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PENRAZOL® OpenpaloAn 20mg

1 MPOZAIOPIZMOZ TOY®APMAKEYTIKOY MPOIONTOZ
1.1 Ovopacia: PENRAZOL*

1.2 ZuvOeon: ApaoTtikn oucia: Omeprazole(OpenpaloAn).

Ekdoxa: Sucrose & starch maize neutral microgranules, mannitol, sodium starch glycollate,
sodium lauryl sulphate, talc, hypromellose, hypromellose phthalate, methacryiic polymers.
KeAuaxk

KallouAai

Quinoline yellow (E104), patent blue V (E131), erythrosine (E127), titanium dioxide (E1
71),
gelatin.

1.30 dappakoTeXVLKN HopPpn: Kayakia yactpoaveekilka, ckAnpa.
1.4 MNeplekTIKOTNTA O€ SpacTLKN ouoia: KapBe kayakio nepLexel 20mgopenpaloAng.

01.5 Mepiypapn - Zuokeuaoia: FactpoavOekTika okAnpa kayakia {eAativng pe
MPACLVO AVOLKTO adLagpaveg ow Ha Kal Tipacivo oKoUpo adlagpaveg Kanakl.

2uokeuaoicg. Kouti Je 1 oKoupOXpwHOo YUuaAlvo pLlaAidio Twv 14 1 28 kawakiwv. Kouti ye 2 b
lister

TwV 7 Kayakiwy (14 kayakia) n 4

blister
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TWV 7 KAQWakiwyv (28 kayakLa).

1,6 PappaKoBEPATIEUTLKN KatTnyopia: AVTIEAKWTIKO/ AvAOTOAEAG AVTALAG TIPWTOViwV.

01.7 YnieuBuvog KukAogopiag otnv EAAada: ELPENAE ®APMAKEYTIKH
BIOMHXANIA, Aewpopog Mapabw vog 95,19009 MikEpul Ariikng. Katoxog AJ.
KukAogopiag Kumnpou: K.TZIZIOZ & ZIAATA, T.6. 56495, Acpecog. Ap,AS.KukAop.
Kdnpou: 17401.

01.8 Mapaokeuaotng/Zuockeuaotng: ELPENAE ®APMAKEYTIKH BIOMHXANIA,
Aewpopog Mapabw vog 95,19009 MikEppL ATILKNG.

2. TINPENEINA ITNQPIZETEIN1A TO ®APMAKO NOY ZAZ XOPHIHZE O NATPOZ
ZAZ

2.1 Fevikég MAnpopopieq: ToPenrazof pciwveltnv moodTnTa TOU 0EEOG TTIOU TIAPAYETAL
aro TO OTOoPAXL.

2.2 Evdeitelg

ToPenrazof xpnowyoroleital yia tn Bepareia Twyv mMapakatw nabnocswy KalL KATaocTACEWV:

EAKOG dwdEKAdAKTUAOU (EAKOG OTO TIPWTO TURHUA TOU AETITOU EVTEPOU)
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EAKoG oTOopdA)oU (KaAONBEG YAOTPLKO EAKOG)

EAKOG dwdEKADAKTUAOU KaL/r) CTOUAXOU TIOU OXETL(ETAL PE £VA PLKPORLO TIOU AcyeTal
€ALKOBAKTNPLOLO TOU TUAWPOU O ouvOUAo O PHE AAAQ papuaKka

®Aeypovh TOU OLOOpAYOU, N oTIoia TPOKAAEiLTAL attd TIAALVOPOUNOT TOU TIEPLEXOPEVOU TOU
OTOMAXOU (0LoopayiTida arno yaoTPOOLTOPAYLKT TIAALVOPOUNON). AVTLMETWTILON
OUUTITWHATWY YAOTPOOLOOMAYLKNG TIAALVOPOUNONG

Mapaywyn urePPOALKAG TTOCOTNTAG 0EE0G ATIO TO OTOUAXL TIOU TIPOKAAELTAL ATIO TNV
ETOPAOT OPPOVWY OL OTIOLEG EKKpPLVOVTAL aTtd OYKOUG 0TO —Ttaykpeag |ouvdpopo Zollinger -E
lison

Elopogpnon tou 0&LvoU YaoTPLKOU TIEPLEXOMEVOU KATA T OLAPKELA YEVLKNG avalodnoiag
(MpopuAa&n arod eLopoPpnon)

Bepareia ouvtnpnong (yla tThv POANYn TnG UMOTPOTING O acBeveiq ue avBeEKTIKO 0N
ouvron aywyn yaotpodwdekadaKTUALKO £AKOG 1} cofapr) oLoopayitida anod maAlvopounon)

BEpaneia yaoTplkwy Kat dwdEKAOAKTUALKWY EAKWV 1) SLaBPwoewV Tou oxeTilovTtal YE 1]
XPNoN YN OTEPOEOWYV AVTUPAEYUOVWAWY PAPHAKWY. MPOANYN yaoTplkwy Kat
OWOEKADAKTUALKWY EAKWV 1) dLABPWOEWV TIOU OXETLCOVTAL JUE TIL XPrON UNn OTEPOELdWV
QAVTLPAEYUOVWOWY (PAPHAKWY KAl ELOLKOTEPAQ:

2.€ AOUUTITWHATIKOUG aoBeVELG NE TTPOOPOTA dLayvwoBeV EAKOG aveEapTHTWG NALKLAG Kal
BLatTePWG 0€ eKelvoug avw Twv 70eTwv.

2€ yuvailkeg nAkiag avw Twv 70 ETWV XWPLG LOTOPLKO EAKOUG, AOYw TOU KaTa 5 popeq
UYNAOTEPOU OXETLKOU KLVOUVOU aVATITUENG TIETITIKOU EAKOUG OE OUYKPLON UE APPEVEG TNG
QUTNG NALKLQG.
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2 € aoBeveilg PE LOTOPLKO EAKOTIABELAG GTOUG OTIOLOUG 1 HAKPOXPOVLA ANyn Un OTEPOELdWY
QAVTLPAEYHOVWOWY PAPPAKWY Eival avaykaia.

2.3Avtevdeiielg

Ta @appaka YIopouV va Bondricouv Toug appwaoTOUG, NTIOPOUV OPWG Va dNPLOUPYHOOUV Kal
poBARpaTa, 6tav auta dsv Aaupavovtal cCuhpwva JE odNyieg. 'a To CUYKEKPLUEVO
(PAPPAKO Ba TIPETIEL TIPLV TO TIAPETE VA EXETE EVNUEPWOEL TOV YLATPO 0QG G yLa TIG
AKOAOUBEG TIEPLTITWOELG

0 Eaveixate mote Kamola aAAEPYLKN avTidpaon r karola acuvnolotn avtidpaon ctoPenra
zof n
O€ KATIOLA ATIO TLG OUCLEG TIOU TIEPLEXOVTAL OTO

Penrazof

*

| o€ KaroLla aAAa pappaka.

2.4 Idwaitepeg nipoeLldomnolnoelg [ Kat mpoPuUAAEELG KaTa Tn XPnon

2.4.1l'evika: Aobeveig ye ooPapn NMATLKN vOoo oTidvia Xpetalovtal TEpLocoTEPO arno 20m
g

openpaloAng tTnv nuepa. H doon tou

Penrazol

*

dev xpeLtaleTal PocapPoyr CTOUG ApPWOTOUG HE ETILRAPUHPEV VEPPLKT AELTOUPYLA.

2.4.2 HALKLwHEVOL: ZToUug NALKLWUEVOUG dev XpeLaleTal TpomoTioinon tng docgoAoyiagg Tou
Penrazol

*
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2.4.3 Kinon: To Penrazol* dev MpeTEL va XPNOLPOTIOELTAL KATA TN SLAPKELD TNG
EYKUMOOUVNG EKTOG av N Xprion Tou Bewpnbel amapaitntn. Na to Adyo autd Ba mpemeL va
EVNUEPWOETE TOV YLATPO CAG AUECWG, AV KATA TN dLApKeELa TnG Bepaneiag pe

Penrazol

*

MELVETE £YKUOG.

