RANOPRAL 304131

Caps 20mg
®YAAO OAHTIQN A TO XPHETH

1. Mpoodiopiousds PAPUAKEUTIKOU NPOIGVTIOS

1.1. Ovopaoia: RANOPRAL
1.2. TUvBeon
Apaouki ougia: Omeprazole
‘Exdoxa: Hydroxy Propyl methyl cellulose (HPMC 6), Disodium Hydrogen Phosphate dehydrate, Sodium
Lauryl Sulphate, Low Substituted hydroxyl propyl cellulose (LHPC LH11), Sugar Spheres (710 micron), Sugar
Spheres (850 micron), Titanium Dioxide, Talc, Light Magnesium carbonate, Eudragit-L 100 55 (Methacrylic Acid
Copolymer Type C), PEG 6000, Polysorbate 80, Sodium Hydroxide Pellets, Purified Water, Patent Blue V (E131),
Quinoline yellow (E104), Titanium Dioxide (E171), Yellow Iron Oxide (E172), Gelatin
1.3. ®appakotexvikh popph: Kaydakio yaotpoavOekuko, okAnpd
1.4. Nepiekukotnta: Kabe kaydkio nepiéxel 20mg Omeprazole
1.5. Neprypagpn-Zuokevaoia:
14 h 28 kaydkia cuokeuaopéva os ALU/ALU BLISTER.
1.6. ®appakoBepansuukn katnyopia: Avueikwtkd / Avactonéas avidias npwrtoviwv
1.7. YneuBuvos Kukio@opias: Gramm pharmaceuticals
Tpappevidns A. ABavdaoios
K.Kapapavihn 59
T.K. 56728 Neanoin
TnA. 2310 766466
1.8. MNapaokeuaotns: Rafarm AEBE Malavia Atukhs TnA.210 6643835

