D10 oonyrov rpiong: [Iinpogopisg yia to prjoty
ADROTAN 10 mg dwokio emkaivoppévo pe Aemtd vpévio
Tadodapiin

AW PaoTte TPOGEKTIKA OLOKANPO TO QVALO 00N YLAV YPNGNS TTPLV UPYIGETE VO TAIPVETE AVTO TO

PapPROKO, OLOTL TEPMAAUPAVEL ONUAVTIKES TAPOPOPIES Y10 GOC.

- DurdEte ovtd T0 PUALO 0O YLDV YpNoNG. Tow ypelacBel va to dofdoete Eovd.

- Edv éyete mepartépo amopieg, poThoTe TO Y10Tpd 1) TO PUPLOKOTOLd GG,

- H cvvtayn yuo avtd 1o eappoko yopnyninke omokAEIoTIKA Yo Goc. Agv TPEMEL VAL OMGETE TO
@appako og Arlovc. Mmopetl va Toug Tpokaiécetl PAGAPN, axkopa kon Otav to onpeia g ac0Eveldc
ToVg givar 1610l pe ToL O1Kd GOg.

- Edv mapatnpioete Kamoto ovemBount evEPYELQ, EVIUEPDCTE TO YILTPO N TO PAPUAKOTOLO GOG.
AvTo 1oydel kot Yo kéBe mBavn avemBOUNTN EVEPYELD TTOV OEV AVAPEPETOL GTO TAPOV PUAAO
odnywwv yprong. BAéme mapdypago 4.

T Tepréyel 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

i va pvidcoete to ADROTAN

[epieyoueva TS CLGKELOGING KOl AOUTES TANPOPOPIES

S e

1. T givan To ADROTAN ko oo givan 1 xpfion tov

To ADROTAN eivon pia Ogpomeio tng duchettovpyiog oTOOTG GTOVE EVAIKES AVOPEC. TNV KATAGTOOT)
avT évag avopag dev £xel 6TOOTM N OEV UTOPEL VO LULTNPTCEL IKAVOTOUTIKY] GTUOT] Y10 GEEOVOAIKT)
paén. To ADROTAN éyet amoderyfei 6t1 PEATIOVEL ONUAVTIKA TNV IKOVOTNTO ETITELENG
TKOVOTTOUNTIKNG 6TOONC Y10 GEEOVUALKN TTPAEN.

To ADROTAN nepiéyet m dpactikn ovsia tadarlaiin 1 omoia avikel o€ pia opado GapUdkoy mov
ovopdlovtol avacsToAeic TE oopodieatepdong Thmov 5. Me ) ce&ovaiikn di€yepon, 1o ADROTAN
dpa fonbdvtog oTN YOALP®CT TOV OLLOPOP®V AYYEI®V TOV TEOVG, EMTPENTOVTAG T POT] ULLLOTOG LECH
010 mé0g. Q¢ anotéreospa glvar n Pektiopévn Aertovpyia g otoons. To ADROTAN dev Oa cog
BonOnoet edv dev éxete duaAerToLPYiRL GTOOTG.

Etvat onpavtuco va toviotet 0Tt to ADROTAN dev Spa dv dev vmbpyet oe&ovarikn diéyepon. [a va
glval omoTEAECUATIKO TO PAPUAKO OVTO, EGEIC Kol 1| cOVTPOPOG Gag Oa TPETEL VAL TPOYUATOTOLEITE TN
Sdwdkacia g ceEovaiikng Tpdéng 6mmg Kot 6tav dev Aapfavote AapHOKo Yo T ducAettovpyia
oTHoNG.

2. T apéner va yvopilete npwv mwapete to ADROTAN

Mnv napere To ADROTAN eav:

- o€ mepintmon oAlepyiog otnv TaSaANPIAN 1] 0OTO100MTOTE GAAO OO TOL GLGTATIKA CVTOV TOV
QOPLAKOL (AVOPEPOVTUL OTNV TOPAYPAPO 6).

- TOIPVETE PAPLLOKO TTOV TTEPLEYOVY OTOLOGONTOTE LOPPTS VITPDON 1 60TEC 0EE1di0V TOL D TOV
OTIMG TO VITPMOESG APOAL0. AVTH 1 OHAdA PAPUAKOV («VITP®OT») yopnyeitan yia T Oepameio TG
omOayyMs («Bopakicdg movog»). To ADROTAN éxet derybel 011 evioyvel T dpdon Tov
Qopuakwoy avtdv. Edv maipvete vitpdon omolacdnmote Lopeng 1 v dev giote PéParot
EMKOIVAOVIOTE LIE TO YIOTPO COG.