2.4.4 Talouxia: To Penrazol dev mpeTEL va XPNOLUOTIOLELTAL KATA TN SLAPKELA TOU
BnAacpuou.

2.4.5 MNawdLa: Acv £xel anodelybel n aoPAAela Kat n anoteAeouaTikoTNTa Tou Penrazol® oc
nadLd, eKTOg NG XPNOoNG yLa coapr) oLooPayitida ano yacTPooLoopAYLKN TIAALVdPOUNoNn
o€ nawdld nAkiag avw Twv 2 eTwv (PA. 2.6 "Aocoloyia”, tap. Olwoogpayitda arno

YOO TPOOLOOPAYLKY| TIAALVOPOUNoT/TIaldLa).

2.4.6 Enidpaon otnv Lkavotnta odnynong Kat XeLpLopoU Hnxavnuatwy

ToPenrazof cival acgpaleg kat dev eTOPA KABOAOU 0TV LKAVOTNTA 08YyNONG KAl XELPLOPOU
MNXAVNHATWV.

2.4. 7 IdLaitepeg MPOELSOTOLNOELG YLa TA TEPLEXOUEVA £KBoXa: Aev avagepovTal.

2.5 AN\nAeTidpaocclg he AAAa gpappaka 1y ouoieg: Mpwv Eekwvnoete L Bepareia yePenrazol”
OLYOUPEUTELTE OTL EXETE EVNUEPWOEL TOV YLATPO 0AG yla OAa Ta AAAQ pappaka 1ou
MailpveTe, CUPTIEPLAQUBAVOPEVWY QUTWYV TIOU AyopAoaTE XWPLG LATPLKN cuvTayn. To
arnoteAeopa TNG Bepaneiag Yrmopei va EMNPEAcTEL, av TIALPVETE TO

Penrazof

TAUTOXPOVA PE PAPHAKA ayXOAUTLKA (dtaleTidun), AVTLITNKTLKA (Bapgpapivn) Kat
QVTLETUANTITLIKA (PalvuToivn). Z'autnyv Tnv MEPLTTWON 0 YLaTpOg 0ag EVOEXETAL VA PELWOEL
N 600N AQUTWV TWV Papuakwy. Eav xpnolgoroleite avtioglva otnv apxn tng Bepareiag ye
Penrazof

dev urtapyel kaveva npoépAnua, ylati dev erinpealdetat n dpAaocn Tou.
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2.6 AocoAoyia Kat TPOTog Xopnynoneg

Xopriynon arno tou otopatog. H d6on touPenrazof cuviotatal va Aaufavetal To mpwi.

AwdekadakTUALKO £€AKOG: H ouviotwuevn docoAoyia ivat 20mg opempaldAng pia gopa
™V nuepa. H anaAAayn arnod ta CUPTITWPATA €lval ypriyopn Kat 0Toug TIEPLOCOTEPOUG
aoBeVELG N ETTIOUAWON TIPAYUATOTIOLELTAL JECA € 2 EBLOOUADEG. 2€ OO0UG aoBevelg Oev £XEL
ETULTEUXOEL TTANPNG ETIOUAWON YETA TNV APXLKN Bepareia, autr tapatneeital ouvndwg Peta
arod AAAeG 2 €BOONAdEG aywyng. Z€ acBeveiq avBeKTIKOUG o€ AAAa BepameuTIKA OXNRUATA, N
nuepnola doon tng opempaloAng sival

40

mg

Mia popa TNV NUEPA KAl N ETTIOUAWOT TOU dWAEKABAKTUALKOU EAKOUG ETILTUYXAVETAL OUVHOWG
peoa o€ 4 gfOopadeq. 'ia Tnv MPOANYN UTIOTPOTIWY O A0BEVELG NE YAOTPOOWAEKADAKTUALKO
€AKOG 1 CUVLOTWHEVN dOON €ival

1

0

mg

Mia opd Tnv nueEpPa. H doon uropei va auénbei oc

20

mg

Mia opa TNV NUEPA €AV ETTAVEUMAVLIOTOUV CUUTITWHATA.

KaAonbeg yaoTpLlko £AKOG:

H cuviotwpevn docoloyia ival

20

mg

OMETIPACOANG pia popa TNV nuepa. H armaAAayr ano ta CUPTITwaTa sivat ypryyopn Kat
OTOUG TIEPLOCOTEPOUG A0BEVELG N ETIOUAWON TIpaypatoTnoleital yeoa oc 4 efoopdadeq. N'a
000UG acBevELg BEV £XEL ETULTEUXOEL TIANPENG ETIOUAWON PETA TNV ApXLKN Bepareia, autn
napatneeital ouvnwg PeTa amno aAAeg 4 fOONAdEG AYWYNG. Z€ acBevelg avBEKTIKOUG O€E
AAAa BeparmeuTika oxnuata, n ogenpaloAn os 060N

40

mg

Mia popd TNV NUEPQ, ETILTUYXAVEL ETTIOUAWOT) TOU YAOTPLKOU EAKOUG, OUVNBwG peoa o€ 8
€POOPAdEG. Na TNV POANYN UTIOTPOTIWV OE aoBeVELG UE AvBEKTIKO 0T ouvnon Bepareia
KaAonBeg yaoTPLKO £AKOG, ouviotatal doooloyia

20

mg

Mia gpopa Tnv nuepa (UTopet va augnbei os

40
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mg
Mia gopa TNV nUEPA OE TIEPLTITWON EYPAVIONG UTIOTPOTING).

Ogpaneia N MEPOANYN YAOTPLK® V KAl SWIEKASAKTUALKW V EAKW V I SLaBpw TEwV ToU
oxetilovral He Tn XPNON HN OTEPOELDW V AVTLPAEYHOVWEW V pappakwyv (MZAD): Na
N Bepaneia YaoTPLKWV Kat dWOEKAOAKTUALKWY EAKWV 1) SLABPWOEWV TIoU OXETLCOVTAL UE TN
xprion MZA® oe acBeveig mou BpiokovTtal utto ouvexn 1 dLakortouevn Beparteia pye MZAO, n
ouvloTwEeVN doooAoyia eival

20

mg

OMETPACOANG pia popa TNV nuepa. H armaAAayr ano ta CUPTITwPaTa sivat ypryyopn Kat
OTOUG TIEPLOCOTEPOUG A0BEVELG N ETTOUAWON TIpaypatoTnoleital yeoa oc 4 efoopdadeq. Na
000UG acBevELg BEV £XEL ETILTEUXOEL TIANPENG ETIOUAWON PETA TNV ApXLKN Bepareia, autn
ETILTUYXAVETAL OUVNBWG PETA Ao AAAEG 4 €BOOPAdEG aywYNG. INa Tnv MPOANYn Yao TPLKWV
KAt dwAEKABAKTUALKWY EAKWV 1) dLaPpwoewV TIou oxetidovtal ye tn Xpnon MZA®, n
ouvloTwHEVN doooAoyia eival

20

mg

OMETPACOANG pia popa TNV NUEPQ.

Owoopayitida ano yactpooLoopayLlkn naitvdpounon

EviAkeg: H ouviotwpevn docoloyia eivat 20mg opemnpaloAng pia ¢popa tnv nuepa. H
artaAAayr) amno Ta CUMTITWHATA Eilval YPriyopn KAl 0TOUG TIEPLOCOTEPOUG aoBeveiqn
ETIOUAWON TIpaypaTtoroleital pyeoa o< 4 efdouadeq. I'a 6ooug acBeveiqg dev £XEL ETILTEUXOEL
TMANRPNG ETIOUAWON YETA TNV aPXLKN Bepareia, autr napatneeital ouvnwg PeTa arnod aAAeq
4 €BOoAdEG aywyng. € acBeveig NE BapLlag HOoPPNG OLoOpayLiTLOa ATIO YAOTPOLCOPAYLKN)
TaALVdpOPNon , Tou dEV avtanokpivovtal o€ AAAN BEPATIEUTLKY) aywyn, N openpaloAn oe
ooon 40mg Tnv nUEPA ETILTUYXAEL
ETIOUAWON TNG oloopayitdag, ouvnowg yeoa oc 8 efOoUAdEG.