2. Ti npénel va yvwpilete yia 1o pappako Nou oas Xopnynaoe o yiatpos aas

2.1. Tevikés nAnpogopies: H Omeprazole peidvel tnv noodtnta tou 0&€os Nou napdayetal and 1o oTtopdxi
2.2. Evési€eis:
H Omeprazole xpnoiponolgitai yia tn Ogpaneia twv Napakdtw nabhCEWV Kal KATaoTtdoewV:
‘EAkos bwbdekadaktunou (€AKos OTo NPWTO TUAPA Tou AENToU ViEpou)
‘EAkos otopdxou (KafonBes yaotpikd £€AKos)
‘Efkos dwdekadaktiiou kal/i atopdxou nou oxetifetal pe éva pikpoPio nou Aéyetar EAikoBaktnpidio tou
NMuAwpou o ouvduaopo pe alfa eappaka.
¢ Odeypovh tOU OI0OGAYoU, N onoia npokadsital and Nafdivépdunon Tou MEPIEXOUEVOU TOU GTOPAXOU
(oicoayiuda and yaotpooicopayikh nafivépdunon). AVUUEIONION CUUNTWHATWY YAOTPOOIcOPaAYIKNS
nafivépoépnons.
* Mapaywyn unepPoiikhs noadtntas og€os and to otopdxi nou npokaneitar and tnv eniGpacn oppovVwV ol
onoigs ekkpivovtal ané 6ykous oto ndykpeas. (Luvépopo Zollinger-Ellison).
¢ Eiopo@non tou 6§Ivou yaotpikoU nepIEXopévou Katd tn Sidpkela yevikhs avaioBnaias. (MpopuAagn and
€10pO6GNON)
¢ Oepansia ouvtapnons (yia tnv npdéAnyn tns unotponns o€ acBeveis Ye avBekukd otn ouvhOn aywyn
yaotpodwdekadaktunikd éikos  cofaph oicopayituda and nafivépdunon).
¢ Oegpanegia yaotpikwv Kal dwdekadaktuiikv efkmdv N diappwdocwv nou oxetifovial e tn XpAoN pn
otepoelbwv  avuPieypovwdav @appdkwy. MpdAnyn yaotpik®dv kal dwdekadakwAikwy €KDYV H
S1aBpwoewv nou oxetiovtal Pe TN XpAon pPn OTEPOEIBMOV avuPAeyHovwS®V Gapudkwv Kai e1dikdtepa:
1. Y& aoupntwpaukoUs aoBeveis pe Nnpdéopata diayvwaodév éAkos aveGaptntws nAikias kai 16aIépws
o€ eKeivous avw twv 70 tmv.
2. Le yuvaikes niikias dvw twv 70 gV xwpis 10topikd ékous, Adyw tou Katd 5 opés uyniotepou
oxeuKoU KIvbUvou avantugns nenukou éAKous o€ oUyKPIon PE APPEVES TNs AUTAS NAIKias.
3. Le aoBeveis pe 10T0pIkd efkondbelas, Mou n pakpoxpdvia ANYn pn otepoeld®dv avupAsypovwdmv
Qapudkwyv gival avaykaia.
2.3. Avievbeiels: Ta @appaka pnopouv va BonBnoouv tous app®dotous, Pnopouv Opws va dnpioupyhoouv
kal npofAnpata, étav autd dev Aaupdavovial cUpPwva pe us odnyies. MNa 1o cuykekpipévo Gapuako Ba npénel
NpIV 10 NAPETE VA £XETE EVNPEPWOEI TO YIATPO 0as yid Us aKONOUBES NEPINTWOEIS:
Edv eixate noté kanoia aflepyikn avtidpaon h kanola acuvnBiotn avtidpaon oto Gappako autd h og kanoia
and us ouaies MouU MNePIEXoVTal OTo PAPHAKO h o€ kKanola aldfa Gappaka.
2.4. Ei6ikés npo@uidagels kai npoeibonolnoeis Katd tn xphon
2.4.1. Tevika: AoBeveis pe cofapn nnaukh vooo ondvia xpeidlovial nepiocdtepo and 20mg Omeprazole
v npépa. H 66on tns Omeprazole dev xpeidetal npooappoyn OToUs apPWOTOUs PE EMNIBApUPEVN VEPPIKA
Aeitoupyia.
2.4.2. HAikiwpévol: Ztous nAikiwpévous dev xpeiddetal tpononoinon ts Socofoyias tns Omeprazole.
2.4.3. Kunon: H Omeprazole 6ev npénel va xpnaolponolgital Katd tnv S1ApKela tns eyKUPooUvns €KT6s av n
xphon tns BewpnBei anapaitntn. TNa 1o AGyo autd Ba Npénel va EVNUEPDOETE TO YIATPd 0as, AUéows, av Katd
v didpkeia tns Bepaneias pe Omeprazole peivete £ykuos.
2.4.4. Tafouxia: H Omeprazole &ev npénel va xpnoipyonolgital katd tn didpkeia tou OnAacuou.
2.4.5. Naidia: Asv éxel anodeixOei n aopdaneia kal n anotefeopatkdINta Tou pappdkou o naidid.
2.4.6. Enibpaon otn iIkavotnta 06aynons Kal XeIPIOPoU pnxavnpdtwv: H Omeprazole gival aoganns kar 6ev