- &xete cofapn kapdiaky wddnon 1 TpoOcPaTa Kot EvTOg TV TeAevTainy 90 nuepdv eiyate Eva
KapdlKo 106010,

- TPOCPOTO KOl EVTOS TOV TEAEVTOIOV 6 UNVOV ElY0TE VOl EYKEPUMKO OYYELNKO ETEIGOO10.

- €xete YOUNAN aptnplokn mieon (VTdTaon) N KN EAEYXOUEVN DYNAT apTnplokn tieon (Vréptaom).

- glyoate TOTE andAelo OpaoNs eEALTIOG UN-0PTNPITIOIKNG IOYOLLIKNG OTTIKNG VEVPOTTAOELNG
(NAION), pio KoTGoTao™ TOL TEPLYPAPETOL OC «OPOUALKT IOYOLI0.
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- happdavete prootyovdtn. Avtd 1o eappoko gival yio T Bepameio TG TVELLOVIKNG OPTNPLOKIG
VIEPTOONC (ONA. LYNAN APTNPLOKT] TIEGT GTOVG TVEDIOVEG) KOl XpOviag BpopfosuPoiikng
TVELUOVIKNG VIEPTAOTG (ONA. LYNAT 0pTNPLoKT TIESN OTOVE TVELOVES, AOY® Bpoppdcemv). Ot
avactoreig PDES, omwg 1 tadorapiln, £xetl amoderytel 6Tt v&AVOuY TNV LIOTAGIKN EMIOPOCT
aLToV TOL PappaKov. Edv Aappdvete plrootyovdtn 1 0gv €l6TE GlyOLPOS EVIUEPDGTE TOV YLUTPO
o0,

Ipocidomomoelg ko TPoPLAAEELS
AmevBuvleite 610 Yotpo oag mpv mhpete to ADROTAN.

[IpocéEte 6TL M 6e&O0VAAIKN dpaCTNPIOTNTO EVEYXEL TIHAVOTNTA KIVODVOL GE 0GOEVELG LIE KOPIOKN
méOnon 510t Tpokarel pa Evrovn emPdpuvon oty kapdid cag. Edv éxete onotadnmote kopolak
méOnon Ba Tpémel va evUEPDGETE TO Y1OTPO GOG.

IIpwv mhpete ta diokia, EVNUEPDGTE TO YIOTPO GG EAV EYETE:
- OPEMAVOKVTTOPIKY avotpio (dlatapayn TV EpLOPGV ALOGPaALPimY TOV iIATOS)
- TOAAATIAG PVEADUN (VEOTTANGIO, TOV VEAOD TV 0GTAOV)
- Aevyoupia (veomAasio TV AEVK®OV OLLOGOAPI®mY TOL OLOTOC)
- Kol SuGHOPPIN GTO TEOG GOG
- cofapn tabnon oto Nmap
- cofapn mabnon oTovs vePpovc

Agyv gival yvooto eav 1o ADROTAN ennpedletl toug acbeveic mov Exouv:

- vroPAnOei o xepovpykn enépPacn oty THEAO

- aQalpésel OAO N TUAUO TOL TPOGTATY Kot £X0VV KOTEL TaL vEDpa ToL TTpoctatn (pilikn
TPOCTUTEKTOUN YOPIG O1ACMCT TOV VEVP®V).

Edv eppavicbei arpvidia peimon 1 ammAeio g 6pacnc oag, o Tpémel vo, GTAUOTHCETE T AW TOVL
ADROTAN «xo1 vo emKOOVAGETE QUESH LE TO YUTPO GO,

To ADROTAN odev evdeikvotol yio xpnon omd yovoikec.

IHowowa kon £épnfor
To ADROTAN dev gvdeixvutar yio, yprion amd wondid Kot Eenpovg nikiog katw tov 18 etdv.

Alro pappoka kot 1o ADROTAN
Evnuepdote 10 Y10tpd o0 eGv maipveTe, £xeTe TPOSPATO TAPEL 1) WITOPEL VO TAPETE GAAL PAPLLOKOL.

Mnv ntapete ADROTAN edqv Aappdvete non vitpdon.