Na pakpoxpodvia Beparneia cuvTrPnong yta thv POANYnN UTIOTPOTIWY CUVLOTATAL dOCOAOYLa
10

mg

Mia gpopa Tnv nuepa (UTopet va augnbei os

20-40

mg

Mia opa TNV nUEPA OE TIEPLTITWON EYPAVIONG UTIOTPOTING).
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Mawdia nAkiag lavw Twv 2 €TW V UE copapn olcoPpayitida ano yactTpooLooPpayLkn
naAwvdpopunon: H kAwiIKN euTielpla o€ mawdld €ival MePLopLoYEVN. ZTa nmawdld, n
opeTPACOAN Ba TIPETIEL VA XPNOLUOTIOLELTAL HOVOV OE TIEPLTTTWOELG OOPAPNG OLCOPAYLTLOAG
aro yaoTPOOLoOPAYLKY) TIAALVOPOUNON, N OTIoLa €ival avBEKTLK o€ AAAQ BEPATIEUTIKA PETPA.
H Bepareia 6a mpemel va apxioel arnd voookopuelakod ratdiatpo. ['a tnv apakoAoudnon twv
APPWOTWY, TOV KABoPLOPO TNG dOCEWG Kal Th dLAapKeLa TnG Beparieiag, yla tnv EMLTEUEN Tou
APLOTOU BEPATIEUTLKOU ATIOTEAECNATOCG CUVLOTATAL, OTIOU KPLBEL anapaitnTto, n MEPLOOLKN
24wpn KatapeTpnon tou pH wote va dlatnpeitat mavw arno 4. Moplakeg dlatapaxeg Tou
CYP
2
C
1
9 Ba MPETIEL VA OUVEKTLPMWVTAL 0T BEPATIEUTLKT) Aywyr, OTIOU TOUTO €ival EPLKTO, i

Aocoloyia: 0.7-1.4mg/kg Bapoug cwuatog.

Alapkela Oeparieiag: 4 - 8 dopadeg Kat dsv Ba mpeTeL va uriepPaivel T 12 eBdoudadeq. e
AVOEKTIKEG TIEPLITTWOELG AUENON doong pMeEXPL 2.5mg/kg.

AVTLUETWTILOT CUUTITWHATWY YAOTPOOLOOPAYLKNG MaAlvdpopnong: H ouviotwuevn
doooAoyia sivatl 20
mg

OMETIPACOANG pia popa TNV NUEPQ.

H artaAAayn ano ta cupntwuata sivat ypriyopn. Apketol acBeveig propet va
avtarnokpLlBouv tkavorownTtika o€ docohoyia 10mg opemnpaldAng pLa popa nuepnoiwg yt'
auto Ba mperel va AapBaveTtal utt oyn n e§atopikeuon tng doocoloyiag. EAv o eAeyxog Twv
OUUTITWHATWY Oev £XEL eTLTEUXOEL Bepareia 4 efOoPAdwV pE

20

mg

oMETPACOANG NUEPNOLWG, CUVLOTATAL TIEPALTEPW EAEYXOG.

ZUvdpopo Zollinger-Ellison: H ouviotwuevn apxkn doon sivat 60mg openpaloAng thv
nuepa. H doooAoyia Ba mpeTiel va e§QTOPIKEUETAL KA va OLAPKEL avaAoya PE TNV KALVLIKN
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evOELEN. Z€ 000ELG TNG TAENG TwV

20-120

mg

TNV NUEPA AvVTarokpiveTat

TO

MEYAAUTEPO TIOCOOTO TWV aoBevwy . Av 1 CUVOALKY nuepnota doon urepBaivel ta
80

mg

Ba npeTieL va dlatpeital o€ dUo ANYeLg tnv nueEpQ,

Ekpilwon Tou eAlkoBaKktTneLldiou Tou MUAWPOU 0TO dwdeKadaKTUALKO €AKOG Kal 0TO
KAAonOeg YaoTPLKO EAKOG

Mapadeiypata TPLMAW V OEPATIEUTLK® V oXNUATWV (dLapkelag piag epdouadac)

Apo&ukiAAivn 500mg, TpeLg gpopeg nv nuepa kat MetpovidaloAn400mg, TPELG popeG ThV
nueEPa Kat Penrazol 2
0

mg

QU0 (POPEG TNV NUEPA N

40

mg

M NuEpPa yLa emnta (7) nUEPES.
KAaplBpopukivn

250

mg

U0 POPEG TNV nuEPA Kat MetpovidaloAn
400
mg

QU0 (POPEG TNV NUEPA Kal
Penrazoi

20

mg

OUO POPEG TNV NUEPA 1)
40
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mg

TNV nUEPA yLa enta (7) nUEPEG.
AMPOELKLAALYN 1

g

QU0 popeg TNV nUEPA Kat KAapLlBpouukivn
500
mg

OUO POPEG TNV NUEPA Kal
Penrazol

*20

mg

QU0 (POPEG TNV NUEPA N

40

mg

Mia gopa Tnv nuepa yta emnta (7) nUEPEG.

Mapadeiypata INMA®W V OEPAMEUTIK® V oXNHATWYV (Stapkelag dUo eSO AdwWV)

KAaptBpopukivn 500mg, Tpelg popeg tnv nuepa kat Penrazof 20mg, duo popeg Thv nuEPA 1
40 mg pia ¢opa tnv
nuepa yua 14 nuepeg, APOoELKLAALVn 750

mg

(N1

g

), OUO POPEG TNV NUEPA KaL

Penrazol

e

20

mg

, OUO popeg TNV nuepan 40

mg

Mia gopd Tnv nuepa yLa 14 nuepeg, Na va dlacPalloTEL N EMTOUAWOT OTOUG AOBEVELG UE
EVEPYO TIETITIKO EAKOG, BAETIE TNV CUVIOTWHPEVN AVWTEPW dOCOAOYLA yLa TO
OWOEKADAKTUALKO KaL TO KAAONBEG YAOTPLKO £AKOG. Edv petd and aywyn Ye KAToLo arno ta
napandavw BepaneuTikd oxnUaTa o acbevng rmapapevel BETIKOG 0TO EALKOBAKTNPLOLO TOU
TMUAwWpPOU, n Beparieia uropel va eravaingoet.
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MpoAnyn Dewopogpnong: 40mg to Bpadu TpLv arno Thv EyXeipnon, kat akoAoubwg 40mg,
1-4 wpeg MpLv aro Tnv eyxXeipnon.

Xopnynon o€ VEQPLKN avEMApPKeLa: e vepporadeiq dev XpeldleTal TPOTIONOLNON TNG
doooAoyiag.

Xopnynon 0 o€ nATLKN avenapkela: Eneidn n Blodlabeoiyotnta Kat o Xpovog nullwng
™G ohETPAlOANG O0TO TMAAOHA auEAveTal OTOUG ACBOEVELG HPE NIATLKA QVETIAPKELQ,

n

nuepnota doon twv 20

mg

elval ouvnbwg emapkng.

Mawdia: Asv £xeL anodelxbeil n aopAAELA KAL N ATIOTEAECPATIKOTNTA TNG XPNong Tou Penrazo
I ® ota
nadLld eKTOg NG XPHoNg yLa cofapr oLoco@ayi Tda ano yacTPOoOoLoOpAYLKN TIAALVEPOUNoN
o€ nawdLd nAkiag avw Twv 2 eTwv (PA. Ttap. 2.6 "AocoAloyia”, ap. Owoogpayitda arno
YOAOTPOOLO- OOPAYLKY) TIAALVOPOUNoTY/TIaLdLa).

HALKLwpEVOL: ZToug NAIKLWPEVOUG dev XpelaleTal TPOTIONOLNON TG doooAoyiag.

2.7 YnepdoooAoyia - AvTIHETW TLoN: Av Kat eV IapaTtnERdnKav KAToLa CUNTITWHPATA
OToug aoBeveig Tou eAafav TIOAU UPNAEG dO0 LG OUETIPAlOANG , 0aC CUMPBOUAEUOUNE va
ETILKOLVWVNOETE JE TOV YLATPO 1 TOV PAPUAKOTIOLO 0AG, OTNV TIEPLTITWON ANWNG UTIEPRBOALKNG
doong,

TnA Kevtpou AnAntnplacswv ABnvag: 210 7793777.

