D10 oonyrov rpiong: [Iinpogopisg yia to prjoty
ADROTAN 20 mg dwokio emkoivoppéva pe Aemtéd vpuévio
Tadodapiin

AW PaoTte TPOGEKTIKA OLOKANPO TO QVALO 00N YAV YPNOCNS TPV UPYIGETE VO TAIPVETE AVTO TO

PapROKO, OLOTL TEPMAAUPAVEL ONUAVTIKES TAPOPOPIES Y10 GOC.

- DurdEte ovtd TO0 PUALO 0O YLDV YpNoNG. Towe ypelacBel va to dofdoete Eovd.

- Edv éyete mepartépow amopieg, potoTe TO Y1Tpd 1] TO QUPHOKOTOL0 GOG.

- H ocvvtayn yuo avtd 1o eappako yopnyninke omokAEIoTIKA Yo GOC. AgV TPENEL VAL SMGETE TO
@appako og Arlovc. Mmopetl va, Toug Tpokaiécetl PAAPN, akopa kon Otav to onpeia g acEvelds
ToVg givar 1610l pe ToL O1Kd GOg.

- Edv mapatnpioete Kamowo avemBount evEPYELD, EVIUEPDOTE TO YILTPO N TO POPUOKOTOLO GOG.
Ao 1oybel kot Yo kébe mBavn avemBOUNTY EVEPYELD TTOV OEV AVAPEPETOL GTO TAPOV PVAAO
oonywwv yprong. BAéne mapdypago 4.

T wepréyer To mapov eHAL0 00N YLOV:

T etvon to ADROTAN «on oo lvan 1) xpror tov

T mpénet va yvopilete mpv mhpete to ADROTAN
[dg va napete to ADROTAN

[TBavég avemBOUNTES EVEPYELES

Ia va pvidcoete to ADROTAN

[epieyoueva TS CLGKELOGING KOl AOUTES TANPOPOPIES

SAAIE I o e

1. T givan To ADROTAN ko wowa givan 1 pfion tov

To ADROTAN eivon pia Bepaneio Tng duoiettovpyiog oTdoMG 6TOVG EVAMKEG AVOPEG. TNV KATAGTAON
oLt évag avopag dev £xel 6TOOT N OEV UTOPEL VO SLULTNPTCEL IKAVOTOUTIKY] GTUOT] Y10 GEEOVOAIKT)
wpaén. To ADROTAN éyet amodeybei 6TL BEATIOVEL GNUOVTIKG TNV IKOVOTNTO, EXITEVLENC
TKOVOTOMTIKTG 6TOONG Y10 GEEOVAALKN TTPAEN.

To ADROTAN mepiéyet t dpaoTikn ovcio TadaAagiin 1 omoio aviKeL 6€ pio OpAdH POPUAK®OY TOV
ovourdlovtol avacToielc TNG POoPodiesTtepdons TOToL 5. Me t oegovaikn oiéyepon, to ADROTAN
dpa fonbdvtog 6N oUALP®OT TOV CHOPOPOV ayYEI®V TOV TEOVG, EMTPEMOVTAS T PON OILOTOG LECH
070 T€0G. Q¢ amotédespio eivar ) Pertiopévn Asttovpyio tng otoong. To ADROTAN dev Oa cag
BonBnoet edv dev Exete duohertovpyia GTHGNG.

Eivar onuavtikd va tovietei 6t to ADROTAN dev dpa dv dev vadpyel oe&ovaiikn di€yepon. o va
elval OTOTEAECUATIKO TO QAPUAKO 0VTO, EGEIS Kal 1 cOHVTIPOPOG Gag Ba TPETEL Vo TPOYLOTOTOLEITE T
duadkacio e 6eEovakng TPGENg OTTmG Kot OTav dev AauPavote QAapROKo Yo T SucAeitovpyio
oTHoNG.

2, Tvrpéner va yvopilete npry ndpete To ADROTAN

Mnv napere To ADROTAN gav:

- o€ TEPITTMOT OALEPYIOG OTNY TASUANPIAN 1| GE OTOL0ONTOTE GALO 0T TO GVGTATIKA CVTOD TOL
QOPULAKOL (AVOPEPOVTUL OTIV TOPAYPAPO 6).