Opopéva papuoka pmopet va ernpeactovv amd 1o ADROTAN 1 puropet va exnpedcovy to mOGo

KkaAd Ba Opdcel to ADROTAN. Evruepdote 10 yotpo 1 10 ooppokorold cog ebv Aappavete 1om:

- a-0TOKAEIOTEC (YPpMOILoTO0vVTOL Yo TN Beparmeio TG apTnPLOKAG VTEPTACTC 1| TOV
CUUTTOUATM®V TOL OVPOTOINTIKOV TOV GyeTIlovTon Ue TNV KohonOn vaepmAacio Tov TpooTdTn).

- N0 pappoxa yio va eEAEYEETE TV LYNAN apTnploKn TieoT (VTEpTaon).

- PLOGLYOLATN

- évay avaoToréa S-a avoaywydong (ypnotpomroteitat yio ) Bepameio g kaAonBovg vaepmAaciog
TOV TPOCTATN).

- Qappako 6TwS dtokio KetokovaloAng (yio ) Bepameio g poknTiooms) Kol 0vaoTOAELG TG
TpwTeaon Yo T Bepameia Tmv Aounéemv tov AIDS 1} tov HIV.

- oawvopapBirdn, eatvutoivn kot kapPapalenivn (avTICTOoUOIKE QOPLOKD).

- pLpaumikivn, epubpopwkivn, KhapiBpopvkivn 1 1tpakovaloin.

- GAleg Bepameieg yio T 6TVTIKT SVGAELTOLPYINL.
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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 Aappdveton pe
mpocoyn. Emkowvmviote e 1o yiatpo yio eplocdTepES TANPOPOPIEC.

TFovipétnTa

e okbA0VG oL ElaPav Oepameio TapatnpRONKe HEWUEVT AVATTVEN CTEPUATOG GTOVG OPYELS. X
opopévoug vdpeg mapatnpndnke peimon onéppotoc. Ot emdpdoeis avtég etvar omibavo va

00N YNGOLVV GE EAAELYT YOVIULOTNTAG.

O ynon K LEWPLoPOg PNYavVNIATOV
Kdamowot dvdpec mov Erafav Tadorapiin otig KAVIKES peAéTes £xovv avapépet (aAn. EAéyEte
TPOCEKTIKA, TNV aVTIOPOOT] GOG GE ALTA Ta d1okio TPV TNV 00N yNoTM 1 TN YPNON UNYAVIUATOV.

To ADROTAN nmepréyer axtoln
Edv &yete dvoavelia og KAmolo oAKyOP0, EVIUEPDOTE TO YIOTPO GAG TIPLV TAPETE AVTO TO PAPLLAKO.

3. g va wapete o ADROTAN

[Tévtote va mTaipVETE TO PAPLOKO OVTO AVGTNPA GUUPOVA UE TIG 001 Yieg TOV YiaTpov cag. Edv éxete
apeiPorieg poTAOTE TO Y1OTPO 1| TO PUPLOKOTOLO GUG.

Ta doxioc ADROTAN yopnyodvtor and 10 otopa povo o avopes. To diokio Ba mpémel va koTamivetal
oAOKANpO pe Alyo vepo. Ta diokia pmopel va Anebovv pe 1 xopig Tpoen.

H cvviet@pevn 6001 civar éva dtokio tov 10 mg mpv ) ce&ovarikn dpactnprotra. Edv n d6on avt
dev etvan ETOPKNG, 0 Y1TPOG GoG Umopel var oG avénoet T d6om o€ 20 mg. Ta diokioo ADROTAN
yopnyovvtar omd TOV GTOUATOG,.

To dwokio ADROTAN pmopei va Anedet tovddyiotov 30 Aentd mpo g 0e£0vOAKNG dpacTNPLOTNTAS.
H amotelecpatikomto tov ADROTAN pnopei vo dtapkécel £mg 36 dpeg UETA TN ANy TOV d16KIov.

Mnv naipvete ADROTAN nepiocdtepo anod pia eopd v npépa. To ADROTAN 10 mg kot 20 mg
mpoopiletat Yo Afym TPy TV TPOPAETOUEVT] GEEOVAAIKT dPAGTNPLOTNTO, KO O€ GUVIGTATOL 1] GUVEYNG
xafnpepwn yopfiynon.