eMmépd kaBdéMou otnv IKavénta odhynons Kal XEIPICHOU PNXAVNHATWV.
2.4.7. 161aitepes NpoeISONOINGEIs yia ta nepiexopeva ékdoxa
2.5. AdAnAeniSpdaoeis pe aila pappaka n ouaies: Mpiv Eekivhoete t Bepaneia ye Omeprazole, olyoupeuteite
Ol £XETE EVNUEPWOEI T0 YIATPO oas yia 6Aa ta dnfa Gapuaka Nou naipvete, cUPNEPINaPBAVOUEVWV AUTMV Nou
ayopdoate Xwpis 1aTpIKN guvtayn.
To anotéfeopa tns Bepaneias pnopei va ennpeactei, av naipvete tnv Omeprazole tautéxpova pe Gappaka
ayxofduukd (6ialendpn), avunnkukd (Bappapivn) kar avueniAnnukd (paivutoivn). 'authv tnv nepintwon o
Y1aTpOs 0as eVOEXETAI va PEIDMOE! Th G0N AUT®V TWV PAPHAKWV.
Eav xpnaoiponolgite avudgiva otnv apxn tns Bepaneias pe Omeprazole, bev undpxel kavéva npdPAanpa, yiati dev
ennpeadetal n dpdon tns.
2.6. Aogoioyia: Xophynon and tou otopatos
H 660n tns Omeprazole ouviotatal va Aappavetal 1o npwi.
Awbekabaktuiko éfkos
H ouvictdpevn doconoyia gival 20mg Omeprazole pia gopd tnv npépa. H anaddayn and ta cupntopata ivai
yphyopn Kai otous nepiocdtepous acBeveis n enoUAwon npaypatonolgital péoa oe 2 BSopades. e 6aous
aoBeveis dev éxel eniteuxBei nAhpns enodfwon petd tnv apxikh Bepansia, auth napatnpeital cuvhbws petd
ané annes 2 eBdopades aywyns. e acBeveis avBekukoUs os alia Bepaneutkd oxhpata, n npepnaia 66on s
Omeprazole givai 40mg pia gopd tnv npépa Kal n enoUAwon tous dwdekadaktulikou éAkous enituyxdavetal
ouvnBws péoa o€ 4 BGopades. MNa tnv npdAnyn unotpon®v o€ acBeveis pe yaotpodwdekadaktunikd €AKos n
ouviotwpevn 66on gival 10mg pia gopd tnv npépa. H 66on pnopei va au§nBei oe 20mg pia popd tnv nuépa
€4v enaveppaviotolv cupntopata.
KaAonOes yaotpikd éAkos
H ouviotdpevn doconoyia gival 20mg Omeprazole pia popd tnv npépa. H anadfayn and ta cupntopata ivai
ypnyopn Kal otous nepioodtepous aobeveis n enoUuAwon npaypatonoigital péoa o 4 €f6ouddes. MNa doous
aocBeveis dev éxel eniteuxBei nAnpns enodfwon petd tnv apxikh Bepansia, auth napatnpeital cuvhbws petd
ané andes 4 eBdopdadss aywyns. Le aobeveis avBekukoUs oe dAfa Bepansutkd oxnpata, n Omeprazole oe
660n 40mg pia popd v npépa, eNTUyxavel enoUAwWON Tou yaotpikou éAkous, ouvnBws péoa ot 8 eBdopades.
MNa v npdAnyn unotpon®dv o acbeveis pye avOekukd omn ouvhOn Bepaneia kaAdnbes yaotpikd €Akos,
ouviotatal Soconoyia 20mg pia popd tnv npépa (unopei va au§nBei oe 40mg pia popd tnv npépa ot Nepintwon
EUPAVIONS UNOTPOMNS).
Bepaneia n npoAnyn yaotpikwv kar bwdekabaktuikwv kv n d1aBpwoswv nou oxetifovtal pe t xpnon pn
otepoeIbwv avuPAsyuovwdwv gapudkwv(MEIAD).
MNa wn Bepaneia yaotpik®dv kar dwdekadaktuiikwv h diafposwv nou oxetilovial pe i xpnhon MIAO® ot
aoBeveis nou Bpiokovial unoé ouvexn h diakontopevn Bepaneia pe MIAD n cuviowwpevn doconoyia gival 20mg
Omeprazole pia popd v npépa. H anaddayh and ta cupnopata givar ypAyopn Kai otous NEPICOOTEPOUS
aoBeveis n enoUAwon npaypatonolgital péoa oe 4 fEouades. MNa doous aobeveis dev éxel enteuxBei nAnpns
enoufwon petd v apxikn Bepaneia, auth entuyxdvetal cuvhBws petd and annes 4 eBSouddes aywyns.
MNa v npéAnYn yaotpikav Kai dwdekadaktuikimv eAk®V h Siafpwoewv nou oxetifovial pe tn xphon MIA®,
n ouviotwpevn 6oconoyia gival 20mg Omeprazole pia popd tnv nuépa.



Oioogayitis and yaotpooioopayikn nafdivépdunon: H cuviotwuevn docofoyia givai 20mg Omeprazole pia popd
v npépa. H anaddayh and ta oupntdpata ival ypayopn Kal otous Nepliocdtepous aoBeveis n enodwon
npaypatonolgital péoa os 4 eB6opdades. Na 60ous aobeveis dev éxel emteuxBei NAnpns enolAwon petd tnv
apxikh Bepaneia, auth napatnpeital cuvnBws petd and annes 4 eBGopddes aywyns. L& aoBeveis pe Bapids
Hoppns olcogayitda and yaotpooicopayikh nafivépdunon, nou dev avianokpivovial o aiin Bepansutkn
aywyn, n Omeprazole oe 66on 40mg v npépa enituyxdavel enoUdwaon s oicopayiudas, ouvhbws péoa oe
8 eBdopades.

lNa pakpoxpoévia Bepaneia cuvtipnons yia v npéAnyn unotponwv cuviotdtal Soconoyia 10mg pia gopd tnv
npépa (unopei va au§nBei o 20-40mg pia eopd tnv npépa o€ NEPINTWON EUPAVIONS UNOTPOMNS).
AVULETDNION OUUMTWUATWY yaotpoolioopayikns nafivépounons.

H ouviowwpevn doconoyia givai 20mg Omeprazole pia popd v npépa. H anaddayh and ta cupntwpata gival
yphyopn. Apketoi aoBeveis pnopei va avtanokpiBouv ikavonointkd o docofoyia 10mg Omeprazole pia popd
nuepnaiws, yI'autd Ba npénel va AapPavetal un’éyn n e§atopikeuon s Soconoyias.

Edv o éAeyxos twv oupntwpdtwy Sev éxel eniteuxBei petd and Bepaneia 4 eBdopddwv pe 20mg Omeprazole
nUEPNGTIWS, oUVIOTATal NEPAITEPW ENEYXOS.

Xuvépopo Zollinger-Ellison: H ouviotwpevn apxikn &éon eivai 60mg Omeprazole. H 6ocodoyia Ba npéner va
e€atopikevetal kal n Bepaneia va Siapkei avanoya pe tnv kAvikh évdei§n. Le dooels tns 1d§ns twv 20-120mg
NV NPéPa avianokpivetal 1o peyaidutepo Nocooto twv acBevav. Av n cuvoiikih npephoia 66on unepPaivel ta
80mg, Ba npénel va diaipeital og 600 AnYels v npépa.

Ekpiwon tou EAikoBaktnpibiou tou MuAwpou oto Swbdekabaktuiké £€Akos kal oto kalénBes yaotpiko €lKkos.

MNapadeiypata pinAdv Bepansuuk®v oxnpdtwy (Sidpkeias pias eB&opadas)

Apo&ukiAdivn 500mg, tpeis popés tnv nuépa kal Metpovidaléin 400mg, Tpels Popés tnv npépa kal Omeprazole
20mg, dUo popés tnv npépa n 40mg pia Gopd v npépa yia entd (7) npépss.

KAapiBpopukivn 250mg, 600 ¢opés tnv npépa kal Metpovidbaléidn 400mg, 6Uo @opés tnv npépa Kal
Omeprazole 20mg, 6Uo @opés tnv npépa h 40mg pia gopd tnv npépa yia entd (7) nuépes.

Apo&ukiAdivn 1g, 6Uo popés tnv npépa kai KAapiBpopukivn 500mg, 6Uo gopés tv nuépa kai Omeprazole
20mg, U0 Popés tnv npépa h 40mg pia popd tnv nuépa yia entd (7) nuépes.

MNapabeiypata SinAdv Bspansutkdv oxnpdtwy (Siapkeias o edouadwv)

KAapiBpopukivn 500mg, tpels popés tnv npépa kal Omeprazole 20mg, SUo popés tnv nuépa n 40mg pia popd
v npépa yia 14 nuépes.

Apo&ukiAdivn 750mg (h 1g), Vo @opés tnv npépa kai Omeprazole 20mg, dUo Popés tnv npépa h 40mg pia
@opa tnv npépa yia 14 npépss.

MNa va diaoganiotei n enodfwon otous aoBeveis pe evepyd nNenukod £€Akos, PBAENE TNV CUVICTWHEVN AVWTEPW
Sooonoyia yia to dwdekadaktuikd kal 1o kaAdnbes yaotpikd €AKos.

Edv, petd ané aywyn pe kanoio and ta napandvw Bepaneutkd oxhpata o acBevins napapével Beukds oto
EAikoBaktnpidio tou NuAwpou, n Bepansia pnopei va enavaingOei.

MpéAnyn eilopépnons

40mg 1o nponyoUpevo Bpddu npiv anod wnv eyxeipnon, kal akodoUBws 40mg 1-4 MdpPEs NpIv ano tnv eyxeipnon.
Xopnynon o€ ve@pikn avendpkeia: e vepponabeis dev xpeidletal tpononoinan tns doconoyias.

Xopnynon og nnaukn avendpkeia: Eneibh n BlodiaBecipdtnta kai 0 xpovos npidwns s openpaldins oto nAdopa
au€dvetal otous aoBeveis Pe nnaukn avendpkela, n npephala 66on twv 20mg €ival cuvhBws enapkns.

Maibid: Aev éxel anodeixBei n acpaneia kal n anoteAeopaukdnta s xphons tns Omeprazole ota naidid.
HAikiwpévor: L1ous ndikwpévous dev xpeidletal tpononoinon s ocooyias

2.7. Ynepbdooofoyia-Avupetwnion: Av kal 6ev napainpndnkav KAMold OCUUMNTMMUATA OTous aoBeveis
nou éAafav noAU uyniés d6oels openpaldonns, oas oupPouneloupe va EMIKOIVWVACETE PE TO YIATPO h 1O
@appakonold oas, otnv nepintwon Anyns ungpponikns déons.

TnAépwvo Kévipou AnAntnpidoswv ABhvas: (210) 77 93 777

2.8. AvemiBupntes evépyeies: H Omeprazole eivar kaldd avekth kal av eupavicBouv aveniBuuntes evéPyeles
€ival ouvhBws MIEs Kal unoxwpouv 6tav diakonei n Bepaneia.

‘Exouv avagepbei ol napakdiw aveniBuuntes evépyeies, av Kal o€ NoAAés NePIN®OEls dev éxel anodeIxtei ou
oxetiovtal pe v Bepaneia pye openpaldin: kepanadyia, Siappola, duokoifidtnta, koldiakd afyos, vautia/
£PETOS KAl PHETEWPIOUOS.

Te ondvies nepINtoels éxouv avagepBei: deppaukd e€avbnpata, pe gayolupa, kdyiyo h poudiacua, {ann,
Sduokodia atov Unvo, unvniia, aiocBnpa 1Aiyyou kal adiaBeaia.

e Aiyes peEPOVWPEVES NEPINTMOEIS £€xouv avagepbei: au§nuévn euaiobnoia tou Séppatos  otov
nhilo(pwtoeuaioBnaoia), coPapés deppatkés avudpdaels, TpIXONwon, Novos ous apOpP®OEls, PUikos Noévos,
puikn aduvapia, §npootopia, GAgypovh oto otdpa, PUKNTIAON OTO YAOTPEVIEPIKO oUotnpa, eniBsukdinta,
Slatapaxn tou npocavatodiopou, ouyxuon, peiwon tou eninédou ouveibnons (av npoUndpxel cofapn vooos
ToU hnatos), NpoPAnpata otous veppous Kal oto hnap (dnws AgypovA Twv VEQP®Y, GAEYUOVA TOU NNAtos
pe/h xwpis iktepo, duonertoupyia tou NNatos), aipatonoyikés diatapaxés (eAdtiwon tou apIBPoU twv EPHOPPWV
OUCTAUK®V TV AEUKQOV QIgoo®aipiwv N twv aiyonstadiov tou aipatos n.x Aeukonevia, BpopPonevia,
OKOKKIOKUTIApaIpia Kal Navkuttaponevia), yuvaikopaatia, oibnpa, nupetds, duopopia oto athbos, cofapns
poppns alepyikn aviibpaon (avaguiakukd cok) veppiuda, au§nuévn epidbpwon, Bduntwpa ot pdua,
Slatapaxés tns yelons Kal PEiwon twv eNINESwV vatpiou oto aipa.

e ooBapd ndoxovies acBeveis: Siavonukh olyxuon, diéyepon, katddiiyn kar yeudaiobnoels. Mnopei va
eppavioBolv kal dnfes avenBupntes evépyeies. EGv napatnphoste kanola aveniBupntn evéPyela, EVNUEPWOTE
oV YIaTpd 0as N oV Gappakonold n tov/tinv voookopo oas. Autd 1oxUel Kal yia KaBe mbavih avenBuuntn
€VEPYEID Nou Hev avapépetal oto Nnapov euANo odnyimv xpnons. Mnopeite enions va avagépetal aveniBupntes
evépyeles aneuBeias atov EOvikS Opyaviopd ®appdkwv (Meooyeiwv 284, 15562, XoAapyos, www.eof.gr). Méow
s avagopds aveniBUupntwv evepyeldv pnopeite va BonBnoete otn cuffoyn MEPIOCOTEPWY NANPOPOPIDV
OXEUKA PE NV ao@dneia tou napdvios eapudkou.

2.9. Ti npénel va yvwpilete otn nepintwon nou napansipate va napete kanola déon: Edv napadeiyate pia
660n Omeprazole Ba npénel va ndpete tnv 56on auth, to taxutepo duvatd. Edv, ev toutols, NAncidadel n wpa yia
v endpevn d6on pn ndpete tn d6on nou napadeiywate, aAAd ouvexiote kavovikd tn Bepaneia.

2.10. Huepopnvia AREns tou Npoidvtos: Avaypdpetal otnv e§WTEPIKA KAl ECWTEPIKN OCUOKEUATIa.

L& NEPINTWON NOU N NPEPOUNVia autn éxel NapéNBElI NV TO XPNOIUONMOIEITE.

2.11. I61aitepes npouiageis yia tn puiagn tou npoidvros: To npoidv npénel va puidooetal oe Beppokpacia
Sdwpatiou (15-25 °C) kal o€ xPo Nou dev undapxel vypacia.

2.12. Huepopnvia tefeutaias avaBewpnons tou puAdou odnyiwv: 14/02/2012

3. MAnpo@opies yia tnv opBonoyikin XxpRon twV PapHAKwV

. To @dappako autd oas 1o €ypaye o yiatpd oas POVO YIa T0 CUYKEKPIYEVO 1aTpIkd aas npoPRAnpa. Asv Ba
npénel va 1o 6ivete oe AAda dtopa n va to xpnolponoleite yia kdnola dAin nddnon, xwpis Nponyoupévws
va éxete ouppouneutei 1o yiatpo oas.

o Edv katd tn didpkeia tns Bepaneias eupaviodei kanolo NPORANPA PE 10 PAPPAKO, EVNPEPDOTE APECWS TO
ylatpd oas h 1o gappakornold oas.
. Edv éxete onoladnnote epwinpatkd ylupw and us nNAnpo@opies nou apopolv 10 GAPHAKO Mou

AapPavete h xpeialeote kaNUTEPN evnpéPWon yid To 1atpIkd aas npoPAnpa, pn Siotdoete va {NTNoETe TS
nAnpo@opies autés and to yiatpod oas h 1o pappakonold oas.

o MNa va eival anoteAeopauko Kal aopanés 1o pappako nou aas xopnyhBnke Ba npénel va Aaupdaveral
oup@wva Pe us odnyies nou aas 666nkav.
. MNa v ao®aneld oas kal tnv uyeia oas gival anapaitnto va diafdoste pe npoooxn KaBe nAnpopopia nou

apopd To GAPHPAKO MOU oas XopnynOdNKe.

. Na pnv &iatnpeite ta pappaka o€ eppdpia tou Aoutpou, idu n {éotn kai h uypaacia pnopei va affoidoouv
10 Ppdappako Kal va 1o katacthoouv eniBAaBés yia tnv uysia oas.

. Na pn kpatdte appaka nou dev ta xpeidleate niéov h nou Ndn éxouv ANEeL.

o MNa peyanutepn aopdnsia kpatdte 6Aa ta Pappaka o€ aopanés pépos pakpid and ta naidid.

4. Tpoénos &1a0gons: To pdpuako autd xopnyeital HOVo pE 1aTPIKH cuvtayn.
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