A-CNOTREN® sumenon

®YANO OAHFIQN A TO XPHETH

1. MPOZAIOPIZMOZ ®APMAKEYTIKOY MPOIONTOZ

1.1 ONOMAZIA: A-CNOTREN

1.2 ZIYNOEZH:

ApaaTiki oucia: Isotretinoin. ‘EkSoxa: Refined soya oil, yellow beeswax, hydrogenated soya oil, partially hydrogenated vegetable oil. ZovBean ke-

vi¢ kdwouAag: Gelatin, glycerol 99,5% , titanium dioxide E 171 CI 77891, Iron oxide (red) E 172, CI 77491, Iron oxide (yellow) E 172 CI 77492

1.3 OGAPMAKOTEXNIKH MOP®H: Kaydkio, paAako.

1.4 NEPIEKTIKOTHTA: Kd6e pahakd kawdkio mepiéxel 20 mg isotretinoin.

1.5 MEPIFPA®H - ZYZKEYAZIA:

Kouti amé xaptovi mepiéxel 30 KAWOUAES XpWwUaTog KOKKIVO - TIopToKaAi ouakeuaaéveg e 3 blisters x 10 cap (PVC/PE/PVDC/aluminium foil)

Tdvw OTO 0TToi0 Eival TUTTWWEVN N NEPOPNVia ARENG Tou TTPoIdVTOG, Kail N TTapTida Tou. XuvodeleTal amd odnyia Xprang.

1.6 O®APMAKOOGEPAMEYTIKH KATHIOPIA: Zkeuaopara Katd TG aKuAG yia ouaTnpaTiki xphon.

1.7 YMNEYOYNOZ KYKAO®OPIAZ: Pharmathen S.A., AepBevakiwv 6, 153 51 MahAfvn ArTikrig, TnA.: 210.6665067, Fax: 210.6666749.

1.8 MAPAZKEYAZTHE: Pharmathen S.A., AepBevakiwv 6, 153 51 MaAfvn AtTikAg, TnA.: 210.6665067, Fax: 210.6666749.

2, TI MPENEI NA FNQPIZEI O AZOENHZ FlA TO ®APMAKO

21 TENIKEZ NAHPO®OPIEZ: To gpdpuako TEPIEXE TN SpaaTIK} ouaia IGoTpETIVOivn, N oToia eival éva apdywyo Tng itauivng A kai

aviKkel OTNV KaTnyopia Twv PETIVOEIBWY. Ta TEAEUTaIa XpnaluoTmolouvTal GUVABWG Yia Tn Bepameia depUaTIKWY TABATEWY.

H Bepameia pe A-Cnotren mpémel va payparoTrolgital uévo umd mv emiAewn yiarpol SepuatoAdyou pe eptelpia o Bepaeia g Bapidg akung

Kkai AN karavénan Twv KIvaUvwy Tng Bepameiag e I00TPETIVOTVN Kal 0 0TToi0g yVwpilel KaAd Tov KivOuvo TepaToyéveang TTou OXETICETal e

Tn Bepameia pe 100TPETIVOIVN.

2.2 ENAEIZEIZ: Bapiég Hopgég akpig (6Twg n olwdng f N cuppéouaa akur A n akun e Kivouvo povipwy ouhwv) Tou avlioTtavial o€

€Tapkeig BepameuTIKOUG KUKAOUG GUVABOUG aywyAG HE CUTTNHATIKWG XopnyoUpeva avTiBIoTikd kal ToTriki Bepareia.

2.3 ANTENAEIZEIZ: To pdppako avrevdeikvutal edv:

«EioTe éykuog A BnAGete. *Yapyel mBavomTa va peivete Eykuog. <MdaxeTe amé nmamikr avemdipkela. < Exete oAU uwnAa emmimeda Amidiwy aipaTog

(xoAnaTepdAn, TpiyAukepidiay). «Exete oAU uwnAd emimeda Bitapivng A atov opyaviopd aag (umepitapivwan A). *Epgavilete umepeuaiodnaia

(aMhepyia) v IgoTpeTIvaivn fi ae omolodrimoTe GAo auaTatikd Tou A-Cnotren. <Maipvete TETPAKUKAIVES (€va €id0G avTiBioTIkoU).

2.4 EIAIKEZ NMPO®YAAZEIZ KAI MPOEIAOMOIHZEIZ KATA TH XPHZH:

2.41 Tevika

« Eav €xete 10TopIkd uwnAwv emimédwv Amdiwv aipatog (TpiyAukepidia A xoAnatepdAn), mapakahoUpe eviuepwaTe 1o yiaTpd aag. O yiarpdg

oag 6a oag {nTAOE! va KAVETE 0pITUEVES EETATEIG AiNaTOG, LOTE VAl TTAPaKoAoUBE TIG TIPEG OTO aila aag IV, katd T dIdpKela Kal aTo TEAOG

NG Bepareiag e A-Cnotren.

To A-Cnotren, pmropei va au¢ioei Ta emimeda Twv narikwy eviipwy. O yiatpdg oag Ba oag {ntioel va uToRAAEDTE O€ TAKTIKEG QIHATOAOYIKEG

€geTaoeIg IV kal Kard Tn didipkela g Bepareiag pe A-Cnotren, woTe va eAEyxel TIG TIUEG 0TO ATTap 0ag. Edv Ta emimeda nmmaTikwv eviUpwy

e¢akohouBolv va eival ugnAd, o yiaTpog oag UTTopEi va PEIWCE! TN 360 aag iy va Siakdwel T Bepareia 0ag Pe To APHAKO.

Eav méoyere amd oakxapwdn 1At 1o phppako uTropei va TTpokaAéael algnon Twv emmEdwY Tou aakxdpou aTo aipa aag. O yiarpdg oag

uTopei va TrapakoAoubei auxvaTepa TIG TIREG Takxdpou aTo aila oag katd T Sidipkeia TG Bepareiag oag.