Eivar onuovtikd vo Boudote 0t yopic vo vadpyel ceEovolikn diéyepon dev umopei va, emttevydein
amotereopatikdtnta tov ADROTAN. Eceic kot 1 ohvTpopog cog Ba Tpémel va mpoyLoTOTOlEITE T
dradikacio g 6e£0VUMKNC TPAENS OTMG Kot OTOV dEV AAUPAVOTE PAPOKO Y10, TN SVGAEITOVPYiN
oTOoNG.

H xotavaiwon aAkooA gival Suvatdy va ETNPEACEL TNV IKOVOTNTO ETITEVENG GTVOTG KOt Eival SuvaTov
VO TPOKAAEGEL TOPOSIKT EAATTMOT TG apTNPlakng wieons. Edv éxete AaPer | oxedalete va AaPete
ADROTAN, amo@oyete TNV KOTAVAAWDGCT PLEYOANG TOGHTNTAG AAKOOA (emineda aipatog 0,08% 7
peyoAvtepa) apod avtd icmg avénoet Tov Kivovvo CaANg katd v £yepon.

Eav napete peyarvtepn 66onp ADROTAN amé tnv kavoviki
Emwowvovnote pe 1o yiatpd oag. Mmopel va eppavicete Tig avemfdunteg evEPYEIEG TOV TEPLYPAPOVTOL

otV gvotnra 4.

Edv éxete meplocOTEPEG EPMTNGEIS GYETIKA LLE TN YPNOT CVTOV TOV PUPUAKOL PMOTNGTE TO YLUTPO 1) TO
(QOPUOKOTOO COG.

23



4, IIBavég avemBOuNTES EVEPYELES

Onwg 6Aa Ta @appoKa, £TCL KoL TO TO PAPUAKO UTOPEL VoL TPOKAAEGEL OVETIOVUNTEC EVEPYELES, OV
Kol 0gv mapovstafovial 6€ GAOVG TOVg avBpdTOoLS. XVVNBmG o1 avemBOUNTES EVEPYELES glvat MTIES MG
HETPLEG.

Edv mtapatnpioete 0mo1odnmoTe and TIS TUPUKATE OVETOOUNTES EVEPYELES GTUNATNGTE VA

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

- AALEPYIKEC AVTIOPAGELG TTOV cLUTEPIAAUPAVOLY e&ovOnpata (Oy1 GUYVY GLYXVOTITA).

- 7OVOG 6T0 6TNOOG — UMV YPNGIUOTTOIEITE VITPDOIN PAPUAKe 0AAG ovalNTNOTE AUEST TTPIKY|
QVTLILETOTIOT (OYL CLYVH GLYVOTNTA).

- mopaTeTaEVN Kol mhavd emdovvr otooT petd ) Ay tov ADROTAN (omdvia cuyvotnta).
Edv mapovcidoete pio tétoto 6tH0M, 1 0TT0l0 SL0PKEL GUVEXDG Y10 TEPIGGOTEPO OO 4 DdPEG, Oa
TPEMEL VO EVILEPDGETE AUEGA TO YTPO GOG.

- a1pVidlo amMAELN TG OpAoNS (GTAVIO GLYVOTNTA).

AlAeg avemBountes evépyeleg mov £xouv avapepbet:

2oyvés (atég pumopel va ennpedoovv £oc 1 otovg 10 acbeveic)
- KePaAaAdyia, ospuadyia, poadyie, Tovog ota yépia kol ota Tddia, oidnpe 610 TPOCOTO, PVIKN
GLUPHPNOT), SLOTEYIN Kot TOAMVIPOUNGT).

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

- LA, otopaykog Tovoc, BoAn OpacT|, TOVOG GTO HATL, AVENUEVT] EQIOPMOT], JVGTVOLM, CiLLLOPPaYia
TEOVG, TOPOLGIN AULOTOG GTO GTEPLLO KAUT 6T 00pa, EvIovn aicHnon Tpokdpdimy ToAU®Y,
YPYOPOG KOPSLOKOG puOUGE, aVENUEVT OPTNPLOKT TTECT, LELWUEVT] OPTNPLOKN TEST], PIVIKN
apoppayio kot fountd oto aVTLd.