- TOIPVETE PAPLLOKO TTOL TEPLEYOVV OTOLLGONTOTE LOPPTG VITPDON 1 60TEC 0&€1d10V TOL A{MTOV
OTIMG TO VITPMOES OUOAL0. AVTH 1 OUAda PAPUAKOV («VITPMOT) yopnysiton yio T Oepameio TG
omOayyMs («Bopakicdg movog»). To ADROTAN éxet derybel 011 evioyvel T dpdon Tov
Qoprakov autav. Edv maipvete vitpdon onolacdmote Lopeng 1 v dev giote PEParot
EMKOIVOVIOTE LIE TO YIOTPO COG.

- &xete coPapn kapdakn widnon N TpoGPaTa Kot EvIOS TV TeAevtainy 90 nuepav siyate Eva
KapdlKo 166010,

- TPOCPOTO KOl EVTOG TV TEAEVTAIV 6 UNVOV EYOTE VO EYKEPUAKO OYYELNKO ETEIGOSL0.

- €yete younAn aptnplokn ieon (vedtacn) 1 Un eEAEYXOUEVT] VYNAN apTnplokh ieon (Léptaon).
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- glyate mOTé amMAELN OPOoNG EEQUTIOG LN-0PTNPITIOIKNG IGYOUUKNG OTTIKNC VELPOTAOELNG
(NAION), pio KoTAoTao™ TOL TEPLYPAPETOL (OC «OPOOALKT 1Y OO,

- Aappdvete procryovdtn. Avto To EAPLOKO gival Yo T Oepameio TG TVELLOVIKNG OPTNPLOKNG
vrépTacnS (ONA. VYNAN APTNPLOKT TTECT) GTOVG TVEDUOVEG) Kot ¥poviag Opopfosufoiikng
TVELUOVIKNG VIEPTACTG (ONA. VYNAN apTnploK mieon oTovg TVveLHOVES, AOY® Bpoupdcemv). Ot
avaotoreic PDES, 6mwg 1 tadorapiin, £xel amoderytel 61t ovEAVOLV TNV LTOTAGIKN EMIOPACT)
aLToD TOL PuppdKov. Edv Aapupdvete plootyovdtn 1 0gv €16TE GlyOLPOS EVILEPMOTE TOV YLUTPO
o0,

I pogdomomcels ko TPoPLAGEES
AmevBuveite 610 yatpod cag mpy mépete to ADROTAN.

IIpocé&te 611 M oe&ovakikn| dpactnprotnTa evéyetl mhavdtnta Kivduvov e acbevelg pe Kapotakm
wéOnon S10TL Tpokael o Evrovn emPapuvon oty kapdid oag. Edv éxete omotadnmote kopdiok
7éOnon Ba TPEMEL Vo EVIUEPDGETE TO YLOTPO GOLC.

[pw wépete ta Siokia, EVNUEPDOTE TO YIUTPO GAG EAV EXETE:
- dpemavokuTTapiky avotpio (Statapayn Tv puOpdv apocealpiny Tov aiplaTog)
- TOAAATASG pVEA@L (VEOTANGIO TOV HVEAOD TV 0GTAV)
- Aevyouio (VEOTANGIO TV AEVK®V OLUOCOUIPI®mY TOL OLOTOC)
- Kol SuGHOPPin GTO TEOG GOG
- cofapn mabnon oo Nmap
- cofapn mdbnon oTovg vePPovg

Agv gival yvootd v 1o ADROTAN ennpedletl tovug acBeveig mov Exouv:

- voPAnbei o xepovpyikn exépPacn oty THEAO

- a@apécel OA0 M TUNLLO TOL TPOGTATY Kot £X0VV KOTEL TaL vEDpa ToL Ttpootdtn (pilikn
TPOCTATEKTOUN YOPIG S1A6MCT TV VEVP®V).

Edv eppavicbei arpvidia peimon 1 arnmAgia g 6pacng oag, O Tpémet vo. GTAUOTNOETE TN ANy TOL
ADROTAN «xot vo eTKovovnGETE Gpeca LE TO Y1aTpd GO,

To ADROTAN odev evdeikvotol yio xpnon omd yovoikes.

Howod ko Eenpor
To ADROTAN odev gvdeixvutar yio, yprion amd woidid Kot Eenpovg nikiog katw tov 18 etdv.

Alro pappoka kot 1o ADROTAN
Evnuepdote 10 Y10Tpd 00G GV TAIPVETE, £YETE TPOGPATO, TAPEL 1) WITOPEL VO TAPETE GALN QAP OO,

Mnyv népete ADROTAN egdv AouPdavete o vitpmon.

Optopéva papuaka pmopet va ennpeactovv ard 1o ADROTAN 1 uropet va exnpedcovy to mOGo

kaAd Oa dpdoel to ADROTAN. Evnuepmaote 1o ylorpo 1 10 oppokomold cog edv Aapupdvete 10m:

- 0-OTTOKAEIGTES (YPTOLOTO00VTOL Yo TN Bepameia Tng apTNPLOKG VIEPTAUOTG 1] TOV
GUUTTOUATMOV TOV OVPOTOUTIKOD TTOL GyeTilovTan [Le TNV KOAoNON vepmAocio Tov TposTdTn).

- Ao eappoKa Yo vo EAEYEETE TV VYNATN apTnplok mtieon (véptaon).

- ploctyovd

- évav avaoToréd S-a avaywydong (ypnoiponoteitat yio T Bepameia g kaAonBovg vepmAaciog
TOV TTPOGTATN).

- Qappako OTws dtokio KetokovaloAng (yio ) Bepameio ™ poknTioons) Kot avaoTOAELG TNg
TpwTEASNG Yo TN Bepameio Tov Aounéemv tov AIDS 1} tov HIV.

- oawvopapPrrdin, eovutoivn kot koapPapalenivn (avTIoTOoUOITKE EOPLOK).

- pLeaumikivn, epubpopwkivn, KhapiBpopvkivn N ttpakovaloin.

- dAhec Bepameieg Yo T OTLTIKY SvoAetTovpyia.
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To ADROTAN pe 1070 KOl 0OLVOTVEVRATMON

ITAnpoopiec GYeETIKA e TNV ENXLOPACT) TOL OAKOOA LTLAPYOLY GTNV Tapdypapo 3. O youdg
YkpEmPpovT umopei va ennpedoet  dpactikdtnta tov ADROTAN ot 0o tpémel va Aappdvetar pe
mpocoyn. Emkowvmviote e 1o yiatpo yio eplocdTepES TANPOPOPIEC.

TFovipétnTa

e okbAovg Tov ElaPav Oepameio TopatnpnONKe PEIOUEVT] OVATTUEN CTEPUATOG GTOVG OPYELS. ZE
opopévoug Gvdpeg mapatnpndnke peiwon onéppotoc. Ot emdpdoeig avtég eivar anibavo va

00N YNGOLVV GE EAAELYT YOVILLOTNTOG.

O ynon K LEPLoPOg PNYaVNIATOV
Kdamowot dvdpec mov Ehafav Tadorapiin otig KAVIKES peAéTes £xovv avapépet (aAn. EAéyEte
TPOCEKTIKA TNV aVTIOPAOT] GO G€ ALTA Ta d1oKio TPV TNV 001 YNCT 1 TN YPNOTN UNYAVIUATOV.

To ADROTAN mepiéyer haxtoln
Edv &yete dvoavelia og KAmolo ohKy0pa, EVIUEPDOTE TO YIOTPO GAG TPLV TAPETE AVTO TO PAPLLAKO.

3. g va wapete o ADROTAN

[Tévtote va maipvete 10 GAPLOKO OVTO AVCTNPE GOUPOVA LE TIG 001 Yieg TOV YiaTpoy cag. Edv éxete
apePoriec pOTAOTE TO Y1ATPO 1| TO PUPIOKOTOLO GOG.

Ta doxio ADROTAN yopnyodvtor and 10 otopa povo o avopes. To diokio Ba mpémel va kotTamivetol
oAOKANpO pe Alyo vepo. Ta diokia pmopel va AneBovv pe 1 xwpig Tpoen.

