GTOPASNS TOV SEPUATOC (TOEIKN EMOEPUIKT
vekpOAvon). AVTEG o1 avemBOUNTEG EVEPYELES eivan omtdvieg (Lmopel va emnpedoovy £w¢ 1 oTovg



1.000 avBpdmovg) 1 dyvmatng cuyvotntog (Toikn emideputkn vekpoivo) oAld eivar eEopetikd
coPoapéc kat o1 acBeveig Ba mpémet va SlakdWoLV TN ARYT] TOL PAPUAKOL Kot Vo, ETeKEPOOHY TOV
YTpd TOVG ApEcS. EGv autég ol emOpAGELS dEV AVTILETOTIGTOVV, UTOPEL va £xovv potpaia Ekfoor).
‘Eyel mapatnpnOei avénpévn cuyvotnta epeaviong cnymg Ue TEAUICAPTAVN LOVo, ®GTOGO OgV UTOpEl
va amokAelsOet yia to PritorPlus.

MBavég avemBOuNTES EvEPYELEG TOV PritorPlus:

Yoyvég avemBounteg evépyeres (umopei va exnpedoovy £0¢ 1 otovg 10 avlpamovg)
Z6én

Oy ovyvég avemBopntes evépyereg (umopel va ennpedocovy £mg 1 atovg 100 avlpamovg)
Mewopéva enineda Kariov aipatog, ayyog, Amodupio (cvykonn), aicOnua eayodpag, aicOnua akidwv
ka1 Berovav (mapaictncia), aicOnuo teptotpong (iAtyyog), Yp1yopog Kapdtakog puouog
(toyuxapdia), drotapayis Kapdakoh puOpol, YaUnAn apTnplaK Tieon, amdOTOUN TTAOCT APTNPLUKNS
mieong katd Vv £yepon, Aaydviacua (dvomvoln), dStdppota, ENpoctopiio, HETEMPIGUOS, OGPLAAYia,
UUiKOG 6TAGUAC, LVTKOC TOVOG, GTLTIKT SVGAELTOVPYIR (AVIKOVOTNTO VO OTOKTHGEL ] VO SL0TN P OEL
o1O0M), Bwpakikdc TOVOG, avEnuéva enineda ovptkoL 0EEMG GTO QoL

Yravieg avem@ounteg evépyereg (umopei va exnpedsovy £mg 1 otovg 1.000 avlpamovg)
dAeypovn Tov Tvevpova, (Bpoyyitida), evepyomoinomn 1 EXIOEVOOT GLGTNUATIKOD EPLONUOTOIOVS
AbKoL (o acBévela Katd TV 0Tolo TO AVOGOTOINTIKO GUGTILLN TOV GMUOTOG EMTIOETAL TO GO KOt
TpoKaiel TOVO otV Apbpwon, deppatikd e&ovOnuata Kot TopeTd)” KOVAYYN, PAEYLOVAOIEIS KOATOL,
aicOnpa OAyMc (katdOAnym), duokorio emélevonc vvov (abmvia), dtoTapayuévn 6pact), SOuoKoiio
aVamVoNngs, KOIMaKOg TOVog, SuGKOMATNTA, LeETEMPIoUOS (duoTeyia), aicOnua acbeveiag (petog),
(QAEYLLOVT] TOV GTOUAYOV (YULOTPITION), LN GLGLOAOYIKY NTATIKY Agttovpyia (mepiocdtepo mbavY| 6
lanwvec acbeveic), epubpotnTa dépuatog (epOnUA), dALEPYIKES OVTIOPACELS OTTMG KVNOUOGC N
gEavonua, avénuévn gpidpwan, e&dvinua (kvidmon), Tévog apbpdcewv (apbpalyin) kot TOVOC 6TA
dcpa, Puikég KpAumes, ypImndong acévela, Tovog, YopnAd enineda vatpiov, avénpéva eminedo
KpeaTvivig, NTOTIKOV eVEOUOV 1} KPEATVOQP®MOPOKIVACNG GTO ifLaL.

AvemBOunteg evépyeieg mov Exovv avapepbel pe Kabe Eva amd To LEPOVMUEVO GUCTOTIKG UITOPEL VoL
amoteloOv mbavég avemBounteg evépyeteg tov PritorPlus, av kot dev éxovv mapatnpnBei oe KAvicég
UEAETEG e VTO TO TTPOTOV.

Telmisartan
e aobeveic mov AapPdavovy pudvo telmisartan ot akdrovOeg emmpoceteg avemBOUNTEC EVEPYELEC
£yovv avapepbst:

Oy ovyvég avemBuuNTES evépyereg (umopel va exnpeacovy £m¢ 1 otovg 100 avOpdmTovc)
AolpumEn Tov aVATEPOV AVOTVEVGTIKOD GUGTHATOC (T.). KOVAYYN, PAEYUOVMOEIC KOATOL, KOO
KPLOAGYN W), OVPOAOIUMEELS, avemdpkeln epuBpokvTTApOV (avaipia), VYNAG enimeda KaAiov,
YOUNAOG Kopdiakog puBuoc (Bpadukapdia), fyag, VEPPLKT SOVGAEITOLPYIO GUUTEPIAAUPBOVOUEVIC
oeiog veppikng avendpkelog, advvapio.

Yrdwvieg avemBOunTeg evépysieg (pmopei va exnpedcovy émg 1 otovg 1.000 avOpdmovc)
XounAog aptduog arpometarmv (Opopuporevia), adéENcn GLYKEKPIUEVOY AEVKOKVTTAP®OV
(noowoeiria), coPapn aliepykn avtidpaon (w.y. vepevUcONGia, OVAPLANKTIKY avTidopao,
QOPUOKELTIKO EAVONLA), YoUnAd emtineda cakydpov oto aipa (og daPrnrikodg acbeveig), vTvniia,
dwoTapayéc otoudyov, Exlepa (Lo dtatapoyn Tov dEPUATOS), GPOP®GET, PAEYLOV TOV TEVOVTOV,
HELOUEVT anpos@atpivn (Hio TpoTeivy Tov aipotog).

IoAd omavieg avemOounTeg evépyeleg (umopel va ennpeacovy £mg 1 atovg 10.000 avOpdmwovg)
IIpoodevTikny dNpovpYic OLVANC TOV TVELLOVIKOD 16TOV (O1dpeon Tvevpovomddeiao)™ *

* To couPdv pmopei va cuvEPT Tuyaia 1 Bo propovoe va oyetileTon Le £vo TPOgG 10 TaPOV AyvmoTo
unxovicpo.



**"Exovv avapepbel mepTTdGEIS TPOOSELTIKNG dNULOVPYING OVANG TOL TVEVUOVIKOD 1GTOV KATAH TN
MM teEMsaptdvne. Qotdco, dev eival Yvmoto 4V artio fTay 1 TEAGOPTAV.

YopoyrmpoBeralion
e aoBeveig mov Aapfdavovy pdvo vopoyrlwpoberalidn ot akdrovbeg emmpdcobeteg avemBounteg
gvépyeleg Exovv avapepbet:

Yoyvég avemBounteg evépyeres (umopei va exnpedoovy £0¢ 1 otovg 10 avlpamovg)
AioOnpo acBeveiag (vavtia), yoapnAd eninedo poyvnoiov oto aipa.

Xrdwviec avemBounteg evépyseieg (nmopei va exnpedoovv émg 1 otovg 1.000 avOpdmovg)
Meiwon tov aiponetaiioy, To omoio avédvel Tov Kivouvo aipoppayiog i exyoumcemv (UiKpd pop-
KOKKIVOL GNILAd10 6TO dEPUA 1) GALO 16TO TTOL TPOKOAOVVTOL OO ALoppayiat), VYNAO EMiTESO
acPeotiov oTo aipo, KeQAAUAyia.

IIoA0 omavieg avemBoupnteg evépyereg (umopei va emnpedsovy £émg 1 otovg 10.000 avOpdmovg)
Avénuévo pH (Swtapayn g o&eofacikng iwwoppomiog) Aoy xouniob enumédov yAmpiov 6To aipla.

Mn yvootéc (1 ovyvotnTe 08V pmopel va ekTiun0sei pe Baon ta owedéoipa deoopéva)

QAEYLLOVT] TOV GLEAOYOVOL 0dEVE, KAPKIVOG TOV OEPUATOC KOl TV XEMMVY (U1 LEAOVOUOTIKOG
Kapkivog Tov 6€ppratog), peimon Tov aptBpod (1] oKopa Kot EAAENYT) TOV KUTTAPWOV GTO O,
GUUTEPTAAUPAVOUEVOL TOL YAUNAOD aplBuoD epLOPOY Kol AEVKOV aLocPalpimy 6To aipa (avouio),
coPopéc aAAePYIKEG aVTIOPAGELS (TT.). VTTEPELAGONGIO, OVOPLVAAKTIKY OVTIOPUCT)), LELOUEVN 1|
ammAeln TG 0peEng, avnouyia, {dAn, Bappog N Kitpiviopa g dpaonc, Leimon T Opacng Kot TOVog
610 pdtt (mbavd onpeia cuGGMOPEVOTG LYPOL GTN AYYEWKT oTIBASA TOV 0POAALOD (aTOKOAAN O
¥0p1oedovg) N o&elag puomiog 1 0££0g YAAVKMOUATOG KAEIGTNG YOVING), PAEYLOVT OUOQPOPOV ayYEi®DY
(VEKPOTIKT OyYEUTION), PAEYIOVT] TOV TOYKPEATOS, SLOTAPAYEC CTOUGYOV, KITPIVIGUO TOV dEPUATOG 1|
TV 0PBaAUDV (1kTEPOC), GHVIPOLO TPOGOHOLALoV pe AVKO (Lol KOTAGTOON ToL Hipleitan po acévein
OVOLOTL GLGTILOTIKOG EPLONUATMONG ADKOG KATH TNV 0TTOi0 TO OVOGOTOUTIKO GOGTILLO TOV CAOUATOG
emtifetol To cOUN)  SUTOPUYES TOV SEPUATOC OTTMG PAEYLOVH TOV AYYEIDV TOL OLOTOC GTO dEPLLO,
avénpévn evaictnoio oto nhakd Ems, e&avOnua, puOPOTNTA TOL SEPHOTOS, PAVKTAIVESG TOV XEIMMDYV,
TV 0PBIAUDV 1) TOV 6TOHOTOS, EEPAOVIIGHA TOV dEPUATOG, TVPETOS (TBAVE onueic. TOADHOPPOV
£pLOMUATOC), advvapic, EAEYLOVT] TOV VEPPGOV 1 dtoTapayn TNG VEPPIKNG Asttovpyiag, YAvkoln ota
obpa (YAvkolovpia), mopetds, SloTapayUEVn 1I60PPOTIo NAEKTPOAVTOV, avéEnpéva emineda
YOANOTEPOANG QipATOC, PEIWUEVOG OYKOG OUOTOS, avénuéva emimeda YAVKOLNG 6To aiplo, dSuGKoAin
GTOV EAEYYO TOV EMTEd®V YAVKOINC GTO aipa/ oTo 0Vpa o€ 0oBeveic e d1ayvmon cakyap®O0vg
dwafrtn, N Amdiov oto aipa.

Ava@opd avemOOunTOV evepyELOdV

Edv mapotnproete Kamolo avemBOpunTn evépyeLd, EVILEPMDGTE TOV YATPO 1] TOV QOPLOKOTOLO GUGC.
Av10 1oyt Kot Yo kéOe mbavr avemBountn evépyela Tov OgV AVaPEPETAL GTO TAPOV PUALO 0dNYIDV
xpnons. Mmopeite emiong va avapépete avemBounteg evépyeieg anevbeiag, péow Tov Bvikod
GLOTHKOTOC OVaPOPAC amevdeiog:

EAlLada

EBvikdg Opyaviopog Gapudkmv
Meocoyeimv 284

GR-15562 XoAapyog, Adnva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iototomog: http://www.eof.gr

Kvnpog

DQoappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiag
CY-1475 Agvkooia



TnA: +357 22608607
Dog: +357 22608669
Iotétonog: www.moh.gov.cy/phs.

Méow g avagopds avemBOunToV gvepyeldv pumopeite va fondncete 6t cLALOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPAVIOS POPLAKOV.

5. [®g va puracoete To PritorPlus
To @dppaxo ovtd TPémel va PLAACCETAL GE PEPT] TOL OgV TO PAETOVV Kot Ogv TO POAVOLY Ta TOLILEL.