2.8 TL npemnel va YVwpLll{eTE 0TNV NMEPLNTWON TIOU TAPAAELYATE VA MMAPETE KAnoLa
8oon: Edv napaAsiyate pia doon, Ba MPEMeL va APETE TV OO0 AuTH TO TAXUTEPO duvaTo.
Eav, ev Toutolg, MANOLAlEL N wPA yLa TNV EMOPEVN dOCN, PNV TIAPETE TN dO0N ToU
napaAeiyate, aAAG ocuveEXLOTE KAVOVLKA TN Bepareia.
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2.9 AveTilOUUNTEG EVEPYELEG

To Penrazol® eival KaAd avekTo Kal av epaviobouv aveTilBUPNTEG EVEPYELEG €lval ouvnowg
NTILEG KaL UTIOXWwpPOoUV O6Tav dLlakoriei n Beparneia. Exouv avagpepbei oL mapakatw
QVETILOUUNTEG EVEPYELEG, AV KAL OE TIOAAEG TIEPLTITWOELG OEV £XEL ATIODELXTEL OTL OXETL(OVTAL
ME TNV Bepareia pe Penrazol®:

KegpalaAyia, diappola, SUCKOLALOTNTA, KOLALAKO AAYOG, VAUTIQ/EPETOG KAl JETEWPLOUPOG. €
OTIAVLEG TIEPLTITWOELG EXOUV avapepOei: depuaTika eEavorjpata ge payoupa, KAYLHo 1
poudLtaopa, {aAn, SUCKOALQ OTOV UTVO, UTTVNALQ, aioBnua tAiyyou kat-adlabeoia. Ze Aiyeq
MEMOVWHEVEG TIEPLITTWOELG £XOUV avagpepBei: augnuevn eualocbnoia Tou dEPUATOG GTOV NALO
(pwToguaLobnoia), coBapeg OEPUATLKEG AVTLOPACELG, TPLXOTITWON, TIOVOG OTLG apBpwoELg,
MUIKOG TIOVOG, JULK aduvapia, Enpootouia, pAEYHOV) OTO OTOMA, HUKNTLAon 0TO
YOO TPEVTEPLKO OUCTNUA, ETILBETIKOTNTA, dLATAPAXT TOU TIPOCAVATOALOUOU, OUYXUOT, HELWON
Tou erinedou cuveidnong (av rpolnapxel copapr) vOoog TOUG NIAtog), MPOoRARUATA OTOUG
VEQPOUG KAl 0TO AMAp (OTWG PAEYHUOVH TWV VEPPWV, (PAEYHOVT TOU NTIATOG ME/M XWPLG
LKTEPO, OUCAELTOUPYLA TOU NIATOG), ALUATOAOYLKEG dlATAPAXES (EAATTWON TOU aplBuou Twv
EMMOPPWY CUCTATLKWY TWV ASUKWV ALUOCPALPLWY 1] TWV ALUOTIETAALWY TOU ailpatog TL.X.
Acukorievia, Bpouforievia, AKOKKLOKUTTAPALULA KAl TIAVKUTTAPOTIEVia), YUVALKOUAoTia,
oidnua, MUPETOG, dUCPOoPiLa OTO 0TNBOG, CORAPNG HOPPNG AAAEPYLKN avTidpaon
(aAvapUAQKTLKO OOK), VEQPLTLOA, AUuENPEVN EPLOPWOT), BAUTIWKA OTa PATLa, dLaTapaxeq Thg
YEUONG KAl JELWOT TWV ETILMEAWV VATPLOU OTO aipa. e ooapd NMAoXoVTEG aobeveiq:
ALavoNTLKY oUyxXuon, dleyepon, KatabAuyn kat yeudaltodnoelg. Mropei va epgpaviocbouv kat
AAAEQ QveTILBUUNTEG EVEPYELEG. AV TIAPOUCLACHOEL KAl ETILUEVEL KATIOLA ATIO TLG TTAPATIAVW
QVETILOUUNTEG EVEPYELEG NN TTAPATNPNOETE KATL AOUVNOLOTO, 000 Ttaipvete Penrazol®,
OUMBOUAEUBELTE TOV YLATPO COQG.

Edav napatnpnoste KAmoLa averbuuntn EVEPYELQ, EVNHEPWOTE TOV yLaTpd 0ag, 1) Tov
(PAPHAKOTIOLO 1) TOV/TNV VOOOKOPO 0aG. AUTO LOXUEL Kal yla KABe mibavr) averbuuntn
EVEPYELA TIOU OEV avapeEPETAL 0TO TTAPOV PUAAO 0dnylwv Xpnong. Mropeite eniong va
AvVaEPETE AVETILBUPNTEG evepPYeELEG areubeiag oTtov EBviko Opyaviouo dapuakwv
(Meooyeiwv 284, 15562 XoAapyog, www . eof . gr) 1y 0TI PAPPAKEUTLKEG YTINPECLEG TNG
Kurpou, Yrmoupyeio Yyeiag, CY-1475, w
WW

Moh.gov.cy

phs
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Fax
: +35722608649. Meow NG avagpopds averBuunTwy EVEPYELWV UTIOPELTE va Bondnoete 0N
OUAAOYT TIEPLOCOTEPWYV TIANPOYPOPLWY OXETIKA YE TNV ACPAAELA TOU TIAPOVTOG PAPHAKOU.

2.10 HuepopnviaAngngtoumnpoiovtog

Avaypa@eTtalL 0TnV EEWTEPLKN KAl EOCWTEPLKN OUOKEUAOLA. Z€ TEPLTITWON TIOU N NUEPOUNvia
auTn £XEL TIAPEABEL PUNV XPNOLUOTIOLNOETE TO TIPOLOV.

2.11 IBLaitepeg MPoPpUAAEELC yLa TNV PUAAEN TOU MPOLOVTOQG: PUAACCETAL OF
Bepuokpacia xapnAdtepn twy 25°
C

2.12 Hpepopnvia teAeutaiag avabewpnong Tou puAAou odnylwv: 12-9-2013.

3.NAHPO®OPIEZ IN'lA THN OP©OAOTIIKH XPHZH TQN ®APMAKQN

* To @APHUAKO QUTO 0AG TO EYPAYE O YLATPOG 0AG UOVO YLA TO CUYKEKPLUEVO LATPLKO 0QG
MPOoRAnua. Aev Ba mnpeTieL va To dLvETE 0 AAAQ ATONA 1} VA TO XPNOLUOTIOLELTE YLa KAToLa
AAAN TIABNON, XWPELG TIPONYOUNEVWG VA £XETE CUMPOUAEUBEL ToV yLatpod oag. - Eav kata tn
OLapKeLa NG Bepareiag EPPAVLICTEL KATIOLO TIPOPANPA PJE TO PAPUAKO, EVNUEPWOTE APECWS
TOV YLATPO 1) TOV pAPPAKOTIOL0 0agG: * EQv €XETE OMOLAdNTOTE EPWTNUATIKA YUPW arto TLG
TTANPOPOPLEG TIOU APOPOUV TO PAPHAKO TIOU AAPPAVETE 1) XPELALECTE KAAUTEPN EVNUEPWON
yla TO LATPLKO 0ag TIPORANKA, PN SLOTACETE va (NTROETE TIG TIANPOPOPLEG AUTEG ATIO TOV
YLaTPO 1§ TOV PAPMAKOTIOLO 0ag. * 'la va eivatl anoteEAEONATLIKO KAl acpaAeEC TO pAPHUAKO TIOU
0ag Xopnynonke Ba mpemnel va AauPAveTal cuPpwva Pe TG 0dNyLEG TIou oag d6nkav. - N'a
NV acpAAELA 0QG KAl TNV UYELa 0ag €ival anapaitnto va dlapacete Pe MPoooxr Kabe
TTANPOYOPLA TIOU APOoPA TO PAPPAKO TIOU 0ag Xopnynobnke. * Na pn dLatnpeite ta papuaka
OTO AOUTPO, OLOTL N {£0TN KAL N UYPACiLa UTIOPEL va AAAOLWOOUV TO PpAPHAKO KAl va TO
Kataotrnoouv eMBAABEG yla Tnv uyeia 0ag. - AlaTnPNoTE TA PAPPAKA OTOV APXLKO TIEPLEKTN
Toug. 0 Na pnv Kpatate pappaka 1ou Osv Ta XPeLtaleoTe TIAEOV 1) TIOU 1ndn £xXouv Angel. - lNa
MEYAAUTEPN AOPAAELA KPATNHOTE OAQ TA PAPPAKA OE ACPAAEG NEPOG PAKPLA ATIO Ta TatdLd.
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4. TPOMNOXZ AIAGEZHZ

To Penrazol® xopnyeital yovo Pe LaTpLKn ouvtayn.
PENRAZOL®

OpenpaloAn 20mg

I1. MPOZAIOPIZMOZ TOYGAPMAKEYTIKOY MNPOIONTOZX
0 Ovopacia: PENRAZOL*

0Z0veeon: ApaocTikn oucia: Omeprazole(OpenpaloAn).