Zrovieg (antég umopel va emnpedoovy €o¢ 1 otovg 1.000 acbeveic)

- AmoBupic, GTAGHOVG KO TOPOOIKT) OTOAELY LVAUNG, EAAELLLO OTO OTTTIKA TTedio, oidnpa
BAepdapav, epuBpodTNTO 0POOAUDV, 0PVidla peimon 1 andAelo okong kat eEavOnpato (Kvynopmon
KOKKIVO, GNUASI0. GTNV ETPAVELD TOV OEPLATOC)

Kapdiayyeiaxd enciodoio Kot eYKEQPAAKA nElc0d1a £yovv emiong avapepbel omdvia amd dvopeg mov
éhapfav ADROTAN. Ot meprocdtepot and avtodg Toug dvopeg glyav Tpoimapyovsa KapdtoyysiaKn
méOnon wpw Adfovv 10 ApUaKO AVTO.

Mepikn, Tpocwpivi | pOVIUN peiwon 1 oTOAEW TG OpaoTG o€ £va 1] Kot 6T 600 HATLo, EXEL
avaeepbei omavia.

Kamoweg emmpdo0eteg omavieg avemBounteg evépysieg avapépdnikoy otoug dvdpeg mov Erafav

ADROTAN o1 omoieg dgv eiyov mopovctaotel 6Tig KMVIKEG LeEAETEG. AVTEG TTEPILOUPAVOLV:

- nuiKpavio, oidnpo 610 TPOcmTOo, GoPfapt aArepyikn avtidpacT mov Tpokarel TpREWO Tov
TPOCHOTOL KAl TOV AdoD, GoPapd deppaTikd eEavOnUAT, KATOIEG SUTAPAYES TOL EMOPOVY GTN
pOT TOL OUOTOG OTA UATLE, AVAUOAOL Kopdlakol puBpol, otnOayyn Kot cipvidlog KapdlaKog
Oavaroc.

g avdpeg v v 75 etdv mov Aappdvooy ADROTAN napatnpridnkav o coyvé {ain kot
duappota.

Avagopd mBavoroyovuevev avemBOunTov evepyeidv

H avagpopd mbavoroyoduevav avemBiuntov evepyeldv HETE amd T YopNynon adsiog KukAopopiog
TOV QPAPUOKELTIKOD TTPoidvToc eivar onuavtikn. Emitpémel ) cvveyn mopakolovdnon g oyéong
0PEALOVC-KIVODIVOD TOV (QOPUOKEVTIKOD TTPOTOVTOC. ZNTEITOL OO TOVG EMOYYEAUATIEG TOV TOMED TNG
VYELOVOUIKNG TTepiBoAYNG VO avapEPOLY 0TTo1EGONTOTE TOAVOAOYOVUEVEC aVETIOOUNTEC EVEPYELES GTOV
EOviké Opyovioud dopupdkov, Mecoyeiov 284, GR-15562 Xolapyog, ABiva, Tni: + 30 21
32040380/337, ®ok: + 30 21 06549585, lotdtonoc: http://www.eof.gr
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5. Iog va puidooete 10 ADROTAN
To @appako 0vTd TPETEL VO PUAACCETOL GE PEPT] TOV OgV TO PAETOVV KOl OV TO POAVOLV TO TOdLA.

Na pnv ypnoponoteite avtd 10 PAPHOKO HETE TNV Muepounvia AENS OV avaEEPETAL GTO KOVTL Kot
oto blister petd ™ «EXP». H nuepounvio Anéng eivar 1 tedevtoio nuUépa Tov UAVO OV OVOQPEPETOL
eKel.

AvT0 TO POPUAKEVTIKO TPOTIOV deV amartel WwiTePES GLVONKEG PUAAENC.

Mnyv netdte pappoka oto vepd Tng OmoYETEVONG 1| GTA OKLOKE amoppipata. Potiote 10 papuokomold
00G YW TO TG VO TETAEETE TO. PAPLOKO TOV gV YPNOIUOTOLEiTE T, AvTd Too pHéTpa Ba fondncovv
GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.

6. Iepreydpeva TG CVGKEVAGIUG KO AOTES TANPOPOPIES
Tvagpiéyer to ADROTAN

- H dpaotikn ovsia givon ) tadarapiin. Kébe diokio mepiéyet 10 mg tadoropiing.

- Ta dAla cvuoTOTIKA Elvat:
Mvpnvag dickiov: povoiidpikn Aaktoln, TpoleloTvOTONUEVO AUVAO, GVLOPO KOAAOEIDEG
TLPITIO, SLUGTAVPOