Algon® QO Lavipharm

NEPIAHWYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ

Algon Aiokia (400+200+50) mg/tab.

2. MNOIOTIKH KAI MOZOTIKH £YNGEZH

Kabe diokio mepiéxel 400 mg akeTuAooaAIKUAIKOU 0&€og, 200 mg TrapakeTapoAng kai 50 mg Kageivng.

‘Exdoxo pe yvwotA dpdon:

Kdabe diokio Trepiéxel 80 mg lactose monohydrate

MNa Tov AR PN KaTdAoyo Twv ekdOXwWV, BA. TTapdypapo 6.1.

3. PAPMAKOTEXNIKH MOP®H

Alokia

4. KAINIKEZ NAHPO®OPIEZ

4.1 OepaTreuTIKEG EVOEIEEIG

To Algon cuvioTdTal KUpiwg yia:

- TNV O&eia AVTIMETWTTION TWV KPITEWV KEQAATAYIag Kal NpIKpaviag, HE i Xwpig aupa, TTou xapakTnpifovtal atrd TTévo TOUAAXIoToV PETPIaG £VTaang.

- TNV QVTIHETWTTION VEUPAAYIWY, HUGAYIWY, apBpaAyiwy, 0dovTaAyiwy, Suounvoppolag.

Aly6TEPO ATTOTEAETUATIKO Eival OF:

- TpaupaTikoUg TTOVOUG ) TTOVOUG PETA TOV TOKETO

QG avTITTUPETIKS OF€:

- EpmrUpeTeg yeVIKA KATAOTATEIG

4.2 Aocoloyia Kal TpOTTOG Xoprynong

Aogohoyia

EvnAikeg

H ouvnBng d6on eival 1 diokio kGO 4 wpeg. Na pnv AapBavovtal TeploodTepa atd 6 dioKia NUEPNOIWG.

IMaidiatpik6s mAnbuoués

MNa moudid peyaAiTepa Twv 12 €TWV N ouvABng 86on eival ¥z diokio ava 4 wpeg. Na unv xopnyeital o€ Taidid nAIkiag KaTw Twy 12 eTwyv, €KTOG av ouviaTatal atoé yiatpd. Na pnv AapBaverai
IO CUXVE atrd KABe 4 Wpeg. Agv GUVICTATAI N XOPAYNOH TOU WG AVTITTUPETIKG O€ TTaIdIA KATW TwV 12 £TWV (BA. evoTnTa «EISIKEG TTPOEIBOTIOINTEIG KAI TIPOPUAAEEIG KATA TN XPON»).
Tpoéog xopnynong

A6 TOou OTOPATOG

4.3 AvTevdeigeig

« YmepeuaioOnaoia oTn dpacTikr oudia fj o€ KATTo10 aTrd Ta €KdOXA TTOU ava@EépovTal oTnV TTapdypago 6.1

* MTaoTpodwdeKadaKTUAIKO EAKOG €V EVEPYEIQ.

* [oTOPIKO QIHOPPAYIWY TOU TTETITIKOU.

* ZoBapn VEQPIKA 1) NTTATIKI OVETTAPKEIQ.

* AIHOpPAaYIKEG KATAOTATEIG (T1.X. AIHO@IAIQ).

« 2e aoBeveig Tou akoAouBouv nTTapivoBepartreia.

* Zg GTopa pe diaoTaupolpevn uTrepeualodnaia e GAA, eKTOG TOU aKeETUAOCOAIKUAIKOU 0&E0G, Un-0TEPOEISH avTIQAeypovwdn @apuaka (6Trwg T.x. indomethacin, phenylbutazon, ibuprofen,
diflunizal). AlaoTaupoupevn evaioBnoia Sev gaivetal va uTTapxel peTagy AXO kai caAikuAikoU vaTpiou, caAikuAapidiou r} oaAIKUAIKAG XOAivNG.

* X aTopa pe EAAeiyn Tou evgupou G-6-PD.

4.4 E181kég TTpogISOTTOINCEIG Kal TTPOQUAGSEIG KATA TN Xpron

Mevika:

- To Algon dev TrpéTrel va AapaveTal padi pe GAAa pappaka Tou TEPIEXOUV OKETUAOGAAIKUAIKG 0§U i} TTApAKETAPOAN.

- Omwg Kal pe GAAeg BepaTreieg yia TNV ogia nuIkpavia, TPIV TNV AVTIHETWTTION HIAG NHIKPAViag o€ agBeveig TTou dev €X0UV TTPONYOUPEVWG dlayVwoTel WG agBeveig HE NUIKPAVIES, KAl OE
A0BEVEIG HE NUIKPAVIEG TTOU TTAPOUGCIAJOUV ATUTTA CUPTITWHATA, Ba TTPETTEN va SiVETAI TTPOCOXT WOTE VA ATTOKAEIGTOUV AAAEG TNIOAVEG COBAPEG VEUPOAOYIKEG KATAOTATEIG.

Oa TpéTTel va AapBavovTal uTTéwn Ta Tpia SPACTIKA CUCTATIKA:

AkeTUAOOOAIKUAIKG 080:

- Z& a0Beveig pe NTTATIKA ) VEPPIKN aveTTdpkela (To AZO PTTopEi va TTPOKAAETEI TTAPODIKK EKTITWOT TNG VEPPIKNAG AEITOUpPYIag).

- Ze YIKPG TTaIdId Kal o€ nAIKIwPéva dtopa yiaTti ptropei va pokAnBei dnAntnpiaon améd caAIKUAIKG Xwpig va TTponynBoulv eufoég Twv wTwy, Peiwon TG akong K.A.T. Mevika Taidid
apudaTwpéva eival o euTTaB o€ EPPAVION TOGIKWY ETMIOPACEWY ATTO OOAIKUAIKA. ZuvioTdTal TTavTa n dIaKoTH Twv TEAEUTAiwY UBUG WG ENPAVIOTOUV TTPWINA CUUTITWHATA TOEIKAG
£TMidpaong.

- Z& dTopa Pe SlaTapaxEég TNKTIKOTNTAG, OTTWG o€ uTToTrpoBpopBivalpia, afitapivwon K K.A.TT.

- Ze Taidid (Kupiwg) Katd TNV didpkela eMBdINUIWV atmd 100G (YpiTrn, avepoBAoyid) va atro@eUyeTal n Xopriynon oaAIKUAMKWY yiaTi éxel arodelxBei emdnuiohoyikd augnuévog Kivduvog
ekdnNAwoewg ouvdpopou REYE, Tou wg yvwaTd, £xel upnAd moooaTtd Bvnaiudtnrag (20-30%).

«Agv TTPETTEI VA XOPNYEITAI XWPIG 1ATPIKA 08nyia o€ TaIdid KATW TwV 12 eTWYV, yiaTi UTTAPXEI TIBAVOTNTA TPOKANONG Tou ouvdpopou REYE».

- Z€ TIPOYPANHATIOUEVEG XEIPOUPYIKEG ETTEPRACEIG va dlakOTITETAI N Xopriynon AZO pia eBdopdda TOUAGXIOTOV TIPIV aTTO TV £yXEipNON £§aITiag Twv KIVOUVWY PETEYXEIPNTIKAG QIPOPPAYiag.
- levikd va amro@eUyeTal N HAKPOXPOVIA XPrian GAAIKUAIKWY Xwpig TTponyoupevn 1aTPIK cUMBOUAR Kal TrapakoAolBnon.

NopakeTapdAn:

MpéTel va Xopnyeital ue TPOOOXNA OTIG TTAPAKATW TTEPITITWOEIG:

- 2Z€ ATOPO PE NTTATIKA 1) VEPPIKA AVETTAPKEIA, 0 AAKOOAIKOUG, O€ TTaIdIA KOl O€ YUVAIKEG KATA TNV EyKUPOoUvn Kal TN TTepiodo TG yaAouxiag.

- Otav 10 @appako AapBaveTal xpoviwg TTPETTEl va TTapakoAouBeital n nTraTiki Aeitoupyia.

- Ta maudid gival o euaioBOnTa otnv uépPaacn Tng déaong.

Kageivn:

- Na xopnyeital pe Tpoooxn o€ TepIMTWOoelg UTTapgng aAAepyiag, avnouyxiag, Bapidg kapdiomadeiag i Bapidg uTrépTaong, diatapaxwy UTTVOU F) CTIACHWV.

AUTO TO QUAPUOKEUTIKO TIPOIOV TrePIEXEl AakToln. AcBeveic pe omdvia kAnpovopikd TpofAfuata duoaveliag otn yahakToln, avemdpkela Aaktdong Lapp f ducatoppdenon
YAUKOZNG-yaAaKTOZNG SeV TTPETTEI VO AOHBAVOUY QUTO TO QAPHOKO.

4.5 ANANAeTISpdaoelg HE GAAQ QAPHAKEUTIKG TTPOIOVTA Kol AAAEG Hop@PEG aAAnAeTidpaong

MeAéTeg Tou ouvduacopoU yia aAAnAeTIdpdaoeig e GAAa dpuaka dev eival yVwoTEG yI'auTo TTPETTEl va AapBavovTal UTTOWn eKEVEG TwV dUO0 KUPIWY dPACTIKWY GUCTATIKWV.
AkeTUuAooaAiKuAIkG o8u:

Z0yxpovn xopriynon peydAwy cuviiBwg 860wV OaMKUAIKWY Kal:

MeTokAompauidng ouvetdayetal algnon TnNG aroppdPnorg TOUG. AVTITINKTIKWY ATI6 TOU OTOUATOG EVEXEI TOV KiVOUVO QIHOPPAYIKWY EKSNAWCEWV A Kal ETTITTOARG eEEAKWOEWY KUPIWG aTTd ToV
YaoTPEVTEPIKO OwARVa. MTTopei va atraitnBei peiwan TnG 860NG TwV AVTITINKTIKWY. YTTOYAUKQIUIKWY SI0KIWV PTTOPET va £XEI Oav OUVETTEIO TNV €KSHAWOT UTTOYAUKAIPIKWY €TTEITOdiwY. Ta
OAAIKUAIKG HEIWVOUV Ta ETTITTESO TOU COKYXAPOU QiPATOG KAl EVIOXUOUV TNV UTTOYAUKQIMIKA 8pdoT Twy UTTOYAUKAIUIKWY dioKiwv. MTTopei va atraitnBei peiwon Tng 660NG Twv TEAEUTAIWV.
Koprikoeidwyv, PaivuhoBoutalévng. OivoTTveluaTtog augavel Tov Kivouvo TTpOKANONG eEEAKWOEWY OTOV YAOTPEVTEPIKO OCwARva. To OIVOTIVEUHA ETTITTAEOV PTTOPEI va TTaparTeivel Tov Xpovo
aipoppong. Ta KopTikoeIdn eTTiong, eTeIdA augavouv TNV KABapan Twv oaAIKUAIKWY, gival duvaTtd og SIAKOTTH TOUG va TTPOKAAECOUY TOGIKA @alvopeva aTrd Ta oaAiKuAIkd. [poBeveaidng A
gouA@IvoTTupaddvng CUVETTAYETAI HEIWON TNG OUPIKOATTEKKPITIKAG dpdong Twv TeAeuTaiwy. MeBoTpe€dTng cUVETTAYETAI PEIWON TNG VEPPIKAG ATTOBOARG TNG KAl TNG DECUEUTNAG TNG ME TIG
TPWTEIVEG TOU TTAAOHATOG PE aTTOTEAECHA aU§NON TWV ETTITTESWY TNG OTO aipa Kal TOEIKN £TTIdpaAcn oTo HUEAS. ATTOPPOQACIUWY aVTIOEIVWY, OE BEPATTEUTIKEG SOTEIG, HTTOPET VO GUVETTAYETAI
augnon Tou Babuou KaBapong Twv CAAIKUAIKWYV Kal HEiWaN TNG aTTOTEAETHATIKOTNTAG TOUG. Mn aTToppo@ATIUWY avTIOEIVWY UTTOPET VO EXEI TAV ATTOTEAEOUA TNV AVACTOAR aTToppO@nong Tou
AZO kal yeiwan TNG 0X£0NG TOu TTPOG T0 GAAIKUAIKG 08U 0T TTAGopa. O&IVOTTOINTIKWY Twv 0UpwvV (TT.X. BiTapivn C), cuvetrdyeTal peiwon Tng atmoBoAng Twv GaAIKUAIKWY aTTé TOUG VEQPOUG.
Doupooepidng ptropei va TpokaAéoel dnAntnpiacn atrd caAIKUAIKG (QKOPO Kal BE HIKPOTEPEG AVAAOYIKE dOTEIG TwV TEAEUTAIWY) VW TTapaAANAa pTTopei va peiwBei n vatpiodioupnTikr dpdaon
NG POUPOCENIdNG. ZTTEIPOVOAAKTOVNG UTTOPEI VO CUVETTAYETAI PEiwan TNG dloupnTikAG dpdong TG TeAeuTaiag. AvaoToAéwy TNG KApBoVIKAG avudpaaong PTTOPET va TTPOKAAETEl auEnuévoug
KIVOUVOUG TOEIKAG TTiIdOpacng atmd Ta gaAIKUAIKG e§aiTiag Twy diaTapaxwy TNG 0§EOBACIKAG ICOPPOTTIAG TTOU TTPOKAAOUV oI TTPpWTol. Mn OTEP0EIdWY avTIQAEYUOVWEWY Qapudkwy, de
ouvioTaTal KaBoTI gival aTiBavo va au§nBei n aTToTEAETPATIKOTNTA, EVW AUEAVEI TNV TIBAVOTNTA EPPAVIONG, AVETTIBUPNTWY EVEPYEIWVY (TI.X. YAOTPEVTEPIKG £AKN KAl QIHOPPAYIKEG ETTITTAOKEG).
BaAtrpoikou o&éog ptropei va augnBoulv ta eTmireda Tou eAeUBepou BaApoikol aTov 0pd.

MapakeTapoAn:

ZUyxpovn xopriynon Tou gappdkou pe: XoAeoTupapivn TTPOKaAEi Peiwon TNG atmoppd@nong TNG TTapakeTapoAng. MetokAomrpauidn mpokaAei algnon Tng ammoppdPnoNG TNG TTAPAKETAPOANG.
DAppaKa TToU £ival ETAYWYEIC TWV NTTATIKWY eVIUPWV (TT.X. aIvoBapBITAAN, oIVOTTVEUUQ), HTTOPET va €XEl TOGIKN £TTIOPaACN OTO ATTAP.

4.6 MovipoTnTa, KUnon kai yaAouyia

AKeTUAOTAAIKUAIKG 0§U:

Kunon

Na amogetyeTal oTn SIGPKEIA TOU TTPWTOU KAl SEUTEPOU TPIMAVOU TNG EYKUPOOUVNG KABWG dev £xel dlacagnviabei n emidpacn TG avacToAng TNG oUvBeang Twv TTpooTayAavdivwyv. Katda tn
SIGpKEIa TwV TEAEUTAIWY PNVWYV TNG EyKUpPooUvNng N Afjyn AZO pTropei va TTpoKAAEOEI TTAPATOCH TNG, TTPWIKN oUyKAIoT Tou BOTAAEIOU TTOPOU, AINOPPAYiEG TIPIV I} KAl JETG TOV TOKETO, XAUNAS
Bdpog Tou euPpuou, augnuévn ouxvoTNTA EVOOKPAVIOKWY CIHOPPAYIWV OE TTPOWPA, yévvnon Vekpwy eufplwyv fj Bavarto Tou veoyévvntou. To AZO di€pxeTal Tov TTAAKOUVTO Kal €XEI
evoxoTroinBei wg mMOavé Tepatoydvo, HoAovOTI aTOV AVOPWTTO SV EXOUV TTEPIYPAPE] TTEPITITWOEIG TEPATOYEVVEDNG.

OnAaoués

To AZO aTrekKpiveTal 0TO UNTPIKS YEAX Kal avagépovTal TEPITITWOoEIG dnAnTnpiaong ae OnAagovTa Bpéen untépwv Tou étTraipvay 650 mg AZO/4wpo.

4.7 EmMdpAceig oTNV IKAVOTNTA 031 YNONG KAl XEIPIGHOU HNXAVNHATWY

To Algon dev €xel Kapia eTTidpacn aTnv IKAVOTNTA 0dAYNONG KAl XEIPITPOU PNXaVvNUATWY.

4.8 AvemiBUpNTEG EVEPYEIEG

levikd o1 avemmBUNTEG EVEPYEIEG €ival auvAPTNON TwV 800 KUPIWY SPACTIKWY GUOTATIKWY TOU I8100KEUATHATOG: TOU AKETUAOTAAIKUAIKOU 0§€0G KOl TNG TTAPAKETAUOANG.

O1 avemBUPNTEG EVEPYEIEG TWV dUO KUPIWV SPATTIKWY CUCTATIKWY givail:

AKeTUAOTAAIKUAIKG 08U:

O1 yaoTpeVTEPIKEG BlaTapayEg amoTeAOUV TN ouxvoTePn aveiOUuunTn evépyeia. NauTia, kaloog, eTTIyaoTpIKr Suaopia, éueTol avapépovTal o€ ToooaTo 10%-30% He OXETIKA HEYAAEG BOTEIG.
ATmrwAeia aipatog, av kar ouvBwg apeAnTéa, avagépovTal oTo 70%. Xpodvia 6pwg Afyn caAIKUAIKWY uTropei va odnyroel o€ a1dnpoTrevikh avaipia. Na onueiwOei 611 5ev uTTdpxel CUTXETION
peTagy TNG aTmwAEIag aipatog kal Tou Babpol yaoTpikoU epedigpou. ETiong, n alyxpovn xopriynon caAIKUAIKWY e TNV Tpo®N 1 aAkaAikwy popewv BUFFERED &ev peiwvel TRV amAEIa
aipaTog. ANAEG aVETTIBUUNTEG EVEPYEIEG ATTO TOV YOOTPEVTEPIKO CWARVa gival N TTPOKANGN ETTITTOAAG £EEAKWOEWY i Kal YAOTPIKWY EAKWY (OX1 OHWG dwdEKAdAKTUAIKWY), N EvEpyoTTOinan




TTaAIoU yaoTpodwdekadaKTUAIKOU EAKOUG, HEYAAEG aIpOPPAYiEg, EVIOTE ATTEIANTIKEG Yia TN {wr) TOU apPWOTOU. MEVIKE OI TEAEUTAIEG Eival OXETIKG OTTAVIEG O€ OXEON UE TNV MEYAAN XPrion Twv
oaAIKuAIKwy. ETriong, otraviwg avagépetal NTTaToTogIkATNTA, IDIAITEPA O HAKPOXPOVIO XOPHYNon Kal €ival ouxvoTepn o€ TTaIdId Ye veavikr peupaToeldn apBpitida kal o€ evnAiKoug pe
ouoTNHATIKG £puBnuaTwdn AUKo ) peupaToeldn apBpitida. ENBoEg Twy WTWV A Kal HEiWON TNG AKOMG ATTOTEAOUV T OUVNBECTEPA TTPWINA CUPTITWHATA TOEIKAG ETTIdOPAONG OTTO OAAIKUAIKA.
Etriong, o€ TTOAU pIkpd TTOCOOTO ava@épovTal, HETA atrd Afjyn AZ0, deppaTikd egavBrpaTta rj ava@uAakToeldeig avTidpdaelg aoOuaTtikol TUTTOU, EVIOTE ATTEIANTIKEG Yia TN {wr) TOU appwCTOU.
H ouxvoTtnTa gival peyaAutepn o€ dTopa pe 1I0TOPIKG AoOUATOG, TTUPETOU €K XOPTOU i HE PIVIKOUG TTOAUTTOdEG. Na onuelwBei 6TI TETOIEG avTIOPATEIG DEV £XOUV TTEPIYPAPET HE TAAIKUAIKO VATPIO
| aAIKUAIKO payviolo.

MapakeTapoAn:

Katd tn xpdvia Afyn A T Aqyn peydAwv 860wy avagépovTal EAa@pd Yoo TpIKA eVOXARUATA, alJOAUTIKA avalpia, akoKKIoKUuTapaipia, pebaipoceaipivaiyia, Seppatikd e§averipata, kvidwon,
TTUPETOG, uTToyAukalpia, Siéyepon Tou KNX fj utrvnAia. Ze utrepdocoloyia (10-15 g epdtrag) Togikn ofeia nTraTtikf vékpwaon. Ev TouToIg TET0IEG TOEIKEG ETTIOPACEIG £XOUV TTEPIYPAPET KAl O
HIKpOTEPEG DOOEIG (5,85 Q).

Ava@opd mi0avoAoyoUuevwy aveTTiOUUNTWV EVEQVEIWV

H avag@opd mOavoAoyoUpevwy aveTTIBUPNTWY EVEPYEIWV HETA ATTO TN XOPRYNon Gdeiag KUKAOPOPIAg TOU QApPUAKEUTIKOU TTPOIGVTOG eival onpavTikh. EmITpéTel TN guvexn TTapakoAouBnon
NG oX£0NG 0PEAOUG-KIVEUVOU TOU PAPHAKEUTIKOU TTPOIOVTOG. ZNTEITAI ATTO TOUG ETTAYYEAPATIEG UYEIQG VO ava@EéPOUV OTTOIECSHTIOTE TTIBAVOAOYOUHEVEG QVETTIBUUNTEG EVEPYEIEG HECW TOU
EBvikou Opyaviopol dappdkwy, Meooyeiwv 284, GR-15562 XoAapyog, ABriva, TnA: + 30 21 32040380/337, ®ag: + 30 21 06549585, laTéToTrog: http://www.eof.gr

4.9 Yrepdoooloyia

Ta oupTTWPaTa UTTEPSO0oOoAOYiag agopolyv Kal oTa dUo KUpla dpaaTIKE CUCTATIKA:

AkeTUAOOAAIKUAIKG 0§U:

YTdpxel diagopd avapeoa oTn Xpovia utrepdocoloyia Pe KUPiwg dlatapaxEg ToU KEVTPIKOU VEUPIKOU GUCTAPATOG («0aAMKUAIOHOG») kal TNV o&gia dnAnTnpiacn, To KUPIGTEPO XAPAKTNPIOTIKO
NG oTroiag eival goBapr) diatapayr oTnv 0§eoBacikn IooppoTria. Emmpdoberta pe TV diatapaxr Tng 0&€0BATIKNAG ICOPPOTTIAG Kal TNG NAEKTPOAUTIKAG I00PPOTTIAG (TT.X. aTTWAEIa KaAiou), TV
uTroyAuKaiyia, TIg SEPUATIKEG aVTIOPATEIG KAl TRV YOOTPEVTEPIKA QIHOPPAYid, TO CUPTITWHATA UTTOpoUV va TTEpIAaUBAavouy uTrEpaepIopo, ENBOEG, vauTia, EPETO, e€aoBévian Tng dpaong Kal
™G aKkong, ¢aAn kar olyxuon. Ze TEPITTITWOEIG ooBapig dnAnTnpiaong ptopei va TapatnenBei TapaAnpnua, Tpopog, dUaTvold, £Qidpwaon, apuddTwaorn, uTTepBeppia Kal KWHa. X
TEPITTTWOEIG dNANTNPiaong pe Bavatngopo ékBacn, o BavaTog eTEPXETAI CUVABWG aTrd avaTTveuaTikh aveTTdpkela. O yéBodol TTou epapuddovTal yia TV aVTIETWTTION TG dnAnTnpiaong
a6 akeTUANOTAAIKUAIKG 0§U EGaPTWVTAI ATTO TNV EKTAOT, TO OTASIO Kal Ta KAIVIKE CUPTITWHATA TNG dnAnTnpiacng. AvTiaToiXoUV Je Ta ouvnBIoPEva HETPA YIa TN HEIWON TNG ATTOPPOPNONG Hiag
SPACTIKAG OUTIAG: ETITAXUVON TNG ATTEKKPIONG Kal EAEYX0G TNG ICOPPOTTIaG USATOG KAl NAEKTPOAUTWY, pUBHION TNG dlaTeTayUEVNG BEPUOKPATIag Kal TNG AVATIVONG.

MapakerapdAn:

Ze eviAiKeg oTTavia ava@épeTal nTaTiki BAGRN peTd TV e@datag amd Tou aTéPaTOg Afwn 860ng pIkpdTEPNG Twv 10 g (140 mg/kg) kai Bdvatog pe ddon pikpoTepn Twv 15 g. Katd tnv ofeia
dnAnTnpiaon pokaAoUvTal BAGBEG 0TO ATTAP, OTOUG VEQPOUG, aTnV Kapdid kai ato KNZ. H nmraTtikr) BAGBN avamtiooeTal péoa oTIg TPWTES 12 wpeg atrd TN AW, aAAd Ta CUPTITWHOTA UTTOPET
va eueavioBolyv PeTd atmd 24-48 wpeg. XTa CUPTITWHPATA TNG dnAnTnpiaong TepiAapBdavovTal €Triong: EPETOG, vauTia, (AN, oUyxuon, TTWON TNG apTNPIaknig TTiEong, appubpieg Kal ikTEPOG.
Avridota

- Ma TNV aTTopaKPUVON TOU QaPHUAKOU XOPNYEITal OIPOTTI ITIEKAKOUAVAG 1 yiveTal TTAUON, HECa OTO TTPWTO 4wpo aTrd TN ARYn. MNa Tov KaBopiopod Tng BepaTtreiag aTaITeiTal TPOTSI0PICHOS TWV
emMTTEdWY NG MapakeTapdAng oto TAdopa, 3-4 wpeg PeTd Tn dnAnTnpiaon.

- Q¢ avTidoTo xopnyeital N-AKETUAOKUGTEIVN, ATT6 To 0TOUA, PE 360N epddou 140 mg (evog SiaAupatog 20%)/kg kal oTn cuvéxela 70 mg/kg KABe 4 Wwpeg 1T 3 nuépeg. To avTidoTo TPETTel va
xopnyeitai péoa og 10-12 wpeg amd T Afyn Tng MapakeTapdAng.

TnA. Kévipou AnAntnpidoswyv: 210 7793777

5. PAPMAKOAOFIKEEZ IAIOTHTEZ

5.1 ®appakoduvapIkEG IB10TNTEG

DappakobepatreuTiki KaTnyopia: ZAAIKUAIKG 0§U kal TrTapdywya, kwdikég ATC: NO2BA5S1

To akeTUuAoTaAIKUAIKG 08U £XEl IOXUPT aVAAYNTIKF, AVTITTUPETIKN Kal avTIQAeydovwdn dpdon. H TeAeuTaia amodidetal oTnv avacToAr] oUvBeang Twv TTpoaTayAavdivwy. Exel eTiong ioxupn
avTiaigoTeTaAiakn dpdon (avaoTéAAEl TNV CUYKOAANGH TOUG), TTou aTTodideTal 0TV Opdda Tou akeTUAiou Tou. MeyaAeg ddaeig Tou appdkou (6 g iy kKail TTEPICOOTEPO/24wpP0), avaoTEAAOUV THV
oulvBeon TnG TPoBpouRivng Ye atroTEAEOUa TNV TTAPATACT TOU XPOVOU TNG, EVW TTapdAAnAa augdvouv Tnv atroBoAr) Tou oupikoU 0&E0g aTrd Ta VeQPd. AvTiBeTa HIKPEG OOOEIG (UIKPOTEPESG TWV
2 g/24wpo) PEIWVOUV TNV ATTEKKPION TOU OUPIKOU 0§€0G.

H mapakerapdAn atmoteAei Tov KUpIo evepyd PETABOAITN TNG aivakeTivng aAAd Sev éxel TIG ooBapég avemBUuNTeG evépyelég TNG. ‘Exel avaAynTikA Kal avTITTUPETIKR dpdon, TTou eival
OUYKPIOIPEG PE EKEIVEG TOU OKETUAOOTAIKUAIKOU 0&£0G. AVTIBETO TO QAPUOKO OTEPEITAI AVTIPAEYHOVWDOUG dPAoNG, agou dAAwaTe dev eTnpPeddel 0Tn oUVOEDN TWV TTPOCTAYAAVIIVWY OTNV
TepIPEPEIa. H avTITTUpeTikh dpdaon o@eileTal o€ dueon emidpacn oTa uTToBaAapIKG BeppopuBuIoTIKE KEVTpa. O TUTTOG Kal 0 UNXavIopOg TNG avaAynTikAg Tng dpdang dev eival TTARPpwWG
YyvwoTéG. e avTifeon pe To akeTUAOOOAIKUAIKGO 0&U n TTapakeTapoAn dev eTnpeddel 1o Xpovo TTpoBpopRivng dev €xel avTiAIJOTIETAAIOK OpAon Kal Oev TTPOKAAE] EEEAKWOEIS OTOV
YAOTPEVTEPIKO CWARVA.

H kageivn og d6on 100-300 mg £xel dieyepTIKA dpAON OTO KEVTPIKG veUupikd ouaTnua. H TpooBnkn kageivng evioxuel Tnv avaAynTiki dpdon Tou akeTUAOOOAIKUAIKOU 0§€0G Kal Tng
TTAPAKETAPOANG.

ITOIXEIO AT QAAEING OTNV NUIKPAVIO

ZUpQWva Pe Snpoaieudéva aTToTEAEOUATA KAIVIKWV PHEAETWY O TPITTAOG OUVBUACTHOG OAAIKUAIKOU 0§£0G, TTOPAKETAPOANG KAl KAPEIVNG €ival ATTOTEAETPATIKOG VI TOUG OOBEVEIG UE NUIKpavia
5.2 QappakokIvNTIKEG IB10TNTEG

To akeTuAooaAikuAiko o§U XopnyoUUEVO aTTO TO GTOPA ATTOPPOPATal KUPIWG aTrd To AETTTO €vTEPO Kal AlyoTEPO atrd TO 0TOPax0. H atmoppdenaon eival Taxeia aAAd putropei va eTnpeacBei
atd Tov puBPG KEVWang Tou aToudxou. MeTd TNV atroppdpnar Tou udpoAUeTal TaxEwg o€ GAAIKUAIKG 08U, To oTToio ouvdéeTal Pe YAUKiV Kal YAUKOUPOVIKG 08U TTou atroB&AAovTal oTn ouvéxEla aTTd
Toug ve@poUg. MocoaTd 70-90% Tou oaAIKUAIKOU 0&éog SeopeUeTal aTrod TIG TIPWTEIVEG Tou TTAGopaTog. O xpovog nuioeiag {wiig Tou (t1/2) augaver pe Tn 86on (3,1-3,2 wpeg yia ddon 650 mg, 5 wpeg
yia 8éon 1g, 9 wpeg yia d6on 2 g Kal TePIoodTEPEG, augavopevng TG d6ang). To oToixeio autd €xel anuacia yiati auavovTag Tn déon Xwpig TapdAAnAn algnon Twv HecodiaoTnUATWY
Xoprynong utrdpyel Kivduvog aBpolaTiKAG evépyelag Pe ToEIkEG emdpdaaelg. O1 TogIKEG emMdPAoEeIg TTapaTnPoUvTal HE TIHEG OaAIKUAIKOU 0&éog aTo aipa 200-400 pg/ml. Na onpeiwBei ot
uTTépyxel diagpopd oT1o puBuo6 aTToBoARG Tou GaAIKUAIKOU 0&E0G HETAEU TWV dIaQOPWY ATOHWV.

H mapaksrap6éAn, xopnyoUpevn atrd To 0TOUA ATTOPPOPATAI TAXEWGS KAl OAOOXEPWG Kal Ol HEYIOTEG CUYKEVTPWOEIG TNG OTO aipa TTapaTtnpolvTal ¥z -2 Wpeg atoé Tn xopAynon Tng. H ouvdeon
NG HE TIG TTPWTEIVEG Tou TTAGopaTOG TToIKIAAEI aTTd 20-50%. MeTaBoAifeTal o€ avevepyég YAUKOUPOVIKEG (KUpiwg aTa TTaidid Kal 6Toug eVAAIKES) Kal BEITKEG EVWOEIG (KUPIWG OTa veEOyVd), TTOU
atoBdAAovTal atéd Ta oUpa. ‘Evag GANog evdIGueoog peTaBoAiTNG ouvdéeTal Pe TNV YAouTaBeI6vn Tou ATTATOG. To OTOIXEIO QUTO EXEl IBIAITEPN ONUATIa OE TIEPITITWOEIG UTTEPSOTOAOYIaG, OTTOU
eavTAeital n yAoutaBeidvn Tou ATTaTog Ye ammoTéAeopa ogeia nraTiki véEKkpwaon. O xpdvog utrodiTTAaciacpou Tng (t1/2) ToikiAAel amod 1-3 %2 wpeg, yia evAAIKES Kal Traidid, péxpl 2 ¥2-5 WPEG yia
VEOYVE Kal KIPPWTIKOUG A0BEVEIG.

Na onuelwBei 611 dev UTTAPXEI CUVEPYIKT (AVTITTUPETIKN 1) avaAynTikA) dpdon HeTagu akeTUAOOAAIKUAIKOU 0§£0G Kal TTApaKETAPOANG.

5.3 MpokAIvikd Sedopéva yia TNV ac@AaAeia

Ta TpoKAIVIKG dedopéva yia TNV ag@AAEI TOU CUVOUAOHOU TWV TPIWY OPACTIKWY OUTIWY Eival Ta TTAPaAKATW:

Ogeia TogikéTNTA

H o&eia Ajyn 860ewv >10 g akeTUAOTAAIKUAIKOU 0&€0G O€ eVIAAIKEG Kal >4 g o€ TTaIdId pTTopEi va eival Bavatnedépa. ZUyKeVTpwaoelg 1o TTAdopa atré 300-350 ug oaAikuAikou ogéog/ml utropei
Va 0dNynoouV O€ TOGIKA CUPTITWHATA Kal CUYKEVTPWOEIG atrd 400-500 pg oaAikuAikoU ogéog/ml 0dnyolv o€ KwHATWIEIG WG BavaTnPOPEG KATATTATEIG.

Xpovia TogikéTnTa

To akeTuUAoOOAIKUAIKG 08U Kal 0 HETABOAITNG TOU TO OAAIKUAIKS 08U €xouv TOTTIKF £pEBIOTIKH dpdan oToug BAevvoyovoug. Epdaov utrdpyouv €AKn OTO yaoTPEVTEPIKG CUOTNUA, N auEnuévn
Tdon yia aipdtwon dnuioupyei Kivouvo aipoppayiag. e HEAETEG O {Wa ava@EépeTal TTIONG VEPPIK BAGRN PETE aTTd o&eia Kal xpdvia xoprynan upnAwv d60ewv.

MetdAAagn - Kapkivoyévveon

To akeTUAOOAAIKUAIKO 08U £XEl ETTAPKWG £§€TAOBET yia peTaAAagioyovo kal KapKivoyovo dpdorn. Aev éxel Bpebei kapia évdeign mOavig peTahAagioyovou ) kapkivoydvou dpdang. TogikoTnTa
oTnVv avatrapaywyn Ava@épeTal 6Ti Ta OaAIKUAIKE £Xouv TEpaToydvo dpdan o€ opiopéva eidn {wwv. Exouv ava@epBei diaTapaxég aTnv EJQUTEUCH TOU YOVIHOTTOINKEVOU wapiou, EYBPUOTOEIKE
atroteAéopaTa Kal SlaTapayEég oTnV IKAvoTNTa EKYABNoNg oToug atmmoyovoug PeTa atd TpoyevvnTikA ékBean. MNa TTAnpo@opieg OXETIKG PE TN XPrion oTov avBpwTro BAETTE TTapdypago 4.6.
Kunon kar yahouyia.

6. PAPMAKEYTIKEZ MAHPO®OPIEZ

6.1 KardAoyog ekSOxwv

Starch maize, Lactose monohydrate, Stearic acid, Alginic acid, Magnesium stearate.

6.2 AoupBaroTnTeg

Aev epappoleTal.

6.3 Aidpkeia wng

36 pnveg.

6.4 1810iTEPEG TTPOPUAGEEIG KATA TNV PUAAEN TOU TTPOIOVTOG

Mn @uAdooeTe og Beppokpacia peyahitepn Twv 25°C. Na puAdooeTal og BEon Tnv otroia dev BAETTOUV Kal dev TTpooeyyiouv Ta TTaIdId.

6.5 ®UoN KAl CUCTATIKG TOU TTEPIEKTN

XapTivo kouTi TTou Trepiéxel 10, 20 A 30 diokia, oe BLISTERS Twv 10 diokiwv K&Be €va, ka1 QUAAO 0dnyIwV XpAong.

6.6 1510iTEPEG TTPOPUAGEEIS ATTOPPIYNG KAl AAAOG XEIPIOHOG

Aev epapudleTal

7. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ

LAVIPHARM A.E.

0086¢ Ay. Mapivag, 190 02 Malavia ATTIKAG

TnA.: 210 66 91 000

8. APIOMOZ(OIl) AAEIAZ KYKAODOPIAZ

40058/11-9-2008

9. HMEPOMHNIA MPQTHZ EFKPIZHZ / ANANEQXHZ THZ AAEIAZ

Huepopnvia mpwng éykpiong: 3 louviou 1952

Huepopnvia teAeutaiag avavéwong: 11 ZemrrepBpiou 2008

10. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY

15 louhAiou 2021

é Lavipharm

006¢ Ayiag Mapivag,
190 02 Maiavia ATTIKAG.
TnA.: 210 6691 000,
Fax: 210 6642310
www.lavipharm.com