H ocvvietopevn 6601 ivar éva diokio tov 10 mg mtpv ) ce€ovaliky) SpactnploTnTa.

Qo61000, 0dg &yl 6obel | dOo™ €vag diokiov 20 mg kabmg 0 YTpOg GG £XEL AMOPAGIGEL OTL T
ouvioTdpevn 60on v 10 mg dev gival emaping.

To diokio ADROTAN pmopei va Anedet tovddyiotov 30 Aentd mpo g 0e£0vOAKG dpacTNPLOTNTAS.
H amotelecpatikotnto tov ADROTAN pnopei vo dtapkécel £mg 36 dpeg HETA TN ANy TOV d10KIoV.

Mnv naipvete ADROTAN nepiocdtepo and pia eopd v nuépa. To ADROTAN 10 mg kou 20 mg
npoopiletat yio Afym TPy TNV TPOPAETOUEVT] GEEOVOAIKT dPAGTNPIOTNTO KOl OE GUVIGTATOL 1] GUVEYNG
xafnpepwn yopfiynon.

Eivar onuovtikd vo Boudote 0t yopic vo vadpyel oeEovolikn diéyepon dev umopei va, emttevydein
amotereopatikdtnta tov ADROTAN. Eceic kot 1 ohvtpopog cog Ba Tpémel va mpoyLoTonTolElTE T
dwadikacio tng oe£ovaknc TpAENG OTmG Kot OTav dev AAUPBAVATE PAPLOKO Y10, T OVGAELTOVPYiO
oTOoNG.

H katavédAmon aAkooA eival SuvaTov va ETNPEAGEL TNV IKAVOTNTA EXITEVENC 6TVONG Kot Eivarl duvatdv
VO TPOKAAEGEL TOPOSIKT EAGTTMON TNG apTNPLaknG ieons. Edv éxete AaPer | oxedialete va Aapete
ADROTAN, amo@oyete TNV KOTAVAA®GCT LEYOANG TOcOTNTOS 0AKOOA (emtineda aipatog 0,08% 1
peyolvtepa) apod avtd icmg avénoet Tov Kivouvo CaAng katd Ty yepon.

Eav napete peyarvrepn 66onp ADROTAN amé tnv kavoviki
Emwowvovnote pe 1o yiatpd oag. Mmopel va eppavicete Tig avemBOunTteg evEPYELEG TTOL TEPLYPAPOVTUL

oty gvotnrta 4.

Edv éxete meplocOTEPEG EPMTNGEIC GYETIKA LLE TN PO ALTOV TOV PUPUAKOV PMOTNGTE TO YATPO 1| TO
(QOPUOKOTOO GOG.
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4, IIBavég avemBOuNTES EVEPYELES

Onwg 6Aa Ta @appoKa, £TCL KoL TO TO PAPUAKO UTOPEL VoL TPOKAAEGEL OVETIOVUNTEC EVEPYELES, OV
Kol 0gv mapovstafovial o€ GAOVG TOVg avBpdOTOVS. XVVNBmG o1 avemBouNTEG EVEPYELES Elval NmIeG EmC

HETPLEG.

Edv mtapatnpioete 0moladnmote and TIS TUPUKATE OVETIOOUNTES EVEPYELES GCTUNATNGTE VA

naipvete 0vTé TO PApROKO Kot {nTioTe apéomg woTpikn fondeia:

- aALepYIKES avTIdpdoelg Tov cuumeptiappdvouv e&avinuata (Gt cuyv| GLXVOTNTO).

- 7OVOG 6T0 6TNOOG — UMV YPNGIUOTTOIEITE VITPDOIN PAPUaKe 0AAG ovalNTNOTE AUEST 1OTPIKT
QVTILETOTIOT (OYL CLYVH GLYXVOTNTA).

- mopaTeTaEVN Kol mhavd emdovvr otooT petd ) Ay tov ADROTAN (omdvia cuyvotta).
Edv mapovcidoete pia tétoto 6TH0M, 1 0TT0l0 SL0PKEL GUVEXDG Y10 TEPLIGGOTEPO OO 4 DdPEG, Oa
TPEMEL VO, EVILEPADCETE GUETO TO YIOTPO GOGC.

- a1PVidlo amMAELN TG OpaoNS (GTAVIO GLYVOTNTA).

AMeG avemBOUNTEC EVEPYELEG TTOV £YOVV OvaPEPDEL:

2oyvég (tég pumopel va emnpedoovy £oc 1 otovg 10 aobeveic)
- KePaAaAyia, ospuadyia, poadyie, TOvog ota yépla kol ota Tdda, oidnpe 610 TPOCOTO, PVIKN
GLUPOPNOT), SLOTEYIN Kot TOAMVIPOUNGT).

Oyt ovyvés (avtég umopei va emmpedoovy émg 1 otovg 100 acbeveic)

- CaAN, otopoykog TOVoc, BOAN OpacT], TOVOG GTO HATL, AVENUEVT EQIOPMOT], SDGTVOLM, ULLOPPAYia
TEOVG, TOPOLGIN CULOTOG GTO GTEPLO KAUT oTa 00pa, EvIovn aicHnon TpokdpdimV ToAU®Y,
YPYOPOG Kapdlokdg puBudc, avénuévn apTnplakt mieon, LELWUEVT] OPTNPLOKN THEST], PVIKN
apoppayio kot fovntd oo aVTIA.

Zrovieg (avtég umopel va emnpedoovy €m¢ 1 otovg 1.000 acbeveic)

- AMmoBupica, OTOGUOVG KO TOPOOIKT) ATMOAELL LWVAUNG, EAALELLUN OTO OTTTIKA TTEdiN, 0ldnua
BAepdapav, epuBpdTNTO 0POOAUDV, 0PVidle peimon 1 andAelo oKong kat eEavOnpaTa (Kvnopmon
KOKKIVO, GNUASI0L GTNV ETPAVELY TOV OEPLATOC)

Kopdiayyeiaxd enciodo1a Kot EYKEPAAIKA ENEI00d10 £yovv emiong avapepbel omdvia amd dvopeg mov
éhapfav ADROTAN. Ot meprocdtepot and avtods Tovg Avopeg elyov TPoHTAPOLCa KAPSIOYYELKN
méOnon mpw Adfovv 10 ApraKO AVTO.

Mepikn, Tpocwpivi) N LOVIUN HEIDOT 1] OTOAEW TG OPACTC GE £VOL 1 KoL 6T, OVO PdTiaL, £xEl
avaeepbel onavia.

Kamoweg emmpbo0eteg omavieg avemBounteg evépysieg avapépinikoy otoug dvdpeg mov rafav

ADROTAN o1 omoieg dev lyov Topovclootel oTig KMvikEG peétes. Avtég mepthappdvouy:

- nuKpavio, oidnuo 6to TPOcmTo, cofapt aArepyikn avtidpact mov Tpokarel TpREo Tov
TPOCHOTOL KAl TOV AoV, GoPapd deppatikd eEavOnUaTa, KATOIEG SUTAPAYES TOL EMOPOVY GTN
pOT TOL OUOTOG GTA UATLA, AV@UOAOL Kopdiakol puBpol, otnOayyn Kot cipvidlog KapdtaKog
Oavaroc.

e Gvdpeg v tov 75 etdv mov Aapfdavouy ADROTAN napatnpidnkay mo ocvyva (oA kot
duappota.

24



Avoopd mBavorloyoLUEVOV avETBOUNTOV EVEPYELDV

H avagopd mbavoroyodpevov avemiBountomv evepyeidv UeTd amd N xopnynorn Adewg KukAogopiog
TOV QPAPUOKELTIKOD TTPoidvTog €ivanr onuavtikn. Emtpémel tn ovveyn mopakoiovdnen g oyéong
0PEALOVC-KIVODVOD TOV (QOPUOKEVTIKOD TTPOTOVTOCG. ZnTeital amd TOLg EMUYYEANATIEG TOV TOUER TNG
VYEOVOLIKTG TEPIBOAYNG VO ava@EPOLY 0molEcdNTOTE THAVOLOYOVLEVES aVETBVUNTES EVEPYELEG GTOV
EBviké Opyaviopd Poppdakov, Mecoyeiov 284, GR-15562 Xoiapydc, ABnva, Tni: + 30 21
32040380/337, ®a&: + 30 21 06549585, Iotdtonoc: http://www.eof.gr

S. g va puridocete 1o ADROTAN
To @appoxo ovtd Tpémel va LAACCETAL GE PLEPT) OV OgV TO PAETOVY Kol O&V TO POAVOLV TA TOUdLA.

No pnv xpnotlonoleite avTd T0 QAPHOKO UETE TNV MUEPOUNVia AENG TOV aVOQEPETAL GTO KOVTI KOt
oto blister petd t «EXP». H nuepounvio Anéng eivar n tedevtoio nuUépa Tov UAVO TOV OVAPEPETOL
eKel.

AV10 TO POPUAKEVTIKO TTPOTIOV deV amartel WwaiTePEC GLVONKEG PUAAENC.

Mnv netdte pappoKa oto vepd Tng OmMOYETEVOTG 1] GTA OKLOKE amoppipata. Potiote 10 papuokomold
o0G YW TO TAOC VO TETAEETE TO. PAPLOKO TOV gV ¥PNOIUOTOLEiTE . AvTd Tow pHéTpa Ba fondncovy
GTNV TPOCTAGIN TOL TEPIPAAAOVTOC,.

6. Iepreydpeva TG CVGKEVAGIUG KO AOTES TANPOPOPIES
Tvagpiéyer to ADROTAN

- H dpaoctikn ovsia givon ) tadarapiin. Kébe diokio mepiéyet 20 mg tadoroeiing.

- Ta dAa cvotoTikd givat:
Mvpnvag dickiov: povoiidpikn Aaktdln, TpoleloTvoToUEVO AULAO, GVLOPO KOAAOEIDEG
TLPITIO, SLOGTAVPOVUEVT] VOTPLOVYOC KapueALOln, dapvobeukd vaTplo, GTEATIKO LOYVAGIO.
Emucdivymn dioxiov: vrpopeAholn, povobidpikn Aaktoln, 610&gidio Tov Titaviov (E171),
tpraketivn, TaAkng (ES53b), 0&eidio Tov oonpov kitpvo (E172), 0&gid1o Tov 6181pov KOKKIVO
(E172).

Epgavion oo ADROTAN kot wepieydpeva tng 6uoKeLAGiAg

Ta ADROTAN 20 mg givol omaAd kitpva, oyfuotoc opdd extkaivuuéva pe Aemntd vuévio diokia, e
yopayuévo 1o «20» ot pilo mAevpd ko yopic kamolo €voeltn oty GAdn mievpd. To diokio eivan
Swpétpov 12 mm x 7,4 mm Ko mayovg 4,60 — 5,20 mm.

Meyéln ovoxevaoiog
To ADROTAN 20 mg dwtifetal o€ kovTtid o cuokevacia blister twv 2, 4, 8, 12 kot tov 56 diokimv.

Mmopel va pnv KokAo@opov OAEG 01 GLGKEVAGIES.
Karoyog Adsrog Kvkhogopiog kot Ilapackevaotég
Karoyog Adeiog Korlogopiog

WIN MEDICA A.E

Owinodog 1-3 ko [Tapdadpopog Attikng 0dov 33-35

15238 XaAdvopt
TnA. : 210 7488821
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http://www.eof.gr/

THopookevaorés

Balkanpharma - Dupnitsa AD

3 Samokovsko Shosse Str., Dupnitsa 2600, BovAyapia

Actavis Ltd.

BLBO016, Bulebel Industrial Estate, Zejtun ZTN 3000, MdAta

AvT0 TO QUPROKEVTIKO TTPOIdY £xel eykprOei ota Kpdtn Méin tov Evponaikov Owovopikod
Xopov (EOX) pe Tig ak6rovleg ovopaoieg:

EXLGda: ADROTAN 20 mg drookio emiKaAUUEVE e AETTO DUEVIO

To mapdv eOALO 0dNYLAOV Yp1ons avabempnOnke Yo TelevTaia popd otig 05/2018
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