Ekdoxa: Sucrose & starch maize neutral microgranules, mannitol, sodium starch glycollate,
sodium lauryl sulphate, talc, hypromellose, hypromellose phthalate, methacryiic polymers.
KeAuaxk

KallouAai

Quinoline yellow (E104), patent blue V (E131), erythrosine (E127), titanium dioxide (E1
71),
gelatin.

dappakoTeXVLKN Hoppn: Kayakia yactpoavOeKilka, oKAnpa.

0 MeplekTikOTNTA O SpacTikn oucia: Kape kayakio nepLexel 20mgopenpaloAng.
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0Mepiypan - Zuokeuaoia: FacTpoavOekTiKa okAnpa kayakia {eAativng Je MpacLvo
AvOLKTO adLapaveg ow pa Kat nmpacitvo okoupo adiagpaveg Kanakl.

2uokeuaoicg. Kouti Je 1 oKoupoXpwHo YUaAlvo pLlaAidio Twv 14 1 28 kaywakiwv. Kouti ye 2 b
lister

TwVv 7 Kayakiwy (14 kayakia) n 4

blister

TwV 7 KAWakiwv (28 kayakLa).

1,6 dappaKkoBepaATEUTLKN KaTnyopia: AvTIEAKWTLKO/ AvaoTOAEAG AVTALAG TIPWTOViWV.

0 Yneubuvog KukAopopiag otnv EAAada: ELPENAE ®APMAKEYTIKH BIOMHXANIA,
Aewpopoc Mapabw vog 95,19009 Mikepput Arikng. Katoxog Ad. KukAogpopiag
Kinpou: K.TZIZIOZ & ZIAATA, T.6. 56495, Aepecog. Ap,Ad.KukAogp. Kunpou: 17401.

0MNapaockeuvaotng/Zuockeuaotng: ELPENAE ®APMAKEYTIKH BIOMHXANIA,
Aewpopog Mapabw vog 95,19009 MikEppL ATILKNG.

2. TINPENEINA ITNQPIZETEIN1A TO ®APMAKO NOY ZAZ XOPHIHZE O NATPOZ
ZAZ

"evikeg ANnpogopieg: ToPenrazof pewwveltnv moocotnTa Tou 0§£0g ToU TIapayeTal aro To
OTOMAxL.

Evdeitelq
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ToPenrazof xpnowyoroleital yia tn Beparneia Twyv mMapakatw nabnocwy Kat KATaocTACEWV:

EAKOG dwdEKAdAKTUAOU (EAKOG OTO TIPWTO TUNRHUA TOU AETITOU EVTEPOU)

EAKog oTopdxou (KaAonBeg YAOTPLKO EAKOG)

EAKOG dwdEKADAKTUAOU KaL/r) CTOUAXOU TIOU OXETL(ETAL UE £VA PLKPORLO TIOU AcyeTal
€ALKOBAKTNPLOLO TOU TUAWPOU O ouvOUao o HE AAAQ papuaka

®dAeypovh TOU OLOOpAYOU, N oTIoia TPOKAAEiTAL ard TaAlvdpOuNoN TOU TIEPLEXOPEVOU TOU
OTONAXOU (0LoopayiTida arno yaoTPOOLoOPAYLKT TIAALVOPOUNON). AVTIMETWTILON
OUUTITWHATWY YAOTPOOLOOMAYLKNG TIAALVOPOUNONG

Mapaywyn urePPOALKNG TTOCOTNTAG 0EE0G ATIO TO OTOPAXL TIOU TIPOKAAELTAL ATlO TNV
ETOPAOT OPPOVWY OL OTIOLEG EKKPLVOVTAL aTtd OYKOUG 0TO —Ttaykpeag |ouvdpopo Zollinger -E
lison

Elopognon tou 0&LvoU YaOoTPLKOU TIEPLEXOMEVOU KATA T OLAPKELA YEVLKNG avalodnoiag
(MpopuAa&n arod eLopoPpnon)

Bepareia ouvtipnong (ya tTnv POANYn TnG UMIOTPOTING O acBeveig ue avBeEKTIKO 0N
ouvron aywyn yaotpodwdekadaKTUALKO EAKOG 1} cofapr) oLoopayitida anod nmaAlvopounon)

BEpaneia yaoTplkwy Kat dwdEKAOAKTUALKWY EAKWV 1) SLaBpwoewV Tou oxeTilovTtal YE 1]
XPNoN YN OTEPOEOWYV AVTUPAEYUOVWAWY PAPHAKWY. MPOANYN yaoTplkwy Kat
OWOEKADAKTUALKWY EAKWV 1) dLABPWOEWV TIOU OXETLLOVTAL JE TIL XPrON U OTEPOELdWV
QAVTLPAEYUOVWOWY (PAPHAKWY KAl ELOLKOTEPAQ:
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2.€ AOUUTITWHATIKOUG aoBeVELG NE TTPOOPOTA dLayvwoBeV EAKOG aveEapTHTwG NALKLAG Kal
ALatTePWG 0€ eKelvoug avw Twv 70eTwv.

2 € yuvailkeg nAkiag avw Twv 70 ETWV XWPLG LOTOPLKO EAKOUG, AOYw TOU KaTa 5 popeq
UPNAOTEPOU OXETLKOU KLVOUVOU aVATITUENG TIETITIKOU EAKOUG OE OUYKPLON UE APPEVEG TNG
QUTNG NALKLAG.

2 e aoBevelg PE LOTOPLKO EAKOTIABELAG OTOUG OTIOLOUG 1 HAKPOXPOVLA ANyn Un OTEPOELDWY
AVTLPAEYUOVWOWY (pAPPAKWY Elval avaykaia.

2.3Avtevdeitelg

Ta papuaka JIopouy va Fondricouv Toug appwoTOUG, MTIOPOUV OUWG va dNULOUPYHCOUV Kal
npopAnuata, tav auta dsv Aaupfavovtat cUuhgwva he 0dnyieg. Ma TO CUYKEKPLUEVO
(PAPPAKO Ba TIPETIEL TIPLV TO TIAPETE VA EXETE EVNUEPWOEL TOV YLATPO 0QG G yLa TIG
QKOAOUBEG TIEPLITTWOELG

0 Eaveiyate mote kamnola aAAEPYLKN avTidpaon 1 kamola acuvnBlotn avtidpaon ctoPenra
zof n
o€ KAToLa arnod TLG OUCLEG TIOU TIEPLEXOVTAL OTO
Penrazof

*

N 0€ KATola AAAa papuaKa.

IBlaitepeg npocetdonolnoelg I Kal MPoPUAAEELC KaTa Tn Xpnon

Mevika: AoBeveig ye oofapn Nratikn vooo oravia xpetafovtal meplocotepo arnod 20mg oue
npaloAng tTnv nuepa. H doon tou
Penrazol

*
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dev xpeLtaleTal PocApPPOYr CTOUG APPWOTOUG HE ETILRAPUMPEV VEPPLKT AELTOUPYLA.

HAKLwpevoL: ZToug nAKLWPEVOUG BeV XpeLaleTal Tporioroinon tng docoAoyiagg tou Penraz
ol *,

Kinon: ToPenrazol* 8ev mpeneL va Xpnotdomnoleital Kata tn diapkela tng
£YKUHOOUVNG EKTOG av N XPnon Tou Bswpnbei anapaitntn. Ma to Adyo auto 6a
TIPETIEL VA EVNHEPW CETE TOV YLATPO 0AG AMECWG, AV Kata Tn dLapkela tTng
fepaneiag pe Penrazol* peivete £yKuog.

FaAouxia: ToPenrazoldev npeneL va XpnoLHornoleital Kata tn dLapkela Tou
énAacpou.

Mawdia: Aev €xeL anodelxOel n acpAaAeLa Kat n anoteAecuatikotnta tou Penrazol®
oe nawdLa, EKTOg TNg XPNOoNG yia copapn olcogpayitida ano yactTpooLooPpayLkn
naAlvdpounon oe nawdLa nAkiag avw Twv 2 eTw v (BA. 2.6 "AocoAoyia”, map.
Owoogayitida ano yaoctTpoolooPpayLkn nallvdpounon/nadia).

Enidpaon otnv Lkavotnta odnynong Kat XeLpLopoU HNXavnuatwy

ToPenrazof civat acgpaleg kat dev eTdPA KABOAOU 0TNV LKAVOTNTA 0d1YyNoNG Kat XELPLOPOU
MNXavnuatwy.

IBLaitepeg MpoeLldonoLNoeLg yla Ta NePLEXOUEVA €Kdoxa: Aev avagpEpovTal.

ANNAeTUOpAOCELG uE AAAQ papuaka 1) oucieg: Mpwv Eekvnoete L Bepareia pePenrazol™, ol
YOUPEUTELTE OTL EXETE EVNUEPWOEL TOV YLATPO 0AG yla OAa Ta AAAQ pApPaAKA TIOU TIALPVETE,
OUNTIEPLAQUBAVOUEVWY QUTWY TIOU AYOPACATE XWELG LATPLKY ouvtayr. To anoteAeoua tng
Bepareilag NTIOPEL va ETNPEACTEL, AV TTALPVETE TO

Penrazof
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TAUTOXPOVA PE PAPHAKA ayXOAUTLKA (dtaleTidun), AVTLITNKTLKA (Bapgpapivn) Kat
QVTLETUANTITLIKA (PpalvuToivn). Z'autrnyv Tnv MEPLTTWON 0 YLaTPOg 0ag EVOEXETAL VA PELWOEL
™ 600N AQUTWV TWV PAapuakwy. Eav xpnolgotoleite avtioglva otnv apxn tng Bepareiag ue
Penrazof

dev urapyel kaveva npopAnua, ylati dev erinpealdetat n dpAacn Tou.

2.6 AocoAoyia KaL TPOTog Xopnynoneg

Xoprjynon aroé tou otopatog. H doon touPenrazof cuviotdatal va Aaupavetat To mpwi.

AwdeKadaKTUALKO €AKOG: H cuviotwuevn doooAoyia eivat 20mg opetipaldAng pia gpopa
Vv nuepa. H armaAAayn ano 1a CUPTITWHPATA €ival Ypriyopn KAt 0TOUG TIEPLOCOTEPOUQG
aoBeveig N EMOUAWOT TIpaypatoroleiTal peoa o€ 2 eBOONAdEG. e 6O0UG aoBevVeLg dEV EXEL
ETUTEUXOEL TTANPNG ETIOUAWON PETA TNV APXLKN Bepareia, autr) apatnpeitat cuvnwg Peta
arod AAAeg 2 €BOoNAdEG aywyng. Ze acBeveiq avBeKTIKOUG o€ AAAa BEpATIEUTIKA OXNRUATA, N
nuePnoLa d6on ™G odeMPalOANG ivatl

40

mg

Mia popd TNV NUEPA KAl N ETIOUAWGCN TOU dWAEKADAKTUALKOU £AKOUG ETILTUYXAVETAL OUVNHOWG
pMEoa o€ 4 €BOoNAdEG. 'la TNV TIPOANYN UTIOTPOTIWY OE ACBEVEILG NE YAOTPODWOEKADAKTUALKO
€AKOG N CUVLOTWHEVN dOON €ival

1

0

mg

Mia gpopd tnv nuepa. H ddon propei va augnbet oe

20

mg

Mia opd TNV NUEPA €AV ETTAVEUPAVLIOTOUV CUUTITWHATA.

KaAonbeg yaoTpLKo €AKOQ:

H ocuvictwpevn doooAoyia sivatl

20

mg

opemPAlOANG pia gpopa Tnv nueEPa. H armaAAayr) amno Ta CUMTITWHUATA Eilval ypriyopn Kat
OTOUG TIEPLOCOTEPOUG A0BEVELG N ETTIOUAWON TIpaypatoTmoLleital yeoa o 4 efdopadec. Na
000UG aoBeveiq dev £XEL ETILTEUXOEL TTANPNG ETIOUAWON YETA TNV APXLKN Bepareia, autn
napatnpEeitatl cuvndwg YETA aro AAAeG 4 €BOOUAdEG aywyNnG. Z€ aoBeveiq avBEKTIKOUG O€E
AAAQ BEpAreUTIKA oXNPata, n ogempaloAn oe 660N

40

mg
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Mia popa TNV NUEPQA, ETILTUYXAVEL ETIOUAWOT TOU YOO TPLKOU EAKOUG, OUVHBWG Yeca o 8
€BdopAdeg. Na Tnv MPOANYN UTNIOTPOTIWV OE A0BEVELG UE AVOEKTIKO 0TN ouvhon Bepareia
KaAONBEG YaoTPLKO £AKOG, cuvioTaTal doooAoyia

20

mg

Mia gopa Tnv nuepa (UTopet va augnbei oc

40

mg

gia gpopa Tnv nuEPA OE TIEPLTITWON EYPAVIONG UTIOTPOTING).

©epaneia N MPOANYN YAOTPLKW V Kal SWIEKASAKTUALK®W V EAKW V N SLaBpw CEWV TOU
oxetilovral He Tn XPNON MN OTEPOELDIW V AVTLPAEYHOVWEW V pappakwyv (MZAD): Na
N Beparneia yaoTplkwy Kat dwdEKAdAKTUALKWY EAKWV 1 dLABPWOEWV TIoU OXETI{ovVTAaL UE TN
xprion MZA® oe acBeveiq rou Bpiokovtal urod cuvexn 1 dlakomtopevn Bepaneia pye MXAD, n
OuvLOTWHEVN dooOoAOYiLa glval

20

mg

opemPAlOANG pia gpopa Tnv nueEpa. H armaAAayr) amno Ta CUMTITWHUATA Eilval ypriyopn Kat
OTOUG TIEPLOCOTEPOUG A0BEVELG N ETTOUAWON TIpaypatoTmoLleital yeoa o 4 efdopadec. Na
000UqG aoBeveiq dev £XEL ETILTEUXOEL TTANPNG ETIOUAWON YETA TNV APXLKN Bepareia, autn
ETULTUYXAVETAL OUVNBWG PETA amo AAAEQ 4 €Bdopadeg aywyng. Na tnv MpoAnyn yaoTpltkwv
Kal OwdEKABAKTUALKWY EAKWV 1 dLaBpwoewv Tou oxetiovtal ue tn xprion MZAd, n
OuvLoTWHEVN doooAoYia gival

20

mg

opeMPAlOANG pia gpopa Tnv nUEPA.

Owoogayitida ano yacTpooLooPpayLkn nallvdpounon

EvnAwkeg: H ocuviotwpevn doooloyia sivat 20mg opempaloAng yia ¢popd tnv nuepa. H
araAAayr and Ta CUMTITWHATA ilval Ypriyopn KaL 0TouG TIEPLOCOTEPOUG acbeveig n
ETIOUAWON TIpaypaToTioleital yeoa o€ 4 €douadeq. N'a 6ooug acBeveig dev £XeL ETULTEUXOEL
TTANPNG ETIOUAWON PETA TNV aPXLKN Bepareia, autr napatnpeital cuvniwg PeTa arnod aAAeq
4 £Bdopadeq aywyng. e acBeveig Pe Baplag HoPPnG oLooPayitida ano yaoTPOoLoopAYLKN
TTAALVOPONNCN , TIOU OEV AVTATIOKPLVOVTAL O AAAN BEPATIEUTLKN Aywyr), N OMETIPALOAN CE
doon 40mg Tnv nuEPA ETILTUYXAEL
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ETIOUAWON TNG oLooPayiLTLdag, ouvnowg yeoca o€ 8 eBOOUADEG.

Ma pakpoypodvia Bepareia ouvinENoNG yLa Thv IPOANYN UTIOTPOTIWY ouvioTatal docoAoyia
10

mg

Mia gopa Tnv nuepa (UTopet va augnbei oc

20-40

mg

gia gpopa Tnv nuEPA OE TIEPLTITWON EYPAVIONG UTIOTPOTING).

Mawdia nAkiag avw Twv 2 €Tw vV HE copapn olcoPayitida ano yactTpooLooPpayLKkn
naAwvdpopunon: H kAWIKn euTielpia o€ Tadld €ival MePLoPLOPEVN. ZTa mawdld, n
opeTPACOAN Ba TIPETIEL VA XPNOLUOTIOLELTAL HOVOV OE TIEPLTTITWOELG OOPAPNG OLCOPAYLTLOAG
aro yaoTPOOLoOPAYLKY) TIAALVOPOUNON, N OTIola €ival avBeKTLKN 0€ AAAQ BEPATIEUTIKA PETPA.
H Bepareia 6a mpemel va apxioel arnd voookopuelakod radiatpo. ['a tnv apakoAoudnon twv
APPWOTWY, TOV KABoPLoPO TNG dOCEWG Kal Th dLapKeLa TnG Beparieiag, yla tnv EMLTEUEN Tou
APLOTOU BEPATIEUTLKOU ATIOTEAECUATOCG CUVLOTATAL, OTIOU KPLBEL amnapaitnTto, n MEPLOOLKN
24wpn KatapeTpnon tou pH woTte va dlatnpeitat mavw arno 4. Moplakeg dlatapaxeg Tou
CYP

2

C

1

9 Ba TPETIEL VA CUVEKTLPMWVTAL 0T BEPATIEUTLKY aywyn, OTIOU TOUTO €ilval EPLKTO, i

Aocoloyia: 0.7-1.4mg/kg Bapoug cwuatog.

Alapkela Oeparieiag: 4 - 8 ¢dopadeg Kat dsv Ba npeTeL va uriepPaivel T 12 eBdoudadeg. e
AVOEKTIKEG TIEPLITTWOELG AUENON doong peEXPL 2.5mg/kg.

AVTLUETWTILOTN CUUTITWHATWY YAOTPOOLOOPAYLKNG MaAlvdpopnong: H ouviotwuevn
doooAoyia sivatl 20
mg
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OMETIPACOANG pia popa TNV NUEPQ.

H artaAAayn ano ta cuprtwuata sivat ypriyopn. Apketol acBeveig propet va
avtarnokpLlBouv tkavoronTtika o€ docoAoyia 10mg opemnpaldAng pLa popa nuepnoiwg yt'
auto Ba mpemel va AapBavetal utt' oyn n e§atopikeuon tng docoAoyiag. Edv o eAeyxog Twv
OUUTITWHATWY OeV £XEL eTLTEUXOEL Bepareia 4 efOoPAdwV pE

20

mg

OMETPACOANG NUEPNOLWG, CUVLOTATAL TIEPALTEPW EAEYXOG.

ZUvdpopo Zollinger-Ellison: H ouviotwuevn apxkn doon sivat 60mg openpaloAng tnv
nuepa. H doooAoyia Ba mpeTiel va e§QTOPIKEUETAL KA va OLAPKEL avaAoya PE TNV KALVLIKNA
evOELEN. Z€ 000ELG TNG TAENG TwV

20-120

mg

TNV NUEPA AVTAToKpiveTal

TO

MEYAAUTEPO TIOCOOTO TWV AoBevwY . Av 1 CUVOALKY nuepnota doon urepPaivel ta

80

mg

Ba npeTieL va dlatpeital oe dUo ANYeLg tTnv nueEPQ,

Ekpilwon Tou eAlkoBaKktTneLldiou Tou MUAWPOU 0TO dwdeKadaKTUALKO €AKOG Kal 0TO
KAAonOeg YaoTPLKO EAKOG

Mapadeiypata TPLMAW V OEPATIEUTLK® V oXNUATWV (dLapkelag piag epdouadac)

Apo&ukiAAivn 500mg, TpeLg popeg nv nuepa kat MetpovidaloAn400mg, TPELG popeg ThV
nueEPa Kat Penrazol 2
0

mg

QU0 (POPEG TNV NUEPA N
40
mg
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M NuEpa yLa emntta (7) nUEPES.

KAaptBpopukivn 250mg, duo popeg tnv nuepa kat MetpovidaldAn 400mg, dUo popeg ThV
nueEPa Kat Penraz
oi 20m
g ;
QU0 (POPEG TNV NUEPA N

40

mg

NV nuEPA ya enta (7) nUEPEG.

APOELKIAALVN 1 g, duo popeg TNV nuepa kat KAaptBpopukivn 500mg, duo popeg Thv nuEPA
Kat Penrazol*20mg, duo
(POPEG TNV NEPA N

40

mg

Mia gopa Tnv nuepa yla emnta (7) nuepPEG.

Mapadeiypata 018NAwW v BEpANeUTIKW vV oXnUatwy (diapketag dUo eBdouadwy)

KAaptBpopukivn 500mg, tpelg gpopeg Tnv nuepa kat Penrazof 20mg, dUo popeg Tnv nuepan
40 mg uia popa Thv
nuepa ywa 14 nuepeg, APoELKIAALVn 750

mg

(n1
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g

), OUO (POPEG TNV NUEPA Kal

Penrazol

e

20

mg

, OUO pOopEeG TNV nuepa n 40

mg

dia opd TNV nueEpPa yLa 14 nuepeg, N'a va dLacPaAloTEL N ETTOUAWON OTOUG acBeveig pe
EVEPYO TIETITIKO £AKOG, PAETIE TNV CUVIOTWHEVN AVWTEPW OOCOAOYIA yLa TO
OWOEKADAKTUALKO KAl TO KAAONOEG YAOTPLKO EAKOG. EQv YETA amd aywyr) JE KATIOWo arno ta
napanavw BePAMEUTIKA OXNMATA 0 A0BEVHG TIAPAPEVEL BETIKOG OTO EALKOBAKTNPILOLO TOU
TTUAWPOU,

,N Beparneia yropei va eravaAngdet.

MpoAnyn Dewopopnong: 40mg 1o Bpdadu mpLv ano tnv yxeipnon, kat akoAoubwg 40mg, 1-4
WPEEG TIPLV ATIO TNV EYXELPNON.

Xopriynon 0 o€ VEQPLKN AVETIAPKELA: X veppoTiadeiq dev XpeldleTal TPOTIONOLNON TNG
doooAoyiag.

Xopriynon 0 o€ nnatikn avenapkela: Encidn n Blodlabeoiuotnta Kat o Xpovog nuilwng tTng
opeMPAlOANG 0To MAACKA auEaveTal OTOUG AoBEVEILG UE NITATLKY AVETIAPKELQ,

n

nuepnota doon twv 20

mg

elval ouvnbwg emapkng.

Mawdia: Asv £xeL anodelyBel N aoPAAELQ KAL N ATIOTEAEOUATIKOTNTA TNG XProng tou Penrazo
I ® ota
nadld ekTOg NG XPHoNG yLa copapr) oLoco@ayi Tda ano yacTPOooLoOpAYLKN TIAALVEPOUNoN
oe nawdld nAkiag avw Twv 2 eTwv (PA. Ttap. 2.6 "AocoAloyia”, ap. Owoogpayitda aro

YOO TPOOLO- OOPAYLKY) TIAALVOPOUNoTY/TIaLdLA).
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HALKLwpEVOoL: ZToug NAKLwPEVOUG dev XpelaleTal TpoToToinon tTng docoAoyiag.

2.7 YnepdoooAoyia - AVTLHET® Ton: Av Kat dsv mapatnenonkav KAToLa CUUTITWPATA
oToug acBeveig ou eAaBav oAU uPnAEG dO0 €1G OPETIPAlOANG , 0AG CUMPBOUAEUOUUE va
ETILKOLVWVIOETE JUE TOV YLATPO 1] TOV PpAPHAKOTIOLO 0AG, OTNV TIEPLTITWON ANYNG UTIEPROALKNG
doong,

TnA Kevtpou AnAntnplacewv Abrivag: 210 7793777.

TL peNEL va YVWPLTETE 0TNV MEPLTITWON NOU MapaAeiyate va napete Kanoia doon:
Eav napaAeiyate pla 860, Ba mpereL va nApeTe tnv 000N auTr TO TAXUTEPO duvato. Eav,
€v TouTOoLg, MANOLAZEL N WPA yLa TNV ETIOPEVN dOON, UNV TIAPETE TN 000N TIOU TIAPAAELYATE,
aAAQ ouvEXLOTE KAVOoVLKA Tn Beparteia.

AvVETILOUUNTEG EVEPYELEQ

To Penrazol® eival KaAd avekTo Kal av epaviobouv aveTilBUPNTEG EVEPYELEG €lval ouvnowg
NTILEG KaL UTIOXwpPOoUV O6Tav dLlakoriei n Beparneia. Exouv avagpepbei oL mapakatw
QVETILOUUNTEG EVEPYELEG, AV KAL OE TIOAAEG TIEPLTITWOELG OEV £XEL ATIODELXTEL OTL OXETL(OVTAL
ME TNV Bepareia pe Penrazol®:
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KepalaAyia, dlappola, QUCKOLALOTNTA, KOLALAKO AAYOG, VAUTLA/EPETOG KAL HETEWPLOMOG. 2€
OTIAVLEG TIEPLTITWOELG £XOUV avapepBel: depuatika egavbruata Ye payoupa, KAYLUOo 1y
poudLlacpa, {aAn, SUCKOALQ OToV UTIVO, UTtvnALa, aioBnua tAiyyou kKat-adlabeoia. € Alyeg
MEUOVWHEVEG TIEPLTITWOELG EXOUV avaPpePBEeL: augnuevn euatonoia Tou dEPPATOG OTOV NALO
(pwTtocualobnoia), cofapeg dEPUATIKEG AVTIOPATELG, TPLXOTITWON, TIOVOG OTLG apBpwaoELg,
MUIKOG TidvVog, MUK aduvapia, Enpootopia, pAeypovi 0To OTONA, HUKNTLAOT OTO
YAOTPEVTEPLKO OUCTNUA, ETILBETIKOTNTA, dLAaTAPAXr) TOU TPOCAVATOALCHOU, OCUYXUON, HELWON
TOU ETILIIEDOU CUVELdNONG (av TipolTiapxeL coapn vooog TOUG HATog), TIPORARUATA OTOUG
VEQPOUG Kal 0TO NTap (OTiwg pAEYUOVN TWV VEPPWYV, PAEYUOVI TOU NTATOG ME/M XWPLG
LKTEPO, BUCAELTOUPYLA TOU NTATOG), ALHATOAOYLKEG dLATAPAXEG (EAATTWON TOU apLBuoU Twv
EMMOPPWYV CUCTATLKWY TWV ASUKWV ALUOCPALPLWY 1) TWV ALUOTIETAALWY TOU aipaTtog Ti.X.
Acukorievia, Bpouporievia, AKOKKLOKUTTAPALKLA KAl TIAVKUTTAPOTIEVLA), YUVALKOUAOoTia,
oldnua, TUPETOG, duaPpopia 0To 0THOOC, coRAPNG HOPPNG AAAEPYLKN avTidpaon
(QAVApUAOKTLKO OOK), vEpPLTLOQ, aUENUEVN EPLOPWON, BAUTIWPA OTA JATLA, dLATAPAXEG TNG
YEUONG KAl JELWOoN TwV ETUIEdWV VATPLOU OTO aipa. Z€ oofapa nacyovteg acteveiq:
ALavonTLKr) ouyxuon, dleyepon, KatabAwyn kat weudatodnoelg. Mropel va eugaviocbouv kat
AAAEG aveTIlBUPNTEG evepyeELeG. AV TTapoUCLacOEL KAl ETILPEVEL KATIOLA ATIO TLG TIAPATIAVW
QVETILOUUNTEG EVEPYELEG N} TTAPATNPNOETE KATL AOUVNOLOTO, 000 Ttaipvete Penrazol®,
OUMPBoUAeUBEiTE TOV YLATPO 0QG.

Edv nmapatnpnoete KAroLla avenbuuntn EVEPYELQ, EVNUEPWOTE TOV YLATPO 0ag, 1) ToV
(POPUAKOTIOLO 1} TOV/TNV VOOOKOWO 0agG. AUTO LOXUEL KAl yla KABe mibavr) averbuuntn
EVEPYELA TIOU dEV AvapEPETAL OTO TIAPOV PUAAO 0dnyLwv Xprong. Mmopeite eniong va
AvVaQEPETE AVETILBUPNTEG evepyeleqg areubeiag otov EBviko Opyaviouo dapuakwv
(Meooyeiwv 284, 15562 XoAapyog, www . eof . gr) 1 OTIG pAPPAKEUTIKEG YTINPECLEG TNG
Kurnpou, Ymoupyeio Yyeiag, CY-1475, w
ww

Moh.gov.cy
/

phs
Fax

: +35722608649. Meow TnG avagpopdag averilBuUPnTwWY EVEPYELWV PTIOPELTE va BonBnoete 0Tn
OUAAOYT TIEPLOCOTEPWYV TIANPOPOPLWY OXETIKA PE TNV ACPAAELA TOU TIAPOVTOG PAPPAKOU.

2.10 HuepopnviaAngngtounpoiovrog

AvaypAa@eTtal oTnV EEWTEPLKN KAL EOCWTEPLKN OCUCKEUAOLa. Z€ TIEPLTITWON TIOU N NUEPOUNvia
QuUTH £XEL TIAPEABEL PNV XPNOLUOTIOLNOETE TO TIPOLOV.
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2.11 IBLaitepeg MpoPpUAAEELC yLa TNV PUAAEN TOU MPOoLOVTOR: PUAACCETAL OF
Bepuokpacia xapnAodétepn twv 25°
C

2.12 Huepopnvia teAeutaiag avabewpnong Tou GuUAAou odnylwv: 12-9-2013.

MAHPO®OPIEZ I'lA THN OPO©OAOTIKH XPHZH TON ®APMAKQON

* To @APHUAKO QUTO 0AG TO EYPAYE O YLATPOG 0AG UOVO YLA TO CUYKEKPLUEVO LATPLKO 0QG
MPOoRAnua. Aev Ba mpeTeL va To dLveETE 0 AAAQ ATONA 1} VA TO XPNOLUOTIOLELTE YLa KAToLa
AAAN TIABNON, XWPELG TIPONYOUNEVWG VA £XETE CUMPOUAEUBEL ToV yLatpod oag. - Eav kata tn
OLapKeLa NG Bepareiag EPPAVLICTEL KATIOLO TIPOPANKA PE TO PAPUAKO, EVNUEPWOTE APECWS
TOV YLATPO 1) TOV (pAPPAKOTIOL0 0agG: * EQv €XETE OMOLAdNTOTE EPWTNUATIKA YUPW aTto TLG
TTANPOPOPLEG TIOU APOPOUV TO PAPHAKO TIOU AAPPAVETE 1) XPELALECTE KAAUTEPN EVNUEPWON
yla TO LATPLKO 0ag TIPORANKA, PN SLOTACETE va (NTROETE TLG TIANPOPOPLEG AUTEG ATIO TOV
YLaTPO 1§ TOV PAPUAKOTIOLO 0ag. * 'la va eivatl anoTeEAEOUATLKO KAl acpaAEC TO PpAPHUAKO TIOU
0ag Xopnynonke Ba mpemnel va AauPAveTal cuPpwva Pe TG 0dNyLEG TIou oag d6nkav. - N'a
NV acPAAELA 0QG KAl TNV UYELa 0ag €ival anapaitnto va dlapacete Pe MPoooxr Kabe
TTANPOYOPLA TIOU APOoPA TO PAPHAKO TIOU 0ag Xopnynonke. * Na pn dLatnpeite ta papuaka
OTO AOUTPO, OLOTL N {£0TN KAL N UYPACiLa UTIOPEL va AAAOLWOOUV TO PpAPHAKO KAl va TO
Kataotrnoouv MBAABEG yLa Tnv uyeia 0ag. - AlaTnPnoTE TA PAPPAKA OTOV APXLKO TIEPLEKTN
Toug. 0 Na pnv Kpatate pappaka 1ou sV Ta XPeLaleoTe TIAEOV 1) TIOU 1dn £Xouv Angel. - lNa
MEYAAUTEPN AOPAAELA KPATNHOTE OAQ TA PAPPAKA OE ACPAAEG NEPOG PHAKPLA ATIO Ta TatdLd.

4. TPOIMNOZ AIAGEZHZ

To Penrazol® yopnyeitat yovo Pe LATPLKN CuvVTayn.
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