Na pn xpnoonoteite avtd T0 PAPUOKO UETE TV NUepOUNVia, ANENS TOV aVOQEPETAL GTO KOVTL PETA
mv «AHEH». H nuepounvio AnEng etvor n tehevtoio nuépa Tov piva Tov ava@EpeTol eKel.

Agv vdpyovv €1d1kéG 0dNyieg Bepuokpaciog dlaTHpNong Yo To TPoidv avtd. DVAGcoETE GTNV APYIKN
GLOKELOCIO Y10 VO TPOGTATEDETOL ATO TNV VYpacia. Apapéote To diokio PritorPlus amd v xoyéin
UOVo aUECHOG TPV ATd TN AYM.

[epiotacioka, 1 emtepikn otifada Tov blister droywpileTor amod TV ecwTEPIKN OTIPASH UETAED TV
Onkav Tov blister. Aev yperdleton va kbvete kdmola evépyeta av ovtd GUPeL.

Mnv mtetdite @APLAKO GTO VEPO TNG AMOYETEVOTG 1] OTA OKLOK( amoppippoto. Potiote tov
(OPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLLAKO TTOL JEV YPNCLUOTOLEiTE T AvTtd Ta pétpa Ba
BonBnocovv oty mpoctacio Tov TePPaAiovTtog.

6. Iepreydpeva TG GVOKEVAGIAG KO AOUTEG TANPOPOPIES

T egpréyer o PritorPlus

o O1 dpacTikég ovoieg gival o telmisartan kot 1 vopoyrAwpoberalion. Kdabe diokio mepiéyel 40 mg
telmisartan kot 12,5 mg vépoyrwpobeialiong.

o Ta dAlo ovotatikd eivar Lactose monohydrate, magnesium stearate, maize starch, meglumine,
microcrystalline cellulose, povidone K25, red iron oxide (E172), sodium hydroxide, sodium
starch glycollate (type A), sorbitol (E420).

Ep@évion tov PritorPlus kol wepieyépeva Tne 6cV6KeLAGIOS

Ta PritorPlus 40 mg/ 12,5 mg dioxio. €ivat KOKKIVOL KOl AOTPO, EXUNKOVS GYNLOTOS UE 300 OTPOGELS
ot omoia Elvar yopoyuévo To AoyOTLTO TG ETALPELNG Kat 0 Kmdikog H4.

To PritorPlus dwatifeton o cuokevacieg blister mov mepiéyovv 14, 28, 30, 56, 90 1 98 diokia, 1
ovokevaoieg blister pog 66ong mov epigyovy 28 X 1 diokia.

Mmropei vo v KuKAOQOpOUV OAEG 01 GLOKEVAGIEG OTI YDPO. GUGC.

Kartoyog Adcrog Kvkhogopiag Iopoaockevaotig
Bayer AG Bayer AG

51368 Leverkusen Kaiser-Wilhelm-Allee
I'eppovia 51368 Leverkusen

Feppovia



T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPLOKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBouvbeite otov TomKd avimpdowmo Tov Katdyov g Adetog Kukhopopioc.

EA0LGoa

Bayer EAlég ABEE

TnA:  +30 210618 75 00
Kvbmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58

To mapov AL 0dNYLOV yprions avadewpnOnke Yo e evTaio Qopd oTig 06/2021.
Addeg TNYEG TANPOPOPLOV

Agntopepeic mAnpoeopieg yio to pappako avtd eivat drabéoipeg 6to diktvakd TOmo ToL Evponaikov
Opyavicpov Papudakmv: http://www.ema.europa.eu.
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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

PritorPlus 80 mg /12,5 mg dwoxia
telmisartan/ vopoyAwpobealion

Awpdote TPooeEKTIKG 0AOKANPO TO PVIAO 00N VIOV YPT|ONG TTPLV APYICETE VO TAIPVETE AVTO TO

PappoKo, O10TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépom amopiec, poTNOTE TOV Y1ATPO 1) TOV GOPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 eapproko xopnynbnke amokAEloTIKd Yio 60G. AV TPETEL VoL SDCETE TO
@apuoko o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete Kamolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV PUPUAKOTOLO 1|
TOV VOGOKOUO G0¢. ALTo 1oY0€L Kat Yo Kafe mhavn avemBOUNTN eVEPYELD TOV OEV OVAPEPETOL
670 TapHY PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T etvon to PritorPlus kot mowa v ) yprion tov

T mpénet va yvopilete mpv tapete 1o PritorPlus

[odg va napete to PritorPlus

[MBovég avemBOunTeg evépyeteg

IMog va pvidooete to PritorPlus

[epreydpeva g cvokevaciog Kot AOTEC TANPoPopieg

Uk wdE

1. Th givar to PritorPlus ko wowa givar n ypiion Tov

To PritorPlus eivat cuvévacuoc dvo dpacTik®y ovcidYv, Tov telmisartan kat tng vOpoyAmpodelaliong
o¢ éva olokio. Kot ot dHo avtég ovoieg fonbovv otov Edeyyo Tng LYNANG ApTNPLOKNG GG THECTS.

To telmisartan aviKel G€ piot OLLASO QPUPUAK®OVY TOV EIVOL YVOGTO O OVTOYDVIGTES TOV
vrodoyéa g ayysoteveivng II. H ayygioteveivn 11 etvon pia ynpikn ovoia mov mapdyetol 6to
OO0 GOG KOl GUOTA TO. AyYELN GOG OTOTE 1 APTNPLOKT Gag wieon avéaverat. To telmisartan
amokAgigl avTn TV emidpacn ¢ ayystotevaivng Il kdvovtag ta ayyeia cog va yorlapodvovy
KO 1] 0PTNPLOKN GOG TECT] LELDVETOL.

H vépoyrwpoberalion aviket oe pio Kornyopia @apudkmy mov ovopdlovtot Ogialidud
dovpnTiKd To omoio TPoKaAOVY avénon ¢ dtobpnong, n oroia 0dNyel o€ peiwon g
OPTNPLOKNG GOG TTEOTG.

H vymAn aptnplaxn micon, edv ¢ Oepamevbet, umopel va PAGyEL To a1po@opo. ayyeio o€ dtdpopa
Opyova. Kot 1) 0Toio, Utopel vor 00N yNoeL KAmoeg POPEC G€ KapOLoKT TPOGPOAT, KApSIOKT 1| VEQPPIKT
avemapKeLD, YKEPOAKO 1 TOPA®on. H vynAn aptnplokn mtieon cuvinBwg dev £yl cuumtdpOTO
TPoToL dnuovpynBovyv ot PAGPec. OTodTE gival GNUOVTIKY 1] TOKTIKT TOPAKOAOVON G| TG OPTNPLOKTG
TEGEMG TTPOKEIUEVOL VO SIUTICTAOVETAL EGV VAL EVTOC TMV PLUGIOAOYIKOV 0picv 1 OYL.

To PritorPlus ypnoiwpomoreital og aymyn yio v vynin aptnplokn tieorn (10tomadng vaéptacn) o€
EVNAIKEC TOV OTTOIMV 1) APTNPLOKN TLECT) 0V EAEYYETAL TKOVOTTOINTIKA OTay TO telmisartan
¥PNOLoTOEITAL WG povobepameia.

2. Tvpéner va yvopilete npwv mapete to PritorPlus

Mnyv wapete to PritorPlus

- o€ mepinT®on aAlepyiog oto telmisartan 1} 6 00100NTOTE GALO OO TO GLGTATIKA AVTOD TOV
QOPUAKOL (OVaPEPOVTOL 6TV Tapdypapo 6).

- o€ mepintwon aAlepyiog otnv VOPoyAmpPobelalion 1 o€ omol0dMTOTE GAAO PAPLOKO TOPEYMYO
— GOLAPOVOLIONC.
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€y &yete mePACEL TO TPOTO TPiUNVo ¢ konong. (Etvar emiong mpotidtepo va amopevyeTal TO
PritorPlus otmv apyn g Kdmong — deite v mapdypopo Komon)

€qv €xete coPfapd TPoPANUATO LE TO IO GOG OTWS YOAOSTACN | ATOPPUEN TV YOANPOPOV
(mpofAnuata pe T pon Tng YOANS 0md To NP Ko T XOANd0Y0 KOGTN) 1| OTOL0dNTOTE GAAN
cofapn nrotikn voco.

edv €xete coPfopn vePpikn voco.

€4v o yutpog cag kabopioet 6TL Exete YaunAd eminedo KoAiov | VYNAL enineda acPeotiov 6ToO
aipa cog To omoia dev PEATUOVOVTOL LE TV OYOYY).

edv €xete dwaPrtn N dwtapoypévn veepikn Aettovpyia kot Aappdvete ayoyn pe £va edppoko
OV PEUDVEL TNV OPTNPLOKT] TECT KOl TEPLEYEL OACKLIPEVT).

Av K4t and o TOPATAVE 16YVEL Y10 EGAC, VAL EWOOTOGETE TO YLOTPO 1] TO PAPLOKOTOLd GO TPLY VA
AaPete o PritorPlus.

Ipocdomomjoeis ko TPoPLAGEELS
AmevBuvbeite otov yratpd cog Tpwv mapete to PritorPlus edv ndoyete N €bv eiyate moté epeaviost
Kol oo TIC 0KOAOLOES KATAGTAGELG 1] VOGOLG:

XounAn aptnplokn wieon (vrdtacn), mhavov va cupfel edv £xete apudotmbel (exTeTapévn
ATMOAELD VYPOV TOV COUATOG) 1| EYETE EAMAELYT GAATOG AOY® O10VPNTIKNG Ay®YNS («@apuao
OV TTPOKOAAOVY aVENUEVT TOGOTNTO 0VP®VY), dlOLTa YOUNAT G€ AATa, S1aPPOoLa, ELETO, N
apodtgAvoT).

Neppikn vOG0 1| LETOUOGYEVCT) VEQPPOU.

21éveon veepikn aptnpiag (6TEVOGT TV OUoPOpOV ayYEiDV Gg Evav 1 Kol 6TOVG 00O
veQPOVC).

Hratum vococ.

Kapdiakd mpopinua.

Awpn.

Ovpw) apBpitido.

YynAd exninedo aAdoctepovng (Katakpatnon VOUTOg Kot GANTOS GTO OO G GUVOVAGHO LE
dloTapayn TS 16oPPOTILNG SLaPOPOV 1YVOCTOLXEI®Y TOL OiUATOQ)

Zvomnpatikd epunpatddn AvKo (Tov avaeépetal eniong, wg «Abkoo» 1| «SLE») pia vocog mov
TO OVOGOTOWTIKO GUGTN O TOV CAOUATOG EMTIOETOL 6TO 1010 TO GO

H dpactikn ovcia vdpoyAwpobeialion uropei va mpokarécet pio acuviiotn avtidpaot, Tov
€xel g amotéheosa peiwon g dpaong Kol TOVo 6To PATL. Avtd pmopel va gival GuUTTOHOTO
GLUGGMPEVOTG VYPOV GTNV YYEWNKT GTIPAdA TOV 0EOUALOV (ATOKOAANGT XOPLOEBOVG) 1
avENUéEVNC TTieoNC 6TO UATL GOC KoL UTOPEL VO, EUPOVIOTODV UEGH OTIC TPMTEG DPEC 1| MG TIC
TpmTeG Efdouddeg mov maipvete PritorPlus. Edv 0e Ogpamevbel, avtd umopei va odnyncel o
poviun datapoyn TG Opaong.

Av glyoate eppavicel Kapkivo Tov dEPUATOG 6TO TaPEABOV 1| oV EKONADGCETE U1 AVOUEVOUEVES
depuotikég PAGPeC kata T didpkela ¢ Oepaneiog. H Oepameio pe vopoyrmpoberalion, 1dimg
Yl LOKPOYPOVID YPTOT] GE VYNAEG SOCELS, EVOEXETOL VO, AVENGEL TOV KIVOLVO EPOAVIONG
OPICUEVOV TOTTOV KOPKIVOL TOL dEPHOTOG KOl T®V YEMMV (U1 HEAAVOUATIKOG KOPKIVOG TOV
dépuotoc). [lpootatedere to dépa oag amd TV NALOKT KoL TNV LLEPLDOON AKTIVOPOAI0 KOTA TN
Mwyn tov PritorPlus.

AmevBuvleite oTov YioTpo cog mpv ndpete to PritorPlus:

€4v Aappdvete, omol0dNTOTE OO TO TOPAKAT® PAPLLOKE, TTOV YPTCLULOTOL0VVTOL Yia T Oepameia
™G VYNANG apTnplakig Tieong:

- évav avaotoréa MEA (v mapddetypa evarampidn, Movompidn, paumpidn ), Wwitepa e6v
£xete veQpikd mpoPAnpata Tov oyetilovrat pe dapnTn.

- QALOKIPEVN

O 10tpdc cog umopel va eEAEYEEL TN VEPPIKT| GO AEITOVPYIQ, TNV CPTNPLOKT GOC TEST] KOl TNV
TOGOTNTA TOV NAEKTPOAVT®V (T.). KOAO) GTO Cijlol 00G G€ TOKTA daothpata. BAéne eniong
TANPOPOPiec otV TaPdypopo « Mnv ypnoipomorcete to PritorPlusy.

gbv Aappdvete dryo&ivn.
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Ba TpEMEL VO AVAPEPETE GTO YLOTPO Gag v vouilete 0Tt glote (1 umopei va peivete) £ykvog. To
PritorPlus dev cuvictdtot oty apyn g Kimong kot dg Ba mpénet va AapPaveton edv £xete mepdoet
TO TPOTO TPIUNVO NG KONOTG, KabDS puropel va mpokariécsel coPapn PAAPT 610 Bpépog Gog edv
ypnoorombel g avtd To 6TAd10 (dgite TNV TOpdypapo Konon).

H ayoyn pe vdpoyrmpoberalion pumopel vo TpoKaAEGEL S1Tapayn TOV NAEKTPOAVTAOV TOV CAOLATOG.
TomiKA CUUTTOLOTO SOTAPAYNS TOV VYP®Y 1| NAEKTPOALTAOV TEPpAapPdvouy Enpootopia,
eEacBévnon, AMMBapyo, vevniia, vevpkodTa, VKO TOVO 1] KPAUTES, VaTia (TAoT TPOG EUETO),
£ETO, KOTMON TOV HVOV, Kot TatoAoyikd ypryopo kapdiokd pulud (ypnyopdtepo amd 100 maipoie
ava Aento). Eqv eppavicete kATl omd avtd Oo TPETEL VO TO AVOQEPETE GTOV YLOTPO GOC.

®a mpémet EMIONG VO AVOQEPETE GTO YLOTPO GOG , EAV TAPATNPNCETE ALENUEVT EvancOnGia Tov
OEPLLOITOC GTOV MAL0 E GUUTTMOUOATA NALOKOV EYKOOUATOS (OTmS puOpdTNTa, KVnopog, oidnua,
@AvKTOWVO) M omoio cupPaivel TaydTEPa 0O TO GUVNOIGUEVO.

Xe mepintwon yepovpyeiov N avoioOnTikdyv, Oa Tpénet va avapépete 6To YaTpd oag 0Tt AapuPdvete
PritorPlus.

To PritorPlus pmopei va givot Aydtepo amoteAeoHOTIKO GTN LEIMOT] TNG APTNPLOKNG TEONS GE
puoavpovg acbeveic.

Howowd xon £pnpor
H ypnomn tov PritorPlus 6€ maid1d kot eprfovg Emg v nhikio tov 18 etdv dev cuvicTdTol.

Alro pappoxa ko PritorPlus

Evnuepdote tov yratpd 1 Tov popLoKoTold cag Qv TOIPVETE, £XETE TPOCPOTA TAPEL 1] LTOPEL VAL

mhpete GALa papuoko. O ylotpdg cog pumopet va ypelaotel va aAAAEEL T 006N AVTOV TOV GAA®V

QUPUOKEVTIKAOV Ay®Y®DV 1 Vo, APl GALEG TPOPVAAEELS. Xe PEPIKES TEPIMTMOGELG UTOPEL VO Y PELOCTEL

VO GTOUOTNCETE VO AAUPAVETE KATO0 APUAKEVLTIKA TPOIOVTA. AVTO 0pOpd KLPIMG TO POPLUKEVTIKA

TPOTOVTA, TTOV AVOPEPOVTUL GTOV TAPOUKATO KOTAAOYO Kot Aappdvovtol tavutdypova pe to PritorPlus:

. DoproKeELTIKA TPOIOVTO TOL YPTCYLOTOLOVVTOL Y10 TNV AY®YN KATOL®V LOPPOV KATAOAYNG
Kot TePEYovV Aibo.

- DoppokevTikd Tpoidvta mov cuoyetilovral pe Younio kAo oto aipa (vrokaAlaipio) 6Twc
dAAa drovpnTikd (‘PAPLOKO TOV TPOKAAOVY aENUEVT] TOGOTNTO 0VP®V®), NI KaBopTikd (7).
KOGTOPELNL0), KOPTIKOGTEPOELDN (T.). mpedvitovn), ACTH (pia oppovn), apeotepikivn (éva
AVTIUNKVTICIOKO PapUaKo), KapPevoEolovr (xpnouonoteiTol yio TV oYy EAKOV ToV
GTOUOTOG), VaTPLoU)0G TeVIKIMAIVI G (avTifrotikd) Kot GaAtkuAlko oD kot Tapdywya.

- Ddappoka Tov propel vo anNGouy Ta EMinedo KAAIOV TOV aipoTog OTMC KAALOGUVTNPNTIKA
SoVPNTIKA, LTOKATAGTATO KOAIOV, VTOKATAGTATO AAATMV TOL TEPLEYOLV KAALO, OVOGTOAEIG
TOL HETOTPENTIKOV evivpov ¢ ayyelotevoivng (ACE), kukioomopivn (avoGOKATOGTOATIKO
QAPLOKO) Kot GAAC QOPUUKEVTIKE TPOIOVTO OTTMC 1) VATPLovY0G NIapivn (AVTITNKTIKO)..

- Dddappoka Tov exnpedalovtal amd aALOYEG TOV ETTESOV KOAIOL GTO QLo OTMC KAPSIOAOYIKE
oapuaka (m.y. dryo&ivn) N papuraka yio Tov ELEYY0 TOL KapdlakoD cag puOuov (T.y. Kvidivn,
SLGoTVPOUION, OUI®O0PAVT), GOTOAOAN), PAPLLOKE TOV YPTCLULOTOIOVVTOL Y10 VOT|TIKEG
dwtapayéc (m.y. Betopdalivn, yropompoualivn, Aefopempopalivn) Kot GAlo QappoKo OTmg
optopéva avTBloTikd (m.y. oTapeAro&acivn, Tevioudivn) 1| opicuéva eappaka yio tn Oepameia
AAAEPYIKAV aVTIOPAGEWDV (T.Y. TEPPEVADIVN).

- Ddappoka yo tn Oepaneio Tov daPrtn ((voovAiveg 1 0td TOL GTOUATOG TUPAYOVTEG OTMG
HETPOPLivN).

- XoleoTupopivn Kot KOAEGTUTOAT|, PAPLOKE, Y10, T UEIMOT TMV EMITESDY TSIV 6TO aipla.

- Dddappoka yroo TNV avénon g apTnplekng Tieonc, Ommc vopadpevorivn.

- DapuaKa yio T YeAdApOon ToV HLu®dV, OTOS Tovokovpapiv.

- Souminpopoata acPeotiov /Kol copmAnpodpota Preapivng D.

- Avtiyolvepyikd apuaxo (GAapLaKo Tov ¥PNCILOTOlovVTaL Yo T Oepomeia pog oEpdg
STapaY®V OTMG KPAUTEG YOOTPEVIEPIKOD, GTAGLOC 0VPOdOYOL KOGTNG, Aodla, VOGOS 0md
UETAKIVIOELS, HViKkol omacol, vocog tov [Taprkiveov kot g fondntikd yio v avoistncio)
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OTMC OTPOTIVN Kol Puteptdévn.

- Apovtadivn (edpuoxo mov ypnotponotgital yio ) Bgpomeio tng vosov tov [apkivoov kot
eniong ypnowomoteitan yio ) Oepameia 1) TNV TPOANYT OPIGUEVOY VOG®V TOV TPOKAAOVVTOL
amto 100¢).

- Allo @éppoKa TOL ¥PNGLOTOOVVTAL Y1, T Ogpameia TG VYNANG ApTNPLOKNG THESTG,
KOPTIKOGTEPOELDN, OVOAYNTIKA (OTC TO [UT) OTEPOEIDT AVTIPAEYUOVDOT papuake [MEZAD]),
oapuaxa yio  Bepomeio Tov Kapkivov, tnv ovpikn apbpitda 1 apHpitida.

- Edv maipvete évav avactoléa MEA 1 olokipévn (BAéne emiong mAnpogopieg otnv mapdypopo
«Mnv ypnopormomoete to PritorPlus» xon «Ilpogidonomoelg kot mpo@uAdEeis»).

- Avyo&ivn.

To PritorPlus pmopei va avénoet v aviwmeptacikn Spdorn GAAOV QOPUAK®OV , 1| QUPUAK®V UE
dvvatomta peimong g aptnprokng mieong (m.y. baclofen, amifostine).

Emumdéov, n younAn aptnplokn tieon umopel va emdevmbel amod tn yp1ion aAkooA, fapPitovpikdyv,
VOPKOTIKOV 1 avTIKATAOMATIKOV. AVTO UTopEl vo, To Tapatnpnoete og LaAn 6tav onkoveste opobiot.
®a mpénet vo cupfovAevteite To YTpd coG Qv TPEMEL va puBicete T 6001 TOV GAAOV PAPLAKOL
evo AopPaverte to PritorPlus.

H dpdon tov PritorPlus umopei va peimBet av AapPavere MEAD (un otepoeldn aVTIPAEYLOVMOT
oapuaka .y acnipivy 1 ovmpoeaivn).

To PritorPlus pe Tpo@1n Kot 0vomveELPLATOON

Mmnopeite va maipvete to PritorPlus pe 1 xopig tpoen.

Amo@hyeTE TNV KATOVAAWDGT) OVOTVELUATMOMOV HEYPL Vo, armevBuvieite otov Yiatpd cag. Ta
OLVOTIVEDOTOON UTOPEL VO TPOKAAEGOVY TEPAUITEP® LEIOT GTIV OPTNPLOKN Oag Tieom 1)/Kat va
avénoovy tov kivovvo va arcBavieite (dAn N advvopio.

Kinon kot Oniaopog

Konon

Oo TPEMEL VAL EVILEPDGETE TOV Y1TPO GOG Qv vouilete 0Tt giote () unopei va peivete) €ykvoc.
Kavovikd, o yuotpdg cog 0o cag copPoviéyel va otapommoste va Aapupdvete to PritorPlus
TPOToL etvete £ykvog N Lo pabete 011 Kvogopeite kat Ba cag cupfoviedoetl va Adfete GAro
oapuaxo ovti tov PritorPlus. To PritorPlus 6e cuviotdton katd ) didpketo TG KOMomg kot og Oa
TPETEL VO, AAUPAVETOL LLETE TO TPMTO TPIUNVO TNG KONONG, Kabmg pmopel vo mpokaiésel cofapn
PAGPN oto Bpépog cag eav ypnopomombel petd to TPOTO TPiUNVO TG KOTIONG.

OnAacpog
Evnuepaote tov yrotpd cag edv Onialete | mpdkettan va Eekivioete to OnAacud. To PritorPlus

deovviotdrtal o€ UNTéPEG o1 omoieg ONAGLovv kat 0 yotpog cag pumopel vo emAEEEL EVOALUKTIKN
Oepaneio yia eodg edv embopeite va Onidoere.

Oonynon kot EPLGROS PNy avnpdTmv
Mepkd dtopa arcBdvovtal (dAn 1 kénwon katd Tt ddpketo Oepaneiog
ue PritorPlus. Av aueOoavOeite {odn 1 kOnwon, UV 00NyNOETE )| XEWPLOTEITE UNYOVIUATO.

To PritorPlus nepiéyel vatpro
To @apuako ovtd mepiéyel Arydtepo and 1 mmol vatpiov (23 mg) avd diokio, gival avtd Tov
ovopdlovpe «erevbepo vatpiovy.

To PritorPlus nepiéyel oaxyoapo mov fpickeron oto yaro (Aaxtoln)
Av 0 yuTpdg cag, oag evUEP®TE OTL £xETE dVCAVEEIN GE OPIGUEVE GAKY PO, ETIKOIVOVINOTE WLE TOV
Y1Tpd 0O TPV TAPETE AVTO TO PAPLLOKO.

To PritorPlus mepiéyet copprroin

Av16 10 dpuako mepEyet 338 mg copPrtoing oe kébe diokio. H copPitoin etvar mnyn gpovktodlng.
Av 0 yuoTpog Gag, oag EYEL TEL OTL £xeTE duoaveSio € OPIGUEVA GAKYOPA, 1) EXETE OLOYVOOTEL UE
KAnpovopukn dvcaveéio otny epovktoln (HFI), pio ordvia yevetikn dtotapayn, 6TV onoio To GTopo
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dev umopel va S1aGTAGEL TNV QPOVKTOLN, EMKOVOVIGTE LE TOV Y10TPd oO¢ TPV Thpete | AMAPeTe avtd
TO PAPLOKO.

3. Iog va wapete to PritorPlus

[Tévtote va TaipveTE TO APHOKO CVTO CVCTNPA COUPMOVA LE TIC 0OTYIEC TOVL YA TPOV Goc. Edv &xete
apeiPoriec, pmTAGTE TOV Y1ATPO 1] TOV POPUAKOTOLO GOGC.

H ocvvietdpevn do6on eivar éva diokio, pia eopd v nuépa. Ipoorabnote va Aapupdvete to dickio
v 010 dpa kabnuepvog. Mropeite vo mtaipvete to PritorPlus pe 1 yopig paynto. Ta diokia Oa
mpénel va. katomivovton podi pe vepo 1 dAlo pun-aAkooiovyo motd. Eivar onpoviikd va Aappaverte to
PritorPlus kd6e nuépa puéxpt o ylatpdg 60G Vo GLGTNGEL KATL SIUPOPETIKO.

Edv to fimap oag de Aettovpyel cwotd 1 cuving doom de Ba mpénet va vepPaivel ta 40 mg /12,5 mg
Lo popa TV NUEPQL.

Edv napete peyarvtepn 06om PritorPlus amd tnv kavoviki)

Av toyaio AMaPete peydio apBpod diokiov pmopel va ELPAVIGETE CUUTTMOUATO OTWG YOUNAT THEST
aipatog kot tayvkapdio. Exovv emiong avagepbei Bpadvkapdia, (AN, EUETOC Kt LEIOUEVT VEPPIKN
Aettovpyia, TEPILOUPAVOUEVIC VEPPIKNG AVETAPKELNG. AdY® TOL GLGTATIKOD VOPOYAWPODElion,
ONUOVTIKA YopnA TTieon aipoTog Kot xopnAd eninedo KaAiov pumopel eniong vo cupfovv, Tov propet
VoL 001 YIG0VY GE VOuTio, LIVNALL Kol LOTKEG KPAUTEG 1)/KOl aKAVOVIGTO KOPOLoKO puouo
GUGYETILOLEVO LE TAVTOYPOVT] YPNOT PUPUAK®OV OTTMG 1] SUKTUAITION 1) CUYKEKPIUEVES OVTLOPPLOpLKEG
ayoyés. Emkovmviote apécmg Le Tov ylTpd Gog, TOV QUPUOKOTOLO GOG 1 LLE TO TUNLO ETELYOVIMV
TEPICTATIKMOV TOL TANGLEGTEPOL VOGOKOUEIOL.

Eav Eeyboete vo wapete 1o PritorPlus

Av Egydoete va mapete pia 060, unv avnovynoete. [lapte tn 660m apéomg poAlg to Buundeite ko
KATOTV GUVEYIGTE OTMG TPONYOLUEVMG. AV gV TAPETE TO O10KI0 KATOLN NUEPD., TAPTE TNV KOVOVIKA
doo1 v enouevn nuépa. Mnyv mdpete S1TAN SOGT Y10 VO AVATANPMOCETE TN 006N 7oL EgYdcaTe.

Edv éxete meplocOTEpPEG EPOTICELS GYETIKA LLE TT] YPTOT] AVTOV TOV QUPLAKOV, POTIOTE TOV Y10TPO 1)
TOV QOPLOKOTOLO GOG.

4, IBavég avemBOUNTES EVEPYELES

Onwc 6A0 To apoKa, ETCL KoL AVTO TO QAPLOKO UTopel va Tpokaréoel avemBUUNTES EVEPYELEG, OV
Kot OgV TOPOLGLALoVTOL G€ OAOVE TOVG avOpmTOC.

Kamoweg avemOopnteg evépyeieg propet va givar cofapés kat vo yperalovrarl duecn 1o Tpiki
mopaKoAovOnoN:

®a mpénel vo, emiokePOeite TOV YIOTPO GOG AUECHG EAV EUPAVICETE KATO10 OO T TAPUKATMD
GUUTTOLOTOL:

INyn®* (cuyva amoKoAODUEVT] «INANTNPINGT] CUIOTOC»), vl pia GoPopr] LOAVVGT HE PAEYLOVAOIN
AmAVINGT G€ OAO TO COUN), TOYELD SIOYKWOGCT) TOV SEPUATOG KAl TV PAEVVOYOV®V (aryyEl00idonua),
OYNUATIGUOC PAVKTOVOV Kot EEPAOVIIGLO, TNG AVAOTEPNC 6TOPASG TOV dEPUATOC (TOEIKT) EMOEPIKN
vekpoivan). Avtég ot avemBounteg evépyeleg givar omavie (Umopei va emnpedoovy €mg 1 oTovg
1.000 avBpadmovg) 1 dyvmatng cuyvotntog (Toikn emdepUIkn veEKpOAVoT]) dALA eivarl eEoupeTicd
coPopéc kot o1 acheveig Oa Tpémel va S1akOWOLV TN AQYT| TOV QAPUAKOL Kot Vo, ETSKEPOOHY TOV
Y1Tpd TOVG apESmS. Edv auTég ot emOPACELS dEV AVTILETOTIOTOVY, UTopEel va €xovv potpaio Exfaon).
"Exet mapatnpnBel avEnpévn ouyvotnTa ELEAVIONS GCYNG LE TEAULGAPTAVT] LOVO, ®GTOCO Ogv pmopel
va amokAelsOei yia to PritorPlus.
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IBavég avemBOuNTES EvéPYELEg TOV PritorPlus:

Yoyvéc avem@ounteg evépyereg (umopel va exnpedcsovy £mg 1 otovg 10 avlpomovg)
Z6én

Oy ovyvég avemBountes evépyeleg (umopel va ennpedocovy £mg 1 6tovg 100 avlpamovg)
Meopéva enineda Kariov aipatog, ayyos, Aimobouia (cvykonn), aicOnua eayodpag, oicOnuo akidwv
ka1 ferovav (mapaicincia), aicOnua teptotpoeng (iAtyyog), Ypiyopogs Kapotakog pududg
(touxapdia), drotapayés Kapdakoh pulpov, YoaUnAn apTnplaky Tieon, amdToUN TTOCT APTNPLUKNS
mieong katd Vv €yepon, Aaydviacua (dbomvola), ENPocTopia, LETEMPICUOS, OGPLOAYIN, HVTKOC
OTOGHOG, LVTKOC TOVOG, GTLTIKT SLGAELTOVPYiD (AVIKOVOTNTO VO OTOKTHGEL 1) VO ST prioEL 6THON),
Bmpokikdg TOVog, avénpéva emineda ovpikov 0EEMG GTO aipLa.

Yravieg avemBopnteg evépyeireg (umopel va exnpedsovy £mg 1 otovg 1.000 avlpamovg)
DLeypovn Tov Tvevpova (Bpoyyitida), evepyomoinon 1 eTOEVOOT] GUGTNUATIKOD EPLONUATDOIOVG
AbKoL (o acBévetla Katd TV 0Toio TO AVOGOTOINTIKO GUGTILLN TOV GMUATOG EMTIOETAL TO GOUA KOt
TpoKahel TOVO otV Apbpwon, depuatikd e&ovOnuata Kot TopeTd)” KOVAYYN, PAEYLOVAOIEIS KOATOL,
aicOnpa OAiymg (KatdOiwym), duckorio erélevong vvov (abmvia), dStaTapayuévn 6pacT), SVGKOALN
avamvong, KOIMakOg TOVog, SUGKOIMATNTA, LETEMPIoUOS (Suomeyia), aioOnua acBeveing (€pnetog),
QAEYLLOVT] TOV GTOUAYOV (YOOTPITION,), LN QLGLOAOYIKT NTUTIKY AgtTovpyia (TepiocdTepo Thav GE
lanwvec acbeveic), epuBpotnta dépuatog (EpOONUA), ALEPYIKES OVTIOPACELS OTTMG KVNOUOG M
eEavOnua, avénuévn epidpwon, e&dvinua (kvidmon), mévog apbpdcewv (apBpaiyia) Kot TOVOG GTO
dxpa, POikEg KpAUTES, YPITROONG acévela, TOvoc, Yaunid enineda vatpiov, avénuéva exineda
KpeATVivVIG, NTOTIKOV EVEOUOV 1} KPEATIVOPMGPOKIVAGTS GTO OijLaL.

AvemBOunteg evépyeleg mov €xovv avapepBel pe KaOe Eva omd To LEPOVOUEVO GLUGTATIKA UTOPEL VO
amoteloVV ThavEG avembounteg evépyeteg tov PritorPlus, av kot dev Exovv mapatnpnOei oe KAviKég
UEAETEG e VTO TO TTPOTOV.

Telmisartan
e aobeveic mov AapPdavovy pudvo telmisartan ot akdrovOeg emmpoceteg avemBOUNTEC EVEPYELEC
&yovv avopepOet:

Oy ovyvég avemBOuNTES evépyereg (umopel va exnpeacovy £m¢ 1 atovg 100 avlpdmovc)
Aolpmén Tov avMOTEPOV AVOTVEVGTIKOV GUGTHUATOG (.. KOVEAYYN, PAEYUOVOIES KOATOL, KOO
KpLOAGYNUaL), oVpoAOU®EELS, avemdpkeln epuBpokvTTapmV (avaipia), VYnAd emineda kaiiov,
YOUNAOG Kapdiakdg puOudc (Bpadvkapdia), fryas, VEQPIK SOVGAEITOLPYIO GUUTEPILAUPBOVOUEVIC
oelog veppikng avendpkelog, advvauio.

Yravieg avemBounteg evépyereg (umopei va emnpedsovy £mg 1 otovg 1.000 avlpamovg)
XounAog apduog arpometariomv (Opopuporevia), adéNcn GLYKEKPIUEVOY AEVKOKVTTAP®Y
(noowoeiria), coPapn adiepyikn avtidpaon (). vepeLUcONGia, OVAPLANKTIKY avTidopao,
QopUOKELTIKO EAVONLA), YoUnAd emtineda cakydpov oto aipa (og dtaPrrikodg acbeveig), vTvniia,
duoTapayéc otoudyov, Exlepo (Lo dtaTapoayn Tov dEPUATOS), APOP®GT, PAEYHOVH TOV TEVOVTOV,
UEL®UEVT apoo@alpivn (Ha TPOTEIVI TOV aipaTog).

IoA0 omavieg avemBuunteg evépyereg (umopei va emnpedosovy £m¢ 1 otovg 10.000 avOpdmTovc)
IIpoodevTikn dnutovpyiot OVANG TOL TVEVUOVIKOD 16TOV (S1aueST TVELOVOTADELR) * *

* To copPdv prmopet va cuvéPn toyaio 1 Ba pmopovce va oyetileTon pe Eva TPog 10 TAPOV AYVOGTO
unxovicpo.

**"Eyovv avapepBel mEPUTTOGELS TPOOSEVTIKNG ONLLLOVPYING OVANG TOV TVELUOVIKOD 1GTOV KOTE T
MM teEMsaptdvne. Qotdco, dev gival Yvmoto 4v artio fTav 1 TEAUGOPTAV.

YopoyrmpoBeralion
e aoBeveig mov Aapfdavovy povo vopoyrlmpobelalidn o1 akdlovbeg emmpdcodeteg avemBounteg
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gvépyeleg Exovv avagepOet:

Yoyvéc avem@opnteg evépyereg (umopel va exnpedosovy £mg 1 otovg 10 avlpomovg)
AioOnpo acBeveiag (vavtia), yoapnAd eninedo poyvnoiov oto aipa.

Xrdwviec avemBounteg evépyseieg (pmopei va ennpedoovv émg 1 otovg 1.000 avOpdmovc)
Meiwon tov aiponetaAioy, To omoio avédvel Tov Kivouvo aipoppayiog i exyoumcemv (UiKpd pop-
KOKKIva onpdodla oto dépua 1 dALo 16Td oL TPoKAAOHVTAL O arpoppayia), LYNAO enimedo
acPeotiov oT0 aipa, KeQoAaiyia.

oAb omavieg avemBupnteg evépyereg (umopel va emnpedsovy £émg 1 otovg 10.000 avOpdmovg)
Avénuévo pH (Swtapayn g o&eofacikng wwoppomiag) Adym xouniov emumédov yhopiov 6To aipa.

Mn yvootéc ( ovyvotnTae 0gv pmopel va ekTiun0si pe faon ta owedéopa dedopéva)

OAEYLLOVT] TOV GLEAOYOVOL 0dEVa, KOPKIVOG TOV OEPUATOG KOt TV XEMMV (U1 LEAVOUOTIKOG
KapKivog Tov 6€ppatog), peimon Tov aptBpod (1] akdpa Kol EAAENYT) TOV KUTTAP®OV GTO Oijld,
GUUTEPTAAUPOAVOUEVOL TOL YAUNAOD aplOUoD EpLOPOV KOl AEVKOV ILOCPAIPi®mY 6TO aipa (avorpio),
coPapéc aAAepYKES avTIOPAGELS (TT.). VTEPELAGON GO, OVOPVANKTIKY OVTIOPACT)), LELOUEVN 1|
ammAEln TNG 0peENg, avnouyia, {dAn, Baupoc 1 Kitpiviopa g dpacnc, Leimon TG Opaong Kot TOVOG
670 Uatt (mBavd onueio cuGGMOPEVOTG LYPOL GTN AYYEWKT oTIBASA TOV 0POUALOD (ATOKOAANGT
¥0PLoewovg) N o&eiag poomiog 1 0££0G YAUVKOUATOG KAEIGTNE YOVING), PAEYLLOVH OUOPOPOV OYYEI®V
(VeKpOTIKY| oyYEUTION), PAEYLLOVY] TOV TOYKPEATOS, SLOTAPOYES CTOUAYOL, KITPIVIGLLA TOV SEPUATOG N
TV 0PBaAUDV (1kTEPOC), GHVIPOUO TPOGOUOLALoV e AVKO (Lol KOTAGTOON TOL Uieitan pio acBéveia
OVOLOTL GLGTNLOTIKOG EpLONUATMOONG ADKOC KATE, TNV OTTO{0, TO 0lVOGOTTOMTIKO GUGTN L0 TOV CAOUATOG
emtifetol To cOUN)  STAPAYESG TOV SEPUATOG OTMG PAEYLOVT TOV AyYEIDV TOV CUILOTOC GTO dEPLLA,
avEnpévn evaictnocio oto nhakd E®S, £avOnua, puOPOTNTA TOL SEPHLOTOS, PAVKTAVES TOV XEIMMDYV,
TV 0POaAUDV 1) TOV 6TOHOTOC, EEPAOVIIGLE TOV dEPUATOG, TLPETOG (ThAVE onueior TOADUOPPOV
£pLOMUATOC), advvapic, EAEYLOVT TOV VEPPGOV 1 dtoTapayn TNG VEPPIKNG Asttovpyiag, YAvkoln ota
obpa (YAvkolovpia), mopetds, SloTapayUEVn 1I60pPOTIo NAEKTPOAVTOV, avEnpéva emimeda
YOANOTEPOANG aipaTOC, LEIOUEVOC OYKOG QipoTog, auénuéva emimeda YAVKOING 6To aipo, SLGKOAI
GTOV EAEYYO TOV EMTEI®V YAVKOINC 6TO aipa/ oTo oVpa 6e acheveic e d1dyvmon cakyapm®Oovg
Swafritn, 1 Mmdiov oto aipa.

Ava@opd avemOOunTOV EvEPYELDV

Edv mapotnpnoete Kamolo avemBOunTn evépyela, EVIUEPMDGTE TOV YIATPO 1 TOV QUPLOKOTOLO GOGC.
Av10 1oyt Kot Yo kéBe mbavr avemBountn evépyela Tov Oev AVaPEPETAL GTO TAPAV GUALO 0dNYIDV
xpnons. Mnopeite emiong va avagépete avemBounteg evépyetleg anevbeiog, Hécw Tov €Bviko
GLGTHLOTOG OVOPOPAS amevdeiog:

EAlLada

EBvikog Opyavicpdg @appdkov
Meocoyeimv 284

GR-15562 XoAlapyog, Adnva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iototomog: http://www.eof.gr

Kvnpog

DQappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Agvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétonog: www.moh.gov.cy/phs.
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. Méow g avapopds avemiBountmv evepyelmv pumopeite vo fonbnioete 611 GUAALOYN TEPIGGOTEPWOV
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPLAKOV.

5. Iog va puraocoete To PritorPlus
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na pn ypnotponoteite autd 10 PAPUAKO LETE TNV Nuepounvia ANENG TOV avapEPETOL GTO KOLT HETA
v «AHEH». H nuepounvio Anéng eivor n tedevtaio nUéEPA TOV UNVO TOL AVAPEPETOL EKEL

Agv vrdpyovv €1dkég 0dnyieg Bepuokpaciog datpnong yio 1o Tpoidv avtd. PVAACCETE GTNV APYIKY|
GLGKELOGIN Y10l VO TPOGTATEVETAL A0 TNV VYpoocic. Aeapéote To diokio PritorPlus amd v xoyéin
UOVO QUECHC TPV Ao TN AYM.

[leprotaciokd, n eEmtepikn otifada Tov blister SaywpileTar amod v ecw@TEPIKN oTIRAdA LETAED TV
Onkav tov blister. Aev ypetdleTon va KGveTe KAmOLo EVEPYELD 0V 0VTO GUUPEL.

Mnv metdte ApUOKa 6TO VEPO TNG OMOYETELOTG 1) OTA OKLOKA amoppippata. Potiote tov
(OPLOKOTOLd GOG YOl TO MG VO TETAEETE TOL PAPLAKO TTOL JEV YPMCLUOTOLEiTE o AvTd T pétpa O
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC,.

6. Iepreydpeva TG 6LOKELAGIOG KL LOTTEG TANPOPOPIEg

T nepréyer To PritorPlus

o O1 dpacTikég ovoieg givar o telmisartan kot 1 vopoyrAwpoberalion. Kdabe diokio mepiéyel 80 mg
telmisartan kot 12,5 mg vépoyrwpobeialiong.

. Ta dAlo ovotatikd eivar Lactose monohydrate, magnesium stearate, maize starch, meglumine,
microcrystalline cellulose, povidone K25, red iron oxide (E172), sodium hydroxide, sodium
starch glycollate (type A), sorbitol (E420).

Epeavien tov PritorPlus kon wepieydpeva T 6vokevaciog

Ta PritorPlus 80 mg/ 12,5 mg dioxio. €ivat KOKKIVO KOl AOTPO, EXUNKOVS GYNLOTOS UE SV0 OTPOGELG
oT0 omoia Elval yopoyHéva TO AOYOTLTO TG ETALPEiag Kot 0 Kmdkog HE.

To PritorPlus dwatibeton oe cuckevacieg blister mov mepiéyovv 14, 28, 30, 56, 90 1 98 diokia, 1
ocvokevaoieg blister pog 66omg mov epiéyovy 28 X 1 diokia.

Mmropei vo, v KuKAOQOpoUV OAEG 01 GUOKEVAGIEG OTI YDPO GUGC.

Karoyog Adcrog Kvkhoopiag Hopackevactiig

Bayer AG Bayer AG

51368 Leverkusen Kaiser-Wilhelm-Allee

I'eppovia 51368 Leverkusen
Feppovia
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBouvbeite otov TomKd avimpdowmo Tov Katdyov g Adetog Kukhopopioc.

EA0LGoa

Bayer EAlég ABEE

TnA:  +30 210618 75 00
Kvbmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58

To mapov AL 0dNYLOV yprions avadewpnOnke Yo TeELevTaio Qopd oTig 06/2021.
Addeg TNYEG TANPOPOPLOV

Agntopepeic mAnpoeopieg yio to pappako avtd eivat drabéoipeg 6to diktvakd TOmo ToL Evponaikov
Opyavicpov Papudakmv: http://www.ema.europa.eu.
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@vAro ooV piong: IIAnpogopics yra Tov ypijotn

PritorPlus 80 mg /25 mg diokia
telmisartan/ vopoyAwpobealion

Awpdote TPoceEKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV UPYICETE VO TOIPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépom amopiec, poTNOTE TOV Y1ATPO 1) TOV GOPUAKOTOLO GOG.

- H cvvtayn yio avtd 10 approKo xopnynnke amokAeloTIKA Yio 60G. Agv TPEMEL VO ODGETE TO
@apuoko o€ GAAovc. Mmopel va Tovg TPOKAAEGEL PAAPT, KOO KOl OTOV TO, GUUTTOUATO TG
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete KGmoo avemBOUnNTN EVEPYEL, EVILEPDGTE TOV YIATPO, TOV POPUAKOTOL0 1)
TOV VOGOKOUO G0C. AVTO 16Y0eL Kot Yo KO mhovn avemBOunTn evEPYELX TOV OV UVAPEPETAL
670 TapHY PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T etvon to PritorPlus kot mowa v ) yprion tov

T mpénet va yvopilete npv mapete 1o PritorPlus

[odg va napete to PritorPlus

[MBovég avemBOunTeg evépyeteg

Iog va puidcoete to PritorPlus

[epreydpeva g cvokevaciog Kot AOTEC TANPoPopieg

Uk wdE

1. Th givar to PritorPlus kou mwowa givan n ypion tov

To PritorPlus eivat cuvévacpdoc d0o dpacTik®@y ovcidv, Tov telmisartan kai tng vVOpoyAwpobelaliong
og éva olokio. Kot ot 800 avtég ovoieg fonbovv otov Edeyyo g VYNANG ApTNPLOKNG THECTG.

- To telmisartan aviKel G€ piot OLASO PUPUAK®OVY TOV EIVOL YVOOTH (O OVTOYOVIGTEC TOV
vrodoyéa g ayysoteveivng II. H ayygioteveivn 11 etvon pia ynpikn ovoia mov mapdyetol 6to
OO0 GOG KOl GUOTA TO AYYELN GO OTOTE 1 APTNPLOKY cag Tieon avEdvetat. To telmisartan
amokAgigl auTn TNV emidpacn g ayysloteveivng 11 kévovtag ta ayyeio oag va yolopovouy
KO 1] 0PTNPLOKN GOG TECT] LELDVETOL.

- H vépoyrmpobeialion avikel oe pio kotnyopia eopudkmv wov ovopdaloviot Ogialiduwd
dovpnTiKa To 0moin TPOoKAAOVV avénon g dobpnong, N onoia odnyel o€ peimon g
OPTNPLOKNG GOG TEOTG.

H vymAn aptnplaxn mion, edv dg Oepamevbet, umopel va PAGyEL To a1po@opo. ayyeio o€ dtdpopa
opyova Kot 1 omoio Propel vo 00N ynoel KAmoleg popE o€ Kapdlakn TPOooPoAr), Kapdlak 1) VEPPIKT
AVETAPKELD, EYKEPOAKO 1 TOPA®SN. H vynAn aptnplokn mtieon cvvnfwg dev €xel CUUTTOHOTA
7PoTob dNuovpyndovyv ot PAGPRec. OmoTE ival GNUOVTIKT 1] TOKTIKT TOPUKOAOVONGT TG aAPTNPLOKNG
TEGEMG TPOKEUEVOL VO SWTMIGTAOVETAL EGV VAL EVIOC TOV PUGIOAOYIKADV OpimV.

To PritorPlus ypnopomoieitor wg oywyn yo v vynAn aptnpilokn wieon (101omadng vaéptaomn) o€
EVNAIKEC TOV OTTOIMV 1) apTNPLOKN Ttieon dev eEAEyyeTan tkavomotntika pe PritorPlus 80/12,5 mg 7 o¢
acBeveic mov mov Eyovv Tponyovuévmg otabepomoindel oe telmisartan Ko vOpoyAwpraberalidn mov
didovtat xwploTd.
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2.

Tvpéner va yvopilete npwv mwapete to PritorPlus

Mnyv napete to PritorPlus

o€ mepintwon aAlepyiog oto telmisartan 1) 6e 0w0100MTOTE GALO OO TOL GLGTATIKA AVTOD TOV
QUPUAKOV (OVOPEPOVTOL GTNV TOPAYPaPO 6).

o€ mepintwon aAlepyiog otnv VOPoyAwpPoBelalion 1| 6€ 0mo10dNmOTE AAAO QPAPLAKO TAPAY®DYO
— COVAQOVAUIONG.

edv €xete mepdioet T0 TPMOTO TPiuNVo NG kumone. (Eivar emiong mpotindtepo va amopehyetol To
PritorPlus otmv apyn g Kimong — deite v mapdypopo Komon)

€qv €xete coPfopd TPOPANUATO LE TO NTOP GOG OTWS YOAOSTACT 1| ATOPPOEN TOV YOANPOPOV
(mpofAnuata pe T pomn g YOANG 0md To NP Kot T XOANSOYX0 KOGTN) 1 0TO10dNTOTE GAAN
cofapn nrotikn voco.

€qv €xete cofapn vEPPIKN VOGO.

€4v o ytpog cag kabopioet 6TL Exete YauUnAd eminedo KoAiov | VYNAL enineda acPeotiov 6ToO
aipo cog To omoia dev PEATUOVOVTOL LE TNV OYOYT|.

edv €xete dwafrtn N datapoypévn veepikn Aettovpyio kot Aappdvete aymyn pe Eva eapuoko
OV PEUDVEL TNV OPTNPLOKT TECT KOl TEPLEYEL OACKIPEVT).

Av K4t amd To TOPATAVE 10YVEL Y10l EGAC, VAL EWOOTOGETE TO YOTPO 1) TO PAPULAKOTOO GOG TPV VO
AdPete to PritorPlus.

Ipocdomomoeis ko TPoPLAGEELS
AmevBuvBeite otov yaTpo cag mpwv Tapete To PritorPlus edv méoyete 1 edv glyate T0Té eupavicet
Koo oo TIC 0KOAOLOES KATAOTAGELG 1] VOGOLG:

XounAn aptnptlokn wieon (vrdtacn), milbavov va cupPel edv Exete apudotmbel (exteTapévn
ATTMOAELN VYPOV TOV COUATOG) 1| EYETE EAMAELYT GAATOG AOY® S100PpNTIKNG oY@ yNS (‘papuoKa
7OV TTPOKOAAOVY aENUEVT TOGOTNTA 0OVP®V©), dlata YopUNnAr 6€ dAata, dlappola, EUETO, N
apodtgAvon).

Neppikn vOG0 1| LETOUOGYEVOT) VEQPPOU.

21éveon veepikn aptnpiag (6TEVOGT TV aUoPOpOV ayYEIOV GE Evav 1 KOl GTOVG dVO
vEPPOVC).

Hrotum vooog.

Kapdiakd mpopinua.

Awpnrn.

Ovpw apBpitido.

YymAd exninedo aAdoctepovNg (KaTakpatnon HOaTog Kol AANTOS GTO GO, GE GUVOVAGUO e
doTapayn TS 1oppoTiag SaPdpOV 1Y VOCGTOlXEI®Y TOV ailaTog).

ZuoTnpatikd epunuatddn AvKo (Tov avaeépetar eniomng, g «Aikoo» 1| «SLE») pia vosog mov
TO OVOGOTOUTIKO GUGTN LG TOV COUATOG ENLTifETAL 6T0 1010 TO GO,

H dpactikn ovoia vopoyrmpobeialidn propei va, mpokarécsl pio acvvnfiot avtidpact, mov
€xel WG omoTELES O LElOT TG OpaoNg Kol TOVO GTO PATL ALTA UTopEl va €lval GUUTTOUOTO
GLUGGMPEVCTG LYPOV GTIV OYYEWKT GTIPAOA TOV 0EOUALOV (ATOKOAANGT XOPLOEBOVG) 1
avénuévng ieomng oTo HATL COC Kol WTOPEL VO ELPAVICTOVV LEGO OTIG TPMTEG MPEG 1 £MG TIG
TpmTeG efdonadeg mov maipvete PritorPlus. Edv 6e Oepamevbetl, avtd pmopei va odnynoel o
poviun datopoyn TG OpaonG.

Av glyote eppavicel Kapkivo Tov 0EPUATOS GTO TAPEABOV 1} AV EKONADGCETE [N AVOUEVOUEVES
depuotikég PAGPeC katd T didpkela e Ogpaneioc. H Oepameio pe vopoyrmpoberalion, 1dimg
Yl LOKPOYPOVID YPTOT G VYNAES BOCELS, EVOEXETAL VA, AVENGEL TOV KIVOLVO EPOAVIONG
OPIGUEVOV TOTOV KOPKIVOL TOL SEPUATOC KL TMV YEMMV (U1 LEAAVOUATIKOG KAPKIVOC TOV
dépuotoc). [lpootatedete to dépa oag amd TV NALOKT KoL TV LLEPLDOON aKTIVOPOAI0 KOTA TN
Mwyn tov PritorPlus.

AmevBuvleite otov Yiatpo cog mpwv Tapete to PritorPlus:

€4v Aappdvete, OTO0ONTOTE OO TO TOPAKAT® PAPLLOKO, TTOV YPNCLOTOI00VTOL Y10, T Oeparmeio

NG VYNANG apTNpLaKig Tieong:
- évav avaotoréa MEA (v mapddetypa evalampidn, Motvompidn, paumpidn ), Waitepa e6v

21



€xete veppikd TpoPAnuata Tov oyetiCovtat pe dtopnTn.
- aMoK1pévN
O 10tpdc cog umopel va eEAEYEEL TN VEQPIKT| GO AEITOLPYID, TNV APTNPLOKT GOG TEST Kot TNV
TOGOTNTA TOV NAEKTPOAVT®V (T.). KAALO) GTO Cijlol 600G G€ TOKTA dlaothpata. BAéne eniong
TANPOPOpiec oTNV Tapdypapo « Mnv ypnotponomoete to PritorPlusy.

e &hv AapPavete dryo&ivn.

®o TPETEL VO, AVOPEPETE GTO YLOTPO GOC €AV vouilete 0Tt glote (N umopel va peivete) €ykvog. To
PritorPlus dgv cuvictdtot otnv apyn g Kimong kot dg Ba mpénet va AapPaveton edv £xete mepdoet
T0 TPOTO TPiUNVO NG KONomg, kabdg puropel va mpokariécsel coPapn PAAPN 610 Ppépog Gag edv
ypnoorombel o€ avtd to 6TAd10 (deite TNV Tapdypapo Komon).

H ayoyn pe vdpoyrmpobelalion pumopel vo TpoKaAéceL SlTapayn TOV NAEKTPOAVTAOV TOV CAOLATOG.
TomKA CUUTTOLOTO SLOTAPAYNS TOV VYP®V 1| NAEKTPOAVTAOV TEPpLapPdvouy Enpootopia,
e€acBévnon, AMbapyo, vevmAia, vevpikodTTa, HVTKO TOVO 1| KPAUTES, VauTia (TAoT TPOog EUETO),
£ETO, KOTMON TOV HVOV, Kot TatoAoyKd Ypryopo kapdiokd puBud (ypnyopdtepo amd 100 maipoie
avd Aentd). Edv eppavicete KatL and avtd Bo Tpémel va 10 avapEPETE GTOV Y1OTPO GOG.

®a mpEmEL EMIGNG VO AVOPEPETE GTO YLOTPO GOG, EAV TOPATNPNOETE ALENUEVN evaicOncia Tov
SEPLOTOC GTOV A0 L€ GUUTTMOUOATA NALOKOV EYKAVUATOS (OTmS £puBpdTnTa, KVnopog, oidnua,
@AvKTOWVO) M omoio cuuPaivel TayxOTEPA 0O TO GUVNOIGUEVO.

Xe mepinton yepovpyeiov N avoioOnTikdv, Oa Tpénet va avapépete 6To YaTpd oag 0Tt Aapupdvete
PritorPlus.

To PritorPlus pmopei va glvot Aydtepo amoteAeoHOTIKO GTN LEIMOT] TNG APTNPLOKNG TEONS GE
poavpovg acHeveis.

Hoowd xon £pnpor
H ypnion tov PritorPlus og modid ko epfovg £og v nAikio Tov 18 e1dv dev cuvicTdTol.

Ao @appoxa kor PritorPlus

Evnuepmote tov yiatpd 1 10V QopULOKOTTOL0 6ag 6V maipvete, £xete mpdcPaTa TAPEL 1 Uropet vo

ndpete dAla edppoka. O yatpog cog pmopel va ypetaotel va aAlatel T 6001 aVTOV TV GAA®V

QUPUOKEVTIKAOV Ay®Y®DV 1 Vo, APl GALEG TPOPVAAEELS. Xe LEPIKES TEPIMTMGELG UTOPEL VO YPELOCTEL

VO GTOHOTNCETE VO AAUPAVETE KATO0 QAPUAKEVTIKA TPOIOVTA. AVTO 0pOopd KLPIMG TO POPLAKEVTIKA

TPOTOVTO TOV OVOPEPOVTOL GTOV TAPOKAT®O KATAAOYO Kot AapPdvoviot Tavutdypova e to PritorPlus:

. DoproKeELTIKA TPOIOVTO TOL YPTCYLOTOLOVVTOL Y10 TNV AY®YT] KATOL®V LOPPOV KATAOAYNG
Ko TePEYovV Aibo.

- DoppokevTikd Tpoidvta Tov cuoyeTilovtal pe Younio kAo oto aipo (vrokaAlopio) OTwe
GAA0 SLOVPNTIKA (KPAPLOKO TOV TPOKAAOVY OENUEVT] TOGOTNTO OVPDV»), NTL0L KOOOPTIKA
(m.y. kooTopéLaio), kKopTikooTepoedn (1. mpedvilovn), ACTH (pio oppdvn), appotepikivn
(éva avTUNKLTIoIOKO PAPUAKO), KapPevoEolovn (XPNOUOTOLEITOL VIO TNV Ay®YT] EAKOV TOV
GTOUATOG), VOTPLOVYOC TEVIKIAAIVI G (avTifloTikd) Kot GolkvAlkd 0&D Kot Tapdymya.

- dappoka Tov propel vo avENGovV Ta eninedo KAAIOV TOV ailoTog OTME KAALOGUVTNPNTIKG
SoVPNTIKA, LTOKATAGTATO KOAIOV, VTOKATAGTATO AAATMV TOL TEPLEYOLV KAALO, OVOGTOAEIG
TOV HETATPETTIKOV eVEDLOL NG ayyelotevoivng (ACE), kukloomopivn (0vOGOKATAGTAATIKO
QAPLOKO) Kot GAAC QOPUUKEVTIKE TPOIOVTA OTTMC 1| VATPLoUY0G NTapivn (AVTITNKTIKO).
Dappoka Tov ennpedalovtor omd aALayEG TOV ETTESOL KOAIOL GTO aiplol OTWC KOPIIOAOYIKA
oapuaka (m.y. dryo&ivn) N papuraka yio Tov ELEYY0 TOL Kapdlakol cag puOuov (T.y. Kvidivn,
SLGoTVPOLION, OUI®O0PAVT], GOTOAOAN), PAPLLOKE, TTOV ¥PTCLULOTOIOVVTOL Y10 VOT|TIKEG
dwatapayéc (m.y. Beropdalivn, yAoporpopalivn, AePfopenpopalivn) Kot GALO EAPLAKO OTTMG
opIoUEVA avTIBLOTIKG (TT.Y. oTapPAOEAGTVN, TTEVTOUIDIVN) 1| OpIGUEVE PappaKa Yio T Bepameia
OAAEPYIKAOV AVTIOPAGE®V (T.Y. TEPPEVOOIVN).

- Dappoka yo T Oepaneio Tov dapnTn ((VGOLAIVES 1] ad TOL GTOUATOG TOPAYOVTEG O
HETPOPLiVN).

- XoheoTopapivn Kot KOAEGTITOAY, PApLLOKA Vi TN HEI®ON TOV EMTES®V MOV GTO aipla.
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- Ddppoka yro TNV avénon g apTnplKng Tieons, 6T vopadpevorivn.

- Dappoka yio T YoAApOon TV Lumdv, OT®S Tovokovpapivi.

- Souminpopota acPectiov 1/Kot copmAnpodpota Prrapivng D.

- Avtiyohvepykd edpuoio (papuoie Tov ¥pnotorotobvtol yio T Oepaneio pog oelpdg
SlTapay®V OTMG KPAUTES YOOTPEVIEPIKOD, GTAGUIS 0VPOdOYOL KHGTNG, AoBLa, vOcog amd
LETAKIVIOELS, Loikol omacol, vocog tov Ilapkiveov kot g fondntikd yio v avosOnocio)
OT®G aTPOoTivn Ko Bureptdévn.

- Apovtadivn (edppaxo mov ypnotponoteitol yo ) Beponeio g vosov tov [apkivoov Kat
emiong ypnowomoteiton yio tn Oepameia 1) TNV TPOANYT OPIGUEVEOY VOGHV TOL TPOKOAOVVTOL
oo 100G).

- Allo @éppoKa TOL ¥PNGHLOTOOVVTAL Y1, T Ogpameia TG VYNANG ApTNPLOKNG THECTG,
KOPTIKOGTEPOELDN, OVOAYNTIKA (OTC TO [UT) OTEPOEIDT AVTIQAEYUOVDOT papuake [MEZAD]),
oapuaka yio T Bepomeio Tov Kapkivov, Ty ovpikn apbpitida 1 apbpitida.

- Edv maipvete évav avactoléa MEA 1 olokipévn (BAéne emiong mAnpogopieg otnv mapdypopo
«Mnv ypnopomomoete to PritorPlus» xon «Ilpogidonomoeig kot mpo@uAdEeis»).

- Avyo&ivm.

To PritorPlus pmopei va av&noet Ty aviwmeptacikn 0pioT GAAOV QOPUAK®OV , 1| QUPUIK®Y [E
dvvatotta peimong g aptnprokng mieong (m.y. baclofen, amifostine).

EmmAéov, n yopnAn aptnplokn tieon propel va emdevabel amod tn gprion aAKooA, fapPitovpikdv,
VOPKOTIKOV 1 avTIKATAOMATIKOV. AVTO Hopel vo To Tapatnpnoete og {aAn 6tav onkoveste 0poiot.
O mpénel vo, GLUPOLAEVTEITE TO YLHTPO GOG AV TPEMEL VO puOiceTe T 6001 TOV GAAOD PAPUAKOL
evd AopPavere to PritorPlus.

H dpdon tov PritorPlus pmopet va peiwbei av Aappavete MEAD (un 6TEPOELDN AVTIPAEYUOVDON
oapuaka .y acmipivi 1 ovmpoeaivn).

To PritorPlus pe Tpo@1 Kot 01vomTveELROTMOON

Mmopeite va maipvete to PritorPlus pe 1 xopic tpoen.

Amoplyete TV KATOVAAWDGT) OVOTVELUATMOO®OV PéYPL va, anevBuvbeite otov yotpod cac. Ta
OLVOTLVEDOTMON UTOPEL VO TPOKAAEGOVY TEPAUITEP® LEIDOT) TNV 0PTNPLOKNY Cag TieoT 1/Kat va
avénoovy tov Kivouvo va aicBavieite (dAn 1 advvopio.

Kinon kol Onhaopog

Kvnon

Oa TPEMEL VAL EVILEPDCETE TOV Y1TPO GOG Qv vouilete 0Tt giote () unopei va peivete) €ykvoc.
Koavovikd, o yiatpog cag 0o cog cupfovréyet va otapatioste va Aapupdvete to PritorPlus
7TPOToL UeiveTe £ykvog N LOAIC nabeTe OTL Kvogopeite kat Oa cag cupfoviedoetl va Adfete GAro
@apuako ovti tov PritorPlus. To PritorPlus 6e cuvietdron katd T didpKeio, TG Komong kat og Oa
TPENEL VO, AAUPAVETAL LLETA TO TPMTO TPIUNVO TNG KONOoNG, Kabmg pumopel va tpokarécel cofap
BAGPN oto Bpéeog cag eav ypnotpomombel petd to TPOTO TPiUNVO TG KOTIONG.

ONnAacog
Evnuepdote tov yiotpd cag edv Onidalete | mpokettal vo Eekvioete to Onhacpod. To PritorPlus

deovvioTtdrtal o€ UNTéPES o1 omoieg ONAGLovV Kal 0 YoTpog Gag pmopel vo emAEEEL EVOALUKTIKN
Oepaneia yia eodg edv embopeite va Onidoere.

Oonynon kot EPLGROS PNy avnpdTmv
Mepikd dropa acOdavovtat (GAn 1 kénwon katd ) oidpkela pe PritorPlus. Av aicOavOeite {dAn 1
KO®OT), UMV 0ONYNGETE N YEWPIOTEITE PNy OV LATO.

To PritorPlus nepiéyst vatpro
To @apuako avtd mepiEyel Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, givarl avtd mov
ovopdlovpe «erevBepo vatpiovy.

To PritorPlus wepiéyel cdxyoapo wov Ppicketrar 6to yaro (Aaxktoln)
Av 0 yuoTpdg G0c, 00G EVIUEPWTE OTL £XETE dVCAVEEIN GE OPIGUEVE GAKYOPU, EMIKOIVMOVINOTE LLE TOV
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Y1Tpd 0O TPV TAPETE CVLTO TO PAPLLOKO.

To PritorPlus mepiéyer copprroin

Av10 10 Qapuako wepEyel 338 mg copPrtoing oe ke diokio. H copPirtdoin eivar inyn gpovktoling.
Av 0 yuTpdg cag, oag Exel mel 0Tt £xete duoaveEio G€ OPIGUEVA GAKYOP, 1] EYETE OYVOOTEL [
KAnpovopkn dvcaveéio otnv epovktoln (HFI), pio omdvia yevetikr| dtatapayn, otnv onoia o 4Topo
dgv Umopel va SIoTAGEL TV PPOVKTOLT, ETIKOVOVIGTE UE TOV YIOTPO Gag TPV TapeTe N AaPete avtd
TO PAPLOKO.

3. [ ®g va wapete To PritorPlus

[Tévtote va TaipvETE TO QAPHOKO CVTO AVCTNPA COUPOVA LE TIC 001YiEC TOL YloTpoL cag. Edv €xete
apPIPOAIEC, POTAGTE TOV YIATPO 1 TOV QOPLOKOTOLO GOC.

H ocvvietdpevn do6on elvar éva diokio, pio gopd Tnv nuépa.

IIpoonabnote va Aapfdvere to diokio v id1a dpa Kadnuepvds. Mropeite va maipvete to PritorPlus
pe M xopig eayntd. Ta diokio Ba mpémet va Kotamivovron pali pe vepod 1 GALO un- aAKooA0VY0 TOTO.
Eivar onuavtikd va Aappdvete to PritorPlus kéfe nuépa puéypt o yrotpdg 6og vo GLGTNOEL KATL
SLOPOPETIKO.

Edv 1o ap oag de Aettovpyei cwotd 1 cuving d6on de Ba mpémetl vo vrepPaivel ta 40 mg /12,5 mg
Lo @Opa TNV NUEPQL.

Edv napete peyarvtepn 06om PritorPlus amd tnv kavoviki)

Av toyaio AMaPete peyaro appod dokimv UTOPEl Vo EUPAVICETE GLUTTMUATO OTTMG YOUNAT Tigom
aipatog kot tayvkapdio. Exovv emiong avagepei Bpadvkapdia, (AN, EUETOC Kl LELWUEVT VEPPIKY
Aertovpyio mepAapPBavOEVIC VEQPIKNG aveTdpKeELNS. AOY® TOV GLGTOTIKOD VOPOYA®pPobelalion,
OMNUOVTIKA YoUMAN TTiEGT QUIOTOG Ko YaunAG mimeda KaAiov pmopel emiong va cuuPfodv, Tov umopsei
VoL 001 YIG0VY GE VOUTio, LIVNALL Kol LOTKEG KPAUTEG 1)/KOL AKOVOVIGTO KOpOlakd puoud
GUGYETILOUEVO LE TAVTOYPOVT] YPNOT POPUAK®OV OTMG 1] SUKTUAITION 1) CUYKEKPIUEVES OVTLOPPLOpLKEG
ayoyéc. Enucovaviote auéomg pe Tov yoTpd 6og, TOV QOPLOKOTOLO GOG 1 LLE TO TUNILO ETEYOVTOV
TEPIOTOUTIKDOV TOL TANGLEGTEPOV VOGOKOUEIOV.

Edv Egyaoete va mapete To PritorPlus

Av Egydoete va mapete pia 066m, unv avnovynoete. [lapte t 660m auéomg uoilg to Buundeite ko
KATOMY GLVEYIGTE OTMG TPONYOVUEV®G. AV gV TUPETE TO O10KI0 KATOLM UEPX, TAPTE TNV KOVOVIKT|
doon v endpevn nuépa. Mnyv mépete S1mAn SOOT Yol VO AVATANPAOCETE TN dO0T oL Egydoarte.
Edv éxete meplocOTEPES EPOTNOELS GYETIKA LLE TN YPNOT CVTOD TOV PUPUAKOV, POTIOTE TOV Y10TPO 1)
TOV QUPULOKOTOLO GOG.

4. MBavég avemOOpNTES EVEPYELEG

Onwg dha Ta eappoKa, £TGL KoL GVTO TO PAPUOKO LITOPEL Vo TPoKaAEGEL aveTIOOUNTEC EVEPYELES, AV
Kot OgV TOPOLGLALoVTOL GE OAOVE TOVG avOpmITOUC.

Kamoeg avemBOunteg evépyeleg pmopel va givar cofapés ko vo. yperdlovror Guecn 1o Tpukn
TapaKoroVONOoN:

®a mpénel va emiokePOeite TOV Y1OTPO GOG APECHG EAV EUPAVICETE KATO10 OO T TAPUKATMD
GUUTTOLOTOL

Iyn® (cuyva amoKoAOOUEVT] «ONANTNPIOGT) CUHOTOC»), vl pia GoPapr| LOALVGT IE PAEYHOVAOI
ATAVTNOT G OAO TO COUA), TAYELN SLOYKMOOT TOL OEPUATOG Kot TV PAEVVOYOVOVY (aryyElooidnua),
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SYNUOTIGILOC PAVKTOVDV Kol EEPAOVOIC LA, TNE OvVATEPNS GTOPASAS TOL OEPUATOC (TOEIKT EMOEPLUKT
vekpoivon). Avtég ot avemBounteg evépyeteg lvan omdvies (umopetl va ennpedoovy €mg 1 oToug
1.000 avBpadmovg) 1 dyvmatng cuyvotntog (To&ikn emdepUIkn vekpoAlvo) aArd eivar eEoupeticd
cofopéc kat o1 acheveig Oa TpEmel va S1akOWOLV TN ANYT TOL PAPUAKOV KOl VO, ETICKEPOOHY TOV
YwTpd TOVG apécc. Edv autég ol emdpacelg dev avILETOMIGTOVV, Umopel va £xovv potpaia EKPoor).
"Exet mapatnpnBei avénpévn cuyvotnta epeaviong onyng e TEAULGAPTAVT LOvo, ®GTOG0 dOgv Umopel
vo amokAelsbel yio, to PritorPlus.

IBavéc avemBOuNTES evépyereg Tov PritorPlus:

Yoyvéc avem@ounteg evépyereg (umopel va exnpedcsovy £mg 1 otovg 10 avlpomovg)
Zahn

Oy ovyvég avemBOuNTES evEpyereg (umopel va exnpedcovy £m¢ 1 otovg 100 avOpdmovc)
Mewwpéva enineda kKaAiov aipatog, ayyos, Amobuuia (cvykonn), aicOnpa eayodpag, aicOnua akidwv
ka1 Berovav (mapaicincia), aicOnuo teptotpoeng (IAtyyog), Ypiyopogs Kapotakog puduog
(Toyukapdia), Srotapayic Kapdokod puOov, YaUNAN apTNPLOKT TEGN, ATOTOUN TTAOGCT) APTNPLUKNG
mieong katd Vv £yepon, Aaydviacua (dvomvoln), ENpoctopia, LETEMPICUOS, 0GPLALYIN, HVTKOC
OTOGHOG, LVTKOGC TOVOG, GTLTIKT SLGAELTOVPYiD (AVIKOVOTNTO VO OTOKTHGEL 1) VA ST priGEL 6THON),
Ompokikdg TOVOC, avénuéve emimedo ovpikov 0EEMG GTO aipLa.

Yrdwvies avemBounteg evépyseieg (nmopei va exnpedoovy émg 1 otovg 1.000 avOpdmovc)
dLeypovn Tov Tvevpova, (Bpoyyitida), evepyomoinom 1 EXIOEVOGOT] GUGTNUATIKOD EPLONUATOIOVS
AOKov (o, acBévela Kot TV 0Toio TO 0VOGOTOINTIKO GVGTNUA TOV GMKTOG EMTIDETOL TO GMLLO KOt
mpoKaiel TOVO otV ApBpwon, deppaticd e&avOnpata Kot TupeTd)” KOVAYYN, PAEYLOVAIELS KOATOL,
aicOnpa OAiymg (KatdOiwym), duckorio emédevong vvov (abmvia), dStaTapayuévn 6pacT), SVGKOALN
AVamITVONG, KOIMoKOS TOVoGS, SVGKOIMOTNTA, UETEMPIoUOS (dvuomeyia), aicOnuo acbeveiag (Epuetocg),
QAEYLOVT] TOV GTOUAYOV (YOGTPITION,), UI QLGLOAOYIKT NTOTIKY Agttovpyia (tepiocdTepo mhav o€
lanwvec aoBeveic), epuBpotnta dépuatog (epuinpa), ahiepyikéc avTdpaoels OT®S KVNoUOG M
eEavOnua, avénuévn gpidpwan, e&dvinua (kvidmon), Tévog apbpdcewv (apbpalyin) kot TOVOC 6TA
dxpa, Poikég Kpaumes, yputnmong acévela, Tévoc, Yaunia exineda vatpiov, acvénuéva exinedo
KpeaTvivg, Nratikdv evOOI®V 1 KPEATIVOQP®MGPOKIVAGNG GTO aipLa.