Eav eioe umépBapog A TaoyeTe amo kamola diatapayr Tou deraBoAiopol Twv Ammidiwy A katavaAwvete utiepBoAIKEG TTOTOTNTEG OIVOTTVED-

partog, pmopei va augnbouv Ta emimeda Amidiwv Kai YAukd{ng oTo aipa aag. XTIG TEPITITWOEIG AUTEG O YIATPOG UG UTTOPET VO aTrogaaioel va

uTroBAAAEDTE OUXVOTEPO OE QILATONOYIKES EGETATEIG.

‘Exouv avagepBei oTavieg TEPITITWOEIG KATABAIWNG, WUXWOIKWY CUTITWHATWY Kal TIOAU OTTavIa ammdTrelpag AUTOKTOViaS Kai auTtokToviag. Eav

£xeTe 0TTOI0UBATIOTE £idOUG WUYIKE TTPOBAApaTa A edv TTapamprioeTe anpeia katdBAIwng evoow Taipvere A-Cnotren, TTapakaAoUpE EVHEPWOTE

70 yIaTP6 0ag. O yIaTPOG Tag UTTOPET VO 00 TTAPATIEUYEI, EQOTOV aTTaITeiTal, yia KaraAnAn Bepaeia. H diakotr Tg Bepareiag pe A-Cnotren

iowg va pnv gival apket yia T BEATIWON Twv CUNTITWUATWY KAl IoWG XPEIOTTEITE TIEPAITEPW WUXIATPIK 1} wuxohoyiki agioAdynan.

Edv eppavioete alMepyikég avTidpaoeig (€pubpomTa déppaTog, @ayolpa) i ava@UAAKTIKK avTidpaon, TapakaAoUpE EVNUEPWOTE TO yIaTpd Oag,

o omoiog iowg diakdwel ™ Bepareia oag pe A-Cnotren.

Edv éxete emipovo ovoképalo, vauria, £peTo kal BoAr dpaan, i aoBapr (aigoppayiki) Siappoia, TapakaAoUpE OTAUATATTE apéowg T Beparmeia

Kall ETTIKOIVWVACTE HE TO yIaTpd 0ag TO GUVTOPATEPO BUVATOV.

H Bepameia pe A-Cnotren pmmopei va emnpedoel mv 1kavotntd oag va BAETeTe T vixta. Kard m didipkeia g Bepareiag pe A-Cnotren, pmopei

va epgavioete {npdmTa ata pdria oag f TpoBAuata dpacng. Ta gaivoueva autd oTraviwg empévouv Petd T Bepameia. EGv maparnpnBouy,

TapakahoUpe evnUEPWOTE apéowg To yiatpd aag, woTe va utoBAnBeite ae opBalpoloyikd éAeyxo. EGv odnyeite 1y xelpileaTe pnxaviuara

kard T didipkela TG VUXTAG, va €ioTe TTIAVTA TIPOTEKTIKOT, BIOTI Of PETABOAEG QUTEG TG OPACNG UTTOPET VAl EUPAVIOTOUV aPKETA Eagvikda. Edv

(QOPATE PAKOUG ETTAPNG KAl EPPAVIETE ENPOTNTA OTA MATIO TG, PTTOPET Va XPEIAaTET va popéaeTe yudhia Katd Tn Sidipkeia TG Bepareiag e

A-Cnotren.

To 6épua oag pmmopei va eupavilel ueyahltepn euaiodnaia ato nAiakd ewg kard tn didpkeia g Bepameiag ue A-Cnotren. AmogUyete Tnv uTtep-

BoAikn ékBean atov A0 Kal Pnv XpnaipoTToleite TexvnToUg TPOTTIOUS Paupiopatog (aoAdpioup). Mpiv amé mv ékBean atov Ao, XpnoIUoTIoIEioTE

avinhiakd Tpoidv e upnAo deikm TpooTaaiag (SPF TouhdyioTov 15).

H Bepameia pe A-Cnotren pmopei va kdvel 1o déppa aag o e0BpauaTo. H évrovn Sepupamotean (amoudkpuvan okAnpol d¢pPaTog f oUAwY)

KkaBuwg Kai n amotpixwan We kepi Ba Tpémel va amopelyovtal Katd Tn didipkela TG Bepareiag kai yia pia Tepiodo TOUAGKIOTOV 6 vy PeTd

amoé auth, Adyw TG TBaveTTag EPPAVIONG OUAWV 1} EpeBIoUOU Tou BEppaTOG.

« Emme1dn kard m didpkela g Bepareiag pe A-Cnotren prropei va epgavioeTe {npdmta Tou Géppatog Kai/f Twv XEINWY, UTTOPEITE Va XpNOIHOTIOIETE
pia evudarikiy aholgr fi kpépa kaBwg Kal paAakTIkG TTPOIOV yia Ta XEiAn.

+ Kard m diapkeia g Bepameiag pe A-Cnotren éxel raparnpnBei uuikog movog kar Tovog OTIG apBpwaElg, yi' auTd Ba TTPETEI va GPOVTIOETE va
TIEPIOPIOETE TV €vTovn OwHaTIKA GpaoTnEIdTNTA KaTd T didipKela TG Bepameiag pe A-Cnotren.

+ Eav o1 veppoi oag dev Aeitoupyolv Kavovikd, TTapakaAoUpE evpEPWOTE To yiaTpd 0ag. H Bepameia oag Ba Tpémel va §ekivioer pe oAU
XapnAdrepn d6on.

+ Eav mdoxete amoé omoladrimote GAAN aobéveia, TapakahoUpe EvnUEPWOTE TO YIaTPO OaG.

+ Mn dwoere aipa 600 maipvere A-Cnotren kabug kai 1 priva perd 1o TéAog TG Bepareiag pe A-Cnotren. Edv 1o aipa oag petayyioBei oe éykuo,
T0 wpd TG UTTopei va yevvnBei pe coBapég auyyeveig diapapTieg (ek YEVETAG avVWHAAIES).

2.4.2 HMxiwpévor: Aev urdpyouv 1I310iTePES TTPOEIBOTIOINTEIS YIa TOUG NAIKIWPEVOUS AOBEVEG.

2.4.3 Kunon: Muvaikeg aoBeveig: To pdppako avrevdeikvutal katd Tn Sidipkela Tng kKUnong.

Inpavtiko: To gdppako eival Tepatoyovo, ptropei SnAadn va BAdyer To Euppuo. Yrapxel au§npévog Kivduvog autopaTng atroBoAng.
Aev Tpémel va Tépete A-Cnotren edv €ioTe €ykuog A €V UTIAPXEN TNIBaAVOTNTA va PeiveTe Eykuog kaTd Tn Sidipkeia Tng Bepameiag kai 1 pAva
UETA OO QUTA.

Edv ciore yuvaika aofeviic og avamapaywyikn nAikia, pmopeire va mapere 1o @dpuako pévo spdaov:

+ Maoxere amé Bapid akun (6Twg n 0dwdng fi N ouppéousa akun 1 N akpr Pe Kivduvo pévipwy oukwv) Trou aveicTatal ot eTapkeig Bepameu-
TIkoUg KUkAOUG GuVABOUG aywyng e GUOTNHATIKWG X0pnyoUpEva avTIBIOTIKA Kal TOTTIKY BepaTeial.

+ O yiaTpdg oag, oag £xel E§nyRael Tov KivOuvo TepaToyéveang TTou OXETICeTal We TV I00TPETIVOTVN, kal avTIAapBaveaTe To Adyo yia Tov oTToio
TIPETTEN va aTTo@UYETE TV KUNGN Kal TOUG TPOTTOUG e Toug oTroioug Ba amo@UyeTe Ty KUNan.

+ Exete oudnmoel pe To yiatpd aag m xprion amoteAeapaTikwy Pebddwv avriaUMnyng. O yiatpég oag 8a aag dwae! TTANPoPopieg OXETIKG LE
TV aToQuUYA TG KUNang, oupTepIAapBavopévou kal evog puAAadiou OXETIKA e TNV avTIcUMNyn, 6mou divovTal e5nyROEIS yia TIG SIAPopEg
ueBodoug. Mmopei emiong va oag Tapamépyel ae €101K0 yia GUPBOUAEG TXETIKG e TNV avTIGUAANYN.

* ZUPQUVEITE VO XPNOIMOTIOIEITE Pia TOUAGKIOTOV Kal KaTd TTpoTiunan U0 amroTeAETPATIKEG HOPPES aVTIGUMNYNG yia éva prva TIpIv Ty
évapén e Bepareiag pe 10 A-Cnotren, kad’ 6An T Sidpkeia Tg Bepameiag kar yia éva priva petd 1o Téhog g Bepareiag. Mpiv v évapén
NG Bepareiag, o yiatpog aag Ba oag {nTAael va utroBAnBeiTe o€ dokiyaaia kUnang, n oToia Ba TPETTEN va dWOE! apvNTIKG ATTOTEAETHA.

+ Xpnoipotoieite avTioUANYN akopn kail €av Sev £XETe TTePiodo f akoun Kai €AV Oev EXETE ETTI TOU TTAPOVTOG OECOUAAIKEG ETTPES, EKTOG EQV O
yIaTpdG 0OG aTmoPATiTE! OTI KATI TETOI0 3EV Eival avayKaio.

+ AvtiAapBaveaTe kal aTmodéXETTE TNV avayKaléTnTa TrapakohoUBnang oe pnviaia Baon kar g mlavig Sievépyeiag TepaITépw SOKILATIRV
KUnang, aUpgwva Pe TV Kpion Tou yiatpou oag. Kardmiv 6a utroBAnBeite o€ dokipaaia kinang, 5 epdopadeg petd To TéAog TG Bepameiag
e A-Cnotren. Aev Tipérel val peiveTe €ykuog kab’ 6An T Sidipkeia TG Bepareiag kar yia éva priva petd 1o TEhog g Beparmeiag.

+ O yiatpdg oag PTropei va {ntael amd €0dg i Tov kndepdva oag va utroypdweTe éva éviutio utrelBuvng dnAwang, 6Trou mmRERAIVETE OTI EXETE
evnuepwdei yia Toug KIvdUvoug Tou axeTiovTal e T Bepareia pe A-Cnotren Kai 611 aTodEXETTE T PETPA TIPOPUAGENG TTOU aTTaITOUvTal.

Edv peivere éykuog kata T didipkela g Bepameiag  kard tn didipkelia evog priva petéi To éhog Tng Bepameiag pe A-Cnotren, oTaparioTe apéowg va

TIOIPVETE TO PAPHAKO KAl EVAPEPWATE TO YIATPO GG, O OTI0I0G UTIOPET VO 0ag TIAPATIEUWEI OE €1DIKO YIaTPd, yia agloAdynan Kal GUPBOUAES.

FpamTég TAnpo@opieg OXETIKA pe To BEpa SiatiBevTal amd To yiaTpd gag. Edv Sev éxete AdBel Ta éviuTra auTd, TTapaKaAoUpE ETTIKOI-

VWVAGTE YIE TO YIATPO GaG.

I TIg yuvaikeg avamapaywyIkng nAikiag, ol auvtayég meplopifovial oe 30 nuépeg Bepareiag. H auvéyion g Bepameiag TpolmoBétel pia véa
ouvTayn, evw kGBe auvtayn IoXUEN POVO yia ETTTA NPEPES.

Avdpeg aoBeveig: H Ayn A-Cnotren dev Tmpedder Tn yoviuGTNTa KOl TOUG OTTOYGVOUG Twv avOpWY aaBevidv. Aev UTIapye! kavévag TEPIOPITHOG
6oov agopd ot didBean Tou Papudkou e dvdpeg acbeveic. Oa Tpémel va BupdaTe va pn Bivete To ApUakd aag ae kavévav ahho, 1diaiTepa
O€ YUVOIKEG.

2.4.4 Tahouyia: Aev mpémel va mapere A-Cnotren edv BnAadere, d16TI n 100TpeTEIVOiVN TIBAVOV Va TTEPATEI OTO YAAG 0OG KOl VOl
BAdyel To pwPO Tag.

2.4.5 Naidia: H iootpetivoivn dev evdeikvutal yia Tn Bepameia Tng Toe@nPBIkAG aKuAg kai dev GUVIGTATAI € aoBEVEiG KATW Twv 12 ETwV.
2.4.6 Emidpaon oTnv IKAvOTNTA 031YNONG Kal XEIPICHOU PNXavnHATWV:

H 1kavoTd oag va BAEeTe T vOxTa UTTOPET Va TrEpIopIaTel Kard Tn didpkela TG Bepameiag oag. ToUTo pTmopei va eupavioTei Eagvikd. Xmavia,
TO QAIVOPEVO QUTO ETTILEVEI KaI ETA TN Bepareia. Oa TPETTEN va Ei0TE TIPOTEKTIKOI KATA TNV 0BAYNGN 1) TO XEIPIOHS UNXaVAATWY.

2.4.7 151aiTEPEG TIPOEISOTIOINCEIS YIA TA TIEPIEXOPEVA EKDOXa:

Aev Tpérel va AauBavete To @appako eav yvwpidete OTi €ioBe aAAepyIkoi € OTTOI0MTIOTE ATTG T CUGTATIKA TOU.

2,5 AAAHAENIAPAZEIZ ME AAAA ®APMAKA 'H AANAEZ MOP®EZ AANHAENIAPAZHE:

MapakaAoUpe EvPEPWTTE TO YIATPO A TO PPHAKOTIOIO GO EQV TIAPVETE ) EXETE TTIAPEI TTPOCATA AAAG @apUaKA, KOO KAl AUTE TIOU X0pnyouvTal
XWPIG IOTPIKI GUVTAYH, CUUTIEPIACMBAVOUEVWV TWV QUTIKWY TTIPOIOVTWY.

Karda  didpkeia tng Bepameiag pe A-Cnotren, unv TaipveTe TETpaKUKAIVEG.

Kara mn diapkeia g Bepareiag pe A-Cnotren, unv maipvete gupmAnpwuara diatpo@rg pe Birapivn A. H Tautdypovn Afyn Kai Twv 300 @appdkwy
uTopei va augaer Tov Kivouvo ePAviong avemmBUUNTWY EVEPYEILV.

ATTOQUYETE TN XPriON KPEUWY KaI/M TOTTIKWY KEPATOAUTIKWV TIapayovTwy, EKTOG £V 0OG Ta £XEI CUATATEI O YIOTPAG 0OG.

2.6 AOZOAOrIA KAI TPOMOZ XOPHIHZHZE: Maipvete TTAVTOTE TO GAPUAKO AUGTNPWS CUUGWVA LE TIG 0dNyieg ToU yIaTpoU 0.
Edv éxete ap@iBoAies, pwTATTE TO yIaTPS 1 TOV PAPUAKOTIOIO Tag.

Ta kaydkia 6a mpémel va AapBavovrar padi pe Tpogn, ia 1 dUo popég nuepnaiwg. Karamieite Ta kawdkia oAdkAnpa, xwpig va ta pacdre f va
0 TImIAIGETE.

H auvABng apyikr 66an eivar 0,5 mg ava kiIAd owparikol Bépoug Tnv nuépa (0,5 mg/kg/npépa). Metd amd pepikég eBdopadeS, o yiaTpdg oag
umopei va avampooappdoel ™ 66an aag. Auté Ba egapBei amd v Topeia g Bepameiag oag. Ma Toug TEPITOOTEPOUS aoBevei n doan
Kupaiverar petagu 0,5 kar 1,0 mg/kg/nuépa. Eav éxete TV eviumwan 611 n dpaon Tou @appdkou eival gite utrepBoAIkd 10XUpH, €ite uTrEpBOAIKE
adlvarn, evPEPWOTE TOV YIATPO 1 TOV POPUAKOTIONS OagG.

Edv éxete coBapd mpoPAfuaTa e Ta vepd oag, n Beparmeia pe A-Cnotren Ba rpémel va gekivioer pe xapnAdtepn doaon, T.x. 10 mg/nuépa, kai
KOTOTIV va augnBei uéxpr T péyiomn avektr doan.

Edav dev pmopeite, va avexBeite ™ guvioTwuevn 66an, o yIaTpog aag PTTopei va auveyioel T Bepameia aag e xapnAdtepn 66an: o€ autr T
Tepimwan n Bepameia oag Ba Slapkéael TePICTOTEPO, EVW O KivOUVOG UTIOTPOTIAG Bal gival uPnAGTEPOG.

Eviote n akun pmopei va emdeivwoei kard Tig Tpwreg BOopadeg g Bepareiag. Avauévetal va BeATiwBei pe T ouvéxion Tng Bepareiag.

‘Evag BepameuTikdg kukAog diapkei auviBwg 16 Ewg 24 Bdouddes. Mmopei va raparpnBei BeAtiwan g akung yia didoTnua éwg Kai 8 efdo-
padwv petd 1o TEAoG TG Bepareiag. i’ autd kai dev Ba TpéTel val §ekiva véog kikAog Bepareiag Tpiv TapéABer TouhayiaTov auth n Trepiodog. Ot
TIEPITOOTEPOI a0BeVEiG XpeIGovTal éva povo kUkAo Bepareiag.
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210 T€AOG TNG Bepameiag, kPATAGTE Ta TUXV aXPNaIOTIoINTa Kawdkia Pévo v oag To utmodeiel o yiatpdg oag. Na BupdaTe 611 T0 dppako
autd Trpoopiletal yia oag. H guvtayoypaenat Tou ptmopei va yivel povo amd yiarpd. Moté un divete 1o dpuakd aag oe aoug. Mmopei va Toug
TrpokaAéael BAGRN, akdpa Kal 4Tav Ta GUUTITWHATA TOug Eival idia e Ta SIkd aag.

2.7 YNEPAOZOAOrIA - ANTIMETQMIZH: Edv mapete umepBoAikd peydho apibuoé kayakiwv f edv kamoiog dAAog Taper katd AddBog
10 QapPaKd oag, EMKOIVWVACTE APETWS HE TO yIaTPd 0AG, TO PAPHAKOTIOIS 0AS ) LE TO TTANCIEGTEPO VOTOKOLIEID.

TnAépwvo Kévipou AnAntnpidocwv ABAvag: 210.7793777.

2.8 ANEMIOYMHTEZ ENEPFEIEZ:

‘Omwg pe 6Aa Ta pdpuaka, £T01 kal n BepaTreia e I00TPETIVOTVN PTTOPET va TTpoKaAéaEl avemBUNTeG evépyeieg. O avemBUpNTEG AUTEG EVEpYelEg
ouyva egaoBevolv pe ™ ouvéxian Tng Bepareiag. O yiaTpdg oag uTopei va aag BondAael aTNV QVTIPETWTTIOH TOUG.

ZoBapég avemm@UUNTEG EVEPYEIEG:

01 akdAouBeg avemBUPNTEG EVEPYEIEG EXOUV avaPEPBET OTTAVIO O€ OBEVEIG TTOU TTAIPVOUV IOOTPETIVOIVN:

Karé ™ Aqun 100TpeTIvVOivNG Kai 0€ OTTAVIEG TIEPITITWOEIG, 01 aaBeveig pTmopei va xouv Kakr d1Bean. Exouv avagepBei OTTAVIES TTEPITITWOEIG
KaraBAIYng Kail, TIOAU GTTAVIa, AUTOKTOVIaG Kal amméTelpag autoktoviag. MoAd aTrdvia, utipgav avagopég aoBeviy TTou euQAavIcav un QuaIoloyIKh
ouPTIEPIPOPA Kal Wuxwalkn diarapayr. Aedopévou 0T n katdBAiwn Kar AAEG WuXIaTPIKEG BIATAPAYEG PTTOPET VO ival KANPOVOUIKEG, XPOVIES
TIABACEIG, EVNHEPWOTE TO YIaTPd 0ag EQv Tapouaiddete wuyikd TpoPARpaTa otroloudnTIoTE €idoug f €AV TTapatnPAcETe anueia KatabAiwng katd
T Bepameiag oag pe 100TpeTIVOIVN. H diakoTr g BepaTeiag e ITOTPETIVOIV ioWwG va unv gival apkeTr yia T BEATIWON Twv CUPTITWHATWY Kal
iowg XpeIaaTeiTe TEpaITEPW WUXIATPIKI 1} WuXoAoyIK agloAdynan.

O1 avemBOpNTES EVEPYEIEG EXOUV OVAPEPBET TTAVIO KOl TTOAU OTTAvIO 0€ a0BEVEIG TTOU TTiPVOUV ICOTPETIVOIVN:

H aioBnon ogigiparog ato a1Bog kar duakoAiag atnv avarvor (1I8iaitepa eav TaaxeTe amd Aobua) Tou auvodeleTal ammd SepuaTikG e§avorpara
Kal payolpa, iowg anuaivel 611 ppavilete aMepyikég avTidpaatlg aTo papuako. Eav epgavioete alepyikh avtidpaaon (umepeuaiodngoia), Ba
TPETTEN va SIaKOWETE aPEowG Tn Bepareia kal va gupBouAeuBeiTe To yiaTpd oag.

Y& TIOAD OTIAVIEG TIEPITITWOEIG, 01 A0BEVEIG TIOU Traipvouv Ig0TpEeTIVOivN aioBavovtal utrepBoAikn diwa, auyvi avaykn yia olpnan Kai Tapouai-
agouv augnuéva eTmimeda oaKYAPOU GTO Qi TOUG, YEYOVOG TIoU iowg anpaivel 61 avamtuoaouv diaBATn. MNa 1o Adyo autd, o yiatpdg oag iowg
eAEyxel ouxvoTEPQ TO ETTITTEDT TOU TAKXAPOU OTO aia oag Katd T didpkeia Tng Bepareiag.

Karé v tautéxpovn Aqun 100TpeTivoivng pe opiopéva avTiBIOTIKA (TeTpakukAiveg) €xel TTOAU oTrdvia Trapatnpnei kahorBng evdokpaviakn
uméptaaon, amacpoi kar utvnAia. H eu@dvion emipgovou Trovoképalou e vauTia, UeTo kal BoAn dpaan (TTou oeileTal o€ 0idnua TG OTITIKAG
BnArg), iowg onuaiver 411 epavioare kaAorBn evOOKPAVIOK UTIEPTACT). LTANATAGTE VA TTAIPVETE TNV ICOTPETIVOIVN TO GUVTOMOTEPO dUVATOV Kall
ETTIKOIVWVATTE JE TOV YIATPO 0aG.

Eav maparmproete éviovo koihiakd Tévo e 1 xwpig coBapr aigoppayikr S1appola, vauTia Kal EUETO, GTAPATAGTE Va TTAIPVETE TNV IGOTPETIVOTVN TO
OUVTOMOTEPO BUVATOV KAl ETTIKOIVWVACTE PE TOV yIaTPO 0aG. YTTAPXOUV TTOAU OTIAVIEG AVaQOpPES ATBEVWV TTOU EUPAVICaV GORAPES YOTTPEVTEPIKES
diarapayég, OTwg TayKpeaTiTIda, YOOoTPEVTEPIKA aipoppayia, KOAITIda, eIAEmda kal GAeypovmdn VOO ToU EVTEPOU.

H epgavion kiTpiviopartog Tou dépparog f Twv partiwv oag Tou guvodeleTal amd kOTwan, iowg onuaivel 6T eppavioare natinda. Av kai
T10UTO TTapaTNPABNKE TTOAU OTTAVIO O A0BEVEIG TTOU ETTaIPVAV IGOTPETIVOIVN, GTANATACTE VA TIAIPVETE TO PAPUAKO TO GUVTOHOTEPO dUVATOV Kal
ETTIKOIVWVATTE JE TOV YIATPO 0aG.

Y& oAU OTTéIvIEG TIEPITITWOEIG Of aoBeveic TTapouaIagouv GAeypov Twv ve@pwy. AigBavovtal utrepBoAikd koupaapévol, iowg dev Pmmopolv va
ouprigouv kai Ta BAE@apd Toug eival Tpnapéva. Edv aupBei kam 1éToio Katd T SIdpKEIa TG BepaTTEiag, OTANATAGTE va TIAIPVETE TO PAPHAKO
Kal ETMKOIVWVACTE PE TOV yIaTpd 0a.

Mn goBapég avemBUpnTEG EVEPYEIEG:

01 akdAouBeg avemBUUNTES EVEPyEIEG EXOUV avaPepBei TOAU cuyvd ) guxva g€ aoBeveig TTOU TTaipvouV I00TPETIVOIVN:

Oa TPETEI va TIEPILEVETE §NPGTNTA TOU BEPUATOG, IB1AITEPA TWV XEIAIWY Kal Tou TTpocwTTou. MTTopei va TTapouaidaoeTe GAeypovr Tou papuyya f
TOU d¢PPATOG, OKATIUO Tou BEpPaTog A Twv XeIAIWY, e§avBnua, Ama gayolpa kal eEAagpd gphoudiapa. Me Tn auyvr xprian piag KaArg udarikrg
Kpépag amé Ty apxr TG Bepareiag, PTOPE va avakouIoTeTe ammd mv Enpdmra. Oa TpéTel va TepipéveTe TBave euavion gnpomTag kai
dnuioupyia «kpoUaTagy aTo ETWTEPIKG TNG PUTNG GAG, YEYOVOG TIOU PTTOPET va TIPOKAAETE! ATTIaN aupoppayia amd T pu. Evoeikvutal emaAeipn
piag AETITAG 0TPWONG EVUDATIKAG KPEUAG.

Emiong, n xpnon piag ahoiprng 010 e0WTEPIKG TG PUTNG Eival evdedelypévn kai Bondd. Mmopei va voiwbete Ta pama oag gnpd kar ehagpa
epeBiopéva. ZnTAaTE aTé TO PAPHAKOTIOIO 0AG va aag CUOTATE! TIG KaTAAANAEG 0@BaAUIKEG OTaYOVES yia va avakouiaTeiTe. oA aTrdvia, ol
aoBeveig Tou Popolv GAkoUg ETTAPNAG PTTOPET va XpelaaTei va gopéaoouv yuahid katd Tn didpkeia Tng Bepameiag, Adyw TG TTapaTnpoupevng
gnpOTNTAG TWV HaTIWV.

‘OAeg autég o1 avemBUpNTEG evéPyeleg, aupTepIAapBavopuévng Tng §nedTntag Tou déppatog Kai Twv BAevvoydvuwy, kaBwg kai Tou peBIoUOU Twv
HaTIV, TwV BAEPAPWY A TOU ETTITIEQUKOTOG Eival TIAPOUOIES UE EKEIVES TIOU TTapatneolvTal KaTd T Aqun utrepBoAikWwy TToooTATWY BITapivng A.
TétoIEG aveTTIBUUNTES EVEPYEIEG Eival GUVABWG avaoTpéWIpeS PETa T SlakoTh Tng Bepareiag.

‘lowg 10 Bépua oag, 1dIkdTEPA aTO TTPOTWTTO, Yivel O EUBPaAUCTO Kal KOKKIVO aTr’ o1 auvABuwg eival. Kard n Sidpkeia Tng Bepareiag kai yia
pia mepiodo TouhayIoTov 6 unvwv PETA aTmd auTr, Ba TPETE! va amogelyeTal n éviovn deppaTdiean Kabwg Kai n amoTpixwan pe kepi, Adyw g
mlavétnTag updaviong ouhwv f epeBiouol Tou dépparog.

Y€ a0oBeveig TTou TTaipvouv ICOTPETIVOIVN, EXEl ava@epBEi TIOAU auyva Tévog atnv TTAGTN. AuTé €ival avaoTpéWIpo LETA Tn SlakoTth Tng Bepareiag.
Kard  didpkeia Tng Bepareiag pe 100TpeTIvOivn Exel TaparnpenBei ToAu auyva puikdg Tovog kai Tévog aTig apBpwatlg, yi' autd Ba Tpémel va
(PPOVTIETE v TIEPIOPITETE TNV EVTOVN CWUATIKY dpaaTnpIdTNTa KaTd TN dIdipKEIa TNG BepaTieiag e IToTPETIVOTVN.

MMoAU guyva eugaviletal avaipia kal augnuévn Taxutnta kabinong. Emmpoabeta, Exouv Trapatnpn6ei pelwpéva emimeda Bpopfokuttdpwy 010
aipa, yeyovog mou Trpokahei emBpaduvan tng diadikaaiag TMEng Tou aiparog. LUVETTWG iowg eueavilete EUKOAOTEP MWAWTTEG ) alpoppayia. Xe
UEPIKEG TIEPITITWOEIG, N ICOTPETIVOIVN PTTOpET va TTPOKAAETEI avwiaNieg OTa ETTTIEST OPITUEVWY OUTTWY, OTTWG 01 TIPWTETVES KAl Tal KUTTAPA TOU
aiparog ou amoBarAovtal pe Ta oUpa. Evnuepwate Tov yiatpd aag edv TaparnpAaete omoiadAToTe aAhayr oTa olpa 0ag.

‘Exel emiong avagepbei auyvd, o€ pepikoUs aoBEVEIG, N EPPAVION Un GUTIOAOYIKWY ETTITIEGWY OPIGHEVWY TTP0IGVTWY HETABOAIGHOU TOU 0pyavIoHOU
070 aipa, 0Twg augnpéva emimeda oakxpou OTO aipa A NTTATIKWY eV(UUWY.

O yiatpdg oag utopei va aag {ntiael va utroPAnBeite o€ opiopéveg aipaToAoyIkéG eEETATEIG WATE va EAEYEE TI TIUEG OTO ATTAP Kal GTO aipa 0,
TpIv, katd Tn didipkela kal YETa T Bepareia.

Aedopévou 6T N 100TPETIVOIVN PTTOPET TTOAU GUXVE va TIPOKAAETE! avwpaAieg OTa eTTiTeda OpIOPEVWY AITTAPWY OUCTWY (Twv TPIYAUKEPIDiWY,
Twv AITTOTTPWTEIVAV UWNAAG TTUKVOTNTAG Kall, HEPIKEG POPEG, TNG XOANOTEPAANG) OTO aija PEPIKWY aaBeviy, Eival TTPOTIPOTEPO VA UV TTiveTe
aAkoohoUya TroTé katd T didpkeia TG Bepareiag f E0Tw, va PEIWOETE TV TTO06TNTA TToU ouvABwg Trivete. EQv kard tn didipkeia TG Bepaeiag
0 ylaTp6g 0ag diamaTwaoel OT Ta emimeda Twv TpIyAUKepIdiwv aag ival uwnAd, iowg XpeIaaTel va EIWOETE Tn dGAN TNG ICOTPETIVOIVNG Kal Va
akohouBnoete diaita xapnAn o€ Aimapa.

01 akdAouBeg avemBUPNTEG EVEPyElEG EXOuV avaPepBei TTOAU oTrdvia i) OTTAVIO 0€ 00BEVEIG TTOU TTiPVOUV I00TPETIVOIVN:

Eviote umropei va aparmpnBei emdeivwan Tg akpig kard Tig mpwreg eBOopadeg Bepareiag. Ze TTOAD OTIAVIEG TIEPITITWAEIS, TO DEPHA OAG PTTOPET va
TIapouaIaoel GAeypovi Kai TpRgipo. Maviwg, n akui oag kai Ta GAMa cupTparta avaypéveral va BeATiwBolv pe Tn ouvéxion g Bepareiag.
MMoAU oTrévia uTropei eTriong va Tapouaidoete utrepBoAikn @idpwan kai ayoUpa. Kard tnv ékBear) oag a1o nAiaké ewg Utropei, ToAD oTrdvia,
va gpgpavioete augnpévn ewroeuaiobnaia, yi' autéd kai Ba mpémel va gpovTiete va mpoaTateleate. Mpiv amd Ty ékBean atov RAI0, amAwoTe
éva avihiakd Tpoidv pe upnAd deiktn mpoaTaaiag (SPF TouhayiaTov 15) oTig TTEPIOYES Tou ekTiBevTal To NAIAKS Qwg, 1B1aiTEPA €AV AUTO givail
évtovo. Atro@uUyeTe TV ékBean oTnv uttepiwdn aktivoBoAia (UV).

Mmopei emiang, TOAU aTravia, va eupavioete ToTIkEG BakTnEIDIAKES AOIMWEEIG, ATTWG Aoiuwen Tou 10700 YUpw amd T BATN Twv VUXIWY, o1dpaTa
TIOU TTUOPPOOUV 1) PAEYHOVI TV aIMOPOPWY ayYeiwv, aAayég aTa paria aag, aAayég aTa viyia oag, TIAXUVOT OUAWY HETG OTTO XEIPOUPYIKESG
TrapepBacEeg, algnan XPwoTIKWY Tou dEPHATOG OTO TIPACWTTO Kal Augnévn TPIXOUTT OTO CWA.

O1 mepIoTdTEPES ATO TIG AVETTIBUUNTES EVEPYEIES TNG I00TPETIVOIVNG Ba eGapaviaTolv 6Tav aTapatioeTe Tn Bepareia.

Mmopei va Taparmproete kdmoleg petaBorég aTa paAhid oag (amwAeia A oTravia adgnan) PeTd amd pikpd Xpovikd SiaaTnua ARyng Tou Gapuad-
Kou. AuTé gival guvhBwg Trapodikd, v n emipovn e§aaBévion Twv uaAhiwv eival oTrdvia. Avapéveral n amokaTaaTacn Twy JaAIby aag ot
@uaIoloyIKn Toug katdaTaaon petd To TEAog TG Bepareiag.

MMoAU aTrévia, iowg eppavioeTe EnpdTTa TOU PAPUYYa TTOU TIPOKaAET Bpaxvada aTn @wvr) ag. Z& TOAU OTIAVIEG TIEPITITWOEIS, OPIOUEVOI A0BEVEG
uTopei va epgavigouv BAGRN TG akong.

‘Exe1 eviote avagepbei peiwan Twv ACUKWY QIOCaIPiWY TOU aiaTog Kal, TTOAU aTravia, dIdyKwan Twv Aeppadévwy. ZUVETTWG, ol aaBeveig Tou
eppavidouv kAT TéTolo, £Xouv augnuéveg mBavOTNTEG va TPoaBANBolv ammd BaktnPIdIaKES AOIHWEEIS.

[MoAU amrévia, n 1IKavoTNTA 0ag va BAETIETE TN VOXTA UTTOPET va £TTNPETTET aTTd TO @APPAKO AUTS Kal UTTopE] va eppavicete TpoBAfuata 6paang, Ta
omoia duwg oTrdvia emipévouv Petd T Bepameia. ETriong, pepikoi aoBeveig duakoleUovTav va SIakpivouv Ta XpWHATA, VW) UTTOPET va XPEIQTTEITE
yuaAid nAiou yia va TTpoaTtareUeTe Ta udma oag amé 1o éviovo nhiakd ewg. Eav aupBei kT TéT010, EVNUEPWOTE APECTWG TO YIATPO 0AG, WATE va
TrapakoAoubei Tnv 6paan aag. O1 YeTaBoAég auTég pTmopei va rapatnenBolv apketd Eagvikd, yi' autd va eioTe TTAvTa TPOCEKTIKON, EGV 0dnYEiTE
1| XeIpiCeaTe pnyavrpata katd m didipkela g vOXTag.

Ye TOAO OTIAviEG TTEQITITWOEIG, 01 aaBeveig Exouv epgaviael GAa TpoBAAuaTa pe Ta pdria Toug (diatapayég TG 6paong), 6mws B6Awan Mg
6paang, BohepdTnTEG TOU KePATOEIBOUG, KEPATITIOO Kl KATAPPAKTN. EVnUEPWOTE TO YIATPd GAG TO GUVTOPOTEPO dUVATO €AV TTAPATNPACETE
OTTOIdATIOTE ETTIBPATN TOU PAPPAKOU aTNV OpaCh 0ag.

EmimAéov, o€ TTOAD oTréivieg TrEpITITOEIG, Exel avagepBei mBavr avamTuén apBpimidag, diatapaywy Twv 00TWV (GupTepIAauBavopévwy KaBuaTé-
PNONG TG AVATITUGNG, ECOOTWAEWV Kl LETAROAWY OTNV OCTIKI TIUKVATNTA), a0BECTOTTOINCEIG HAATKWY HOPiWV, EVIOTE TIOVOG TWV TEVOVTWV Kal N
QUOIONOYIKA eTTITTEDT TWV TTPOIOVTWY PUiKAG aTTOIKOBOUNONG OTO aia aag edv aokeioTe éviova kard T Bepareia. OAeg autég o1 avemBuunTeg
EVEPYEIEG Eival avaoTpEWIPES PETA TN DiakoTr Tou @appdkou. Mmopei va TaparmpnBei mpwiun diakoTm TG avaTTugng Twv 00TwY, EAV auTh
Oev £xel OAoKANpwOEi.

Eav mapamprioete Tapevépyeieg Tou Gev avagépovtal aTo Tapov @UANO 0dnyiwv Xpriang, EVUEPWATE TO YIATPd Oag.

Eav avnouyeite yia autég i GMeg avemBipNTEG evépyeleg, PIAOTE e TO yiaTpd oag.

2.9 TINPEMNEI NA TNQPIZEI O AZOGENHZ ZE MNEPINTQZH NMOY MAPAAEIWEI NA MAPEI MIA AOZH:

Eav mpémer va AapBaveral To @appako auvexwg kal Tapaleiyere pia 66an, Ba mpémel va mapeTe T 360N auTh TO TaKUTEPO duvartd. Edv, ev
ToUTOIG, TTANGIGCE! N Wpa yia TNV emopevn dGa, un AaBete Tn 66an Tou TapaAeipate, aAAG auveyiaTe kavovika Tn Bepareia.

Mn SimAaoiadee Tig 560€IG.

2.10 TI MPEMEI NA FNQPIZEI O AZOENHE A THN HMEPOMHNIA AHZHE TOY MPOIONTOX:

Avaypdgeral aTnV eWTEPIKA Kal EGWTEPIKI CUOKEUATTQ. L€ TIEPITITWAT TTIOU N NUEPORNVia auTh €xel TTAPEABEI, PNV TO XPNOILOTIOINTETE.

2.11 1AIAITEPEZ MPO®YAAZEIE MA TH ®YAAZH TOY MPOIONTOX:

Na diampeitar o€ Beppokpaaia pikpdtepn Twv <25° C kai g€ Xwpo ampdaiTo yia Ta Taidid.

212 HMEPOMHNIA TEAEYTAIAZ ANAOEQPHZHZ TOY ®YAAOY OAHTION

To mapdv UM 0dnyiwy eykpiBnke amod Tov EBvikd Opyaviopd Papudkwy oTig 19-12-2003.

3. NAHPO®OPIEZ A THN OPOOAOTIKH XPHZH TON ®APMAKAQN:

+To @dppako autd oag To £ypaye o yIaTpdg aag HOVO YIa TO GUYKEKPILEVO 10TPIKG oag TTPOBANa. Aev Tipéel va 1o diveTe ae GMa GTopa f va
T0 XPNOILOTIOIEITE yIa K&TTOI0 GAAN TIABNON, XWPiG TTPONYoUpEVWG va £XETE TUPBOUAEUTET TO yIaTpd aag. *Edv katd T Sidpkeia TG Bepareiag
eupavioTei kATolo TTPOBANUA e TO PAPHAKO, EVNHEPWATE TO YIATPG 0AG f} TO PAPHAKOTIOIS 0AG. *EQV £XETE OTTIOIABATIOTE EPWTNUATIKA YUPW
Qo TIG TTANPOPOPIES TIOU APOPOUV TO PAPUAKO TTOU AAUBAVETE fy XPEIGdEaTE KAAUTEPN EVNEPWAN YId TO 1ATPIKG 0OG TTPOBANUA N dIOTACETE
va {NTACETE TIG TTANPOPOPIEG QUTEG ATTG TOV YIATPG OO ) TOV GAPUAKOTIOIO aag. *T1a val gival aTmoTEAETHATIKG KAl aTQAAEG TO PAPHAKO TTOU
oag xopnynenke Ba mpémel va AauBavetal cUPQwva e TIg 0dnyieg TTou oag d68nKav. «Ma v ac@AAEIa Kal TV UyEia oag €ival aTrapaitTo va
Olapdoete pe mpoaoxn kaBe TAnpopopia Tou agopd To PAPHAKO TIOU 0ag XopnynBnke. *Mn diatnpeite Ta APHAKA O EpApIa TOU AouTpou,
01671 n (€0 Kal n uypagia pTmopei va Ta aAolwaouy Kal va Ta kataoTigouv emBAaH yia v uyeia aag. *Mnv kpatdTe papuaka mou dev Ta
Xpeladeae fy rou €xouv RN Afgel. *KparaTe 6Aa Ta @dpuaka pakpid amo Ta Taidid.

4. TPOMOZ AIAGEZHEZ:

MPOXOXH: H iootpetivoivn eival TEPATOTONOE. Mpémel va Aappdverar MONO pe auvtayn Geppatohdyou, puhacaduevn i dieTia.
Y& TIEPITITWOT TTOU £XETE ATTOKTAGEI TO PAPHAKO XWpig ouvTayr Kal dev £xeTe 0dnyieg amo eidIkG AeppatoAdyo, EmiKoIVwVATTE Pe éva amo Ta
TIAPaKATW KEVTPA YIa TTEPIOTATEPEG TTANPOPOPIES, TIPIV AGBETE OTTOIADATTOTE TTOTOTNTA TOU PUPHAKOU:
1. Noookopeio “ANAPEAEZ EYTTPOZ”, ABAva, TnA. 210 7239611

2. Noookopeio “AOIMQAQN NOZQN”, ABrjva , TnA. 210 5613572

3. Nogokopeio “AOPOAIZION KAl AEPMATIKQN NOZQN”, Gsgoalovikn, TnA. 2310 811935-811191.
5. APIOMOZ AAEIAZ KYKAO®OPIAZ: A-Cnotren Caps. Soft 20mg: 35914/04/30.6.2005

TPAQEIA ENIZTHMONIKHE ENHMEPQEHE:
Pharmathen AEPBENAKION 6, 153 51 MAAAHNH, THA.: 210.6665067

PHARMACEUTICAL INDUSTRY EPTOZTAZIO: AEPBENAKION 6, 153 51 MAAAHNH, THA.: 210.6665067
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