AvemBOunteg evépyeleg mov Exovv avapepbei pe kKabe Eva oo To, LEPOVMUEVO GUGTOTIKG, LWITOPEL VOl
amoteloOv mbaveég avemBounteg evépyeteg tov PritorPlus, av kot dev éxovv mapatnpnBei oe KAvicég
UEAETEG e AVTO TO TPOTOV.

Telmisartan
e aoBeveig mov AapPdavovv pdvo telmisartan o1 akdAov0eg emmpdcheTeg avemBOUNTES EVEPYELES
£yovv avopepbsi:

Oy ovyvég avemBopnteg evépyeleg (umopel va emnpeacovy £mg 1 atovg 100 avOpadmovg)
Aolpmén Tov avMOTEPOV OVOTVEVGTIKOD GUGTAIOTOG (T.Y. KUVAYYN, PAEYLOVAIEIG KOATOL, KOO
KPLUOAOYNLQ), OVPOAOIUMEELS, aveTapKELL EpuOpoKLTTaP®Y (avaiuio), VYNAG enineda Kaiiov,
YOUNAOG Kopdiakog puBuoc (Bpadukapdia), fyas, VEPPLKT SVGAEITOLPYIO GUUTEPIAAUPBOVOUEVIC
o&elog veppikng avendpkelog, advvapio.

Yravieg avemBounteg evépyeieg (umopei va emnpedsovy £mg 1 otovg 1.000 avlpamovg)
Xopuniog apfpog arponetarmv (Bpopporevia), adéNon GLYKEKPIUEVOV AEVKOKVTTAP®Y
(noowoeiria), coPapn ariepyikn avtidpaon (w.y. vepevUcOncia, OVAPLANKTIKY avTidopao,
QoPUAKELTIKO eEAVONLA), YounAd entineda cakydpov ato aiua (o€ drapntikodg acbeveic), vTvniia,
dratapayéc oTopdyov, Exlepa (Lo dtaTapoyn Tov SEPUATOS), GpOP®ET, PAEYLOV TOV TEVOVTOY,
UEL®UEVT dpoouipivn (e TPOTEIVI TOV aipaTog).

IoA0 omavieg avemBuunteg evépyeres (umopei va emnpedsovy £mg 1 otovg 10.000 avOpdmovc)
ITpoodevTikn dMovpyio OLVANG TOV TVEVUOVIKOD 16TOV (S1AEST] TVELLOVOTAOELD) * *

25



* To copPdv pumopet va cuvéPn toyaio 1 Ba propodoe va oyetileTon pe Eva TPog T0 TAPOV AYVOGTO
unxovicpo.

**"Exovv avagepbel meprtdoels TPoodeLTIKNG dNUovpyiog OVANG TOL TVEVUOVIKOD 1GTOV KATA TN
MM teEMsaptavne. Qotdco, dev gival Yvmoto 4v artio fTav 1 TEAGOPTAV.

YopoyrmpoBeralion
e aoBeveic mov Aapfdavovy povo vopoyrAmpobelalidn o1 akdlovbeg emmpdcodeTeg avemBvuNTESG
gvépyeleg Exovv ovapepOet:

Yoyvéc avem@ounteg evépyereg (umopel va exnpedcsovy £mg 1 otovg 10 avlpomovg)
AioOnpo acBeveiag (vavtia), yoapnAd eninedo poyvnoiov oto aipa.

Xrdwvies avemBounteg evépysaieg (nmopei va ennpedoovv émg 1 otovg 1.000 avOpdmovg)
Meimon tov aponeTolmy, To 0moio avéavel Tov Kivouvo aiploppayiog 1| EKYVUMOCEDV (Lkpd pof-
KOKKIVOL GTILAd10 6TO OEPUA 1) GALO 16TO TTOL TPOKOAOVVTOL OO apLoppayiat), VYNAO Emimedo
acPectiov 61O aipo, KEQAAUAYia.

IIoA0 omavieg avemBoupnteg evépyereg (umopei va exnpedsovy £mg 1 otovg 10.000 avOpdmovg)
Avénuévo pH (dwtapayn g o&eofacikng iwwoppomiog) Aoy xouniob enumédov yAmpiov 6To aipia.

Mn yvootéc (1 ovyvotnTe 08V pmopel va ektiun0sei pe Baon ta owebdéoipa dedopéva)

QAEYLLOVT] TOV GLEAOYOVOL 0dEVa, KAPKIVOG TOV OEPUATOG KOt TV XEMMV (U1 LEAAVOUOTIKOG
KapKivog Tov 6€ppatog), peimon Tov aptBpod (1] oKopa Kot EAAENYT) TOV KUTTAPWOV GTO O,
GUUTEPTAAUPAVOUEVOL TOL YAUNAOD aplBuoD epLOPOY KOl AEVKOV aLocPalpimy 6To aipa (avopuio),
coPopéc aAAeEPYIKEG aVTIOPAGELS (TT.). VTTEPELAIGON GO, OVOPVAAKTIKY OVTIOPUCT)), LELOUEVN 1|
anmAeln TG 0pelng, avnouyia, {dAn, Bapupog 1 Kitpiviopa tng dpaonc, Leimon T Opacng Kot TOVOg
670 uatt (mbavd onueio cuGGMOPEVONG LYPOL GTN AYYEWKT oTIBASA TOV 0POUALOD (aTOKOAAN O
¥0p1oedovg) N o&elag puomiog 1 0££0g YAAVKMOUATOG KAEIGTNG YOVING), PAEYLOVT OIULOPOPOV ayYEiDY
(VEKPOTIKY| 0yYEUTION), PAEYLOVT] TOV TTOYKPENTOS, SLOTAPAYES CTOUAYOV, KITPIVIGLLO TOV SEPHOTOG 1|
TV 0pBaAUdV (1kTEPOC), GHVIPOLO TPOGOHOLALoV pe AVKO (Lol KOTAGTOoN ToL Hipeitan po acéveia
OVOLOTL GLGTILOTIKOG EPLONUATMONG ADKOG KATH TNV 0TTOi0 TO OVOGOTOUTIKO GOGTILLO TOV CAOUATOG
emrifetol to chpa)’

STaPAYES TOL OEPLITOG OTIMG PAEYLOVT] TOV arYYEI®V TOL Oipatog oto dépa, avnuévn evauctncio
6T0 NAKO P, e&avOnua, ppBpdtTa TOV SEPUATOC, PADKTULVEG TV XEIMDV, TOV 0POAAUDY 1| TOV
oTONOTOC, EEPAOVAICU TOV BEPUATOC, TVPETOG (TBavA onueia TOADHOPPOV epLBNLOTOC), advvapia,
OAEYLOVT TOV VEPPOV 1 dlaTapayr| TNG VEQPIKNG Aettovpyiag, YAvkO N ota ovpa (YAvkolovpia),
TVPETOG, OLUTAPAYLEVT] 1GOPPOTTIR. NAEKTPOAVTMV, QVENUEVO ETITESD YOANGTEPOANG OipATOG,
UEI®UEVOG OYKOC oipatog, avénuéva emineda yYAukolng 610 aipa, SLGKOAM GTOV EAEYYO TOV EXTEd MV
YAvkolng oto aipa/ ota 00pa o€ acheveig pe didyvoor Gokyapddovs dtaftrn, | Amdiov 6To aiplo.

Ava@opd avemOOunTmV evepyetdv

Edv mapatnpnoete kdmolo avemBOun T evEpyeLo, EVILEPDGTE TOV YIOTPO 1] TOV POPUOKOTOLO GOC.
Av10 1oyt Kot Yo kbBe mbavn avemBountn evépyela Tov Ogv AVOQEPETAL GTO TAPOV PUALO 0ONYIDV
ypnons. Mmopeite emiong va avapépete avemBounteg evépyeieg anevbeiag, péow Tov Bvikod
GLGTHIOTOG OVOPOPAS amevdeiog:

EAlLada

EBvikog Opyavicpdg @appdkov
Meocoyeimv 284

GR-15562 XoAlapyog, Adnva
TnA: + 30 21 32040380/337
®ag: +30 21 06549585
Iototomog: http://www.eof.gr

Kvnpog
Dappoxevtikég Ynnpeoieg
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Ymovpyeio Yyeiag

CY-1475 Agvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iototomog: www.moh.gov.cy/phs.

Méow g avagopds avemBOHUNT®V evepyeldV pumopeite vo fondncete 6T GLAAOYTY TEPIGCOTEPMV
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPLAKOV.

5. Iog va puracoete To PritorPlus
To @appako ovTd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot OgV TO POAVOLV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 QAPUAKO LETE TNV NUepounvio ANENG IOV AVOPEPETAL GTO KOLTI LETA
v «AHEH». H nuepounvio AnéEng eivor n tedevtaio nuéPa Tov UNVO TOL AVAPEPETOL EKEL

Agv vrdpyovv €1d1kég 0dnyieg Bepuokpaciog datpnong Yo 1o Tpoidv avtd. PVAUCCETE GTNV APYIKY|
GLOKELOCIN Y10 VO TPOSTATEVETOL ATO TNV VYpooic. Apapéote To diokio PritorPlus amd v koyéin
UOVO QUECHOC TPV Ao TN ANYM.

[epiotacioka, 1 emtepikn otifado Tov blister doympileTor amod TV e0w@TEPIKN OTPASH UETAED TV
Onkav tov blister. Aev yperdleTon va kavete KAmolo eVEPYELD oV oLTO GLUPEL.

Mnv metdte ApROKa 6TO VEPO TNG OMOYETELONG 1) OTA OKIOKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPUAKE TTOL EV YPMCIULOTOLELTE T AvTd T pétpa O
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iepreydpeva TS 6LOKEVAGIOG KL AOLTTEG TANPOPOPIEg

T nepréyer To PritorPlus

o O1 dpaotikég ovoieg eivar To telmisartan kot 1 vopoyAmpobealion. Kdabe dioxio mepiéyet 80 mg
telmisartan kot 25 mg vépoyrmpoberaliong.

o Ta dAlo ovotatikd eivar Lactose monohydrate, magnesium stearate, maize starch, meglumine,
microcrystalline cellulose, povidone K25, yellow iron oxide (E172), sodium hydroxide, sodium
starch glycollate (type A), sorbitol (E420).

Epoavien tov PritorPlus kou wepieydpeva T 6vokevaciog

Ta PritorPlus 80 mg/ 25 mg dioxia givat kitpva Ko Gompa, ETUAKOVG GYNIATOG UE dVO GTPOOELS GTA
omoia givar yapoyuéva 1o AoyoTumo TG etarpeiog kot o kmdkog HI.

To PritorPlus dwatibeton oe cuokevacieg blister mov mepiéyovv 14, 28, 30, 56, 90 1 98 diokia, 1
ovokevaoieg blister pag 66omg mov epigyovy 28 X 1 diokia.

Mmopei va, v KokAo@opodVv OAEC 01 GLOKEVAGIEG GTN YDPO COC.

Kartoyog Adsrog Kvkhogopiag IHopoaockevaotig

Bayer AG Bayer AG

51368 Leverkusen Kaiser-Wilhelm-Allee

I'eppoavia 51368 Leverkusen
Ieppavio
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T"o omoladnmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPLOKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBouvbeite otov TomKd avimpdowmo Tov Katdyov g Adetog Kukhopopioc.

EA0LGoa

Bayer EAlég ABEE

TnA:  +30 210618 75 00
Kvbmpog

NOVAGEM Limited

TnA: + 357 22 48 38 58

To mapov AL 0dNYLOV yprions avadewpnOnke Yo TeELevTaio Qopd oTig 06/2021.
Addeg TNYEG TANPOPOPLOV

Agntopepeic mAnpoeopieg yio to pappako avtd eivat drabéoipeg 6to diktvakd TOmo ToL Evponaikov
Opyavicpov Papudakmv: http://www.ema.europa.eu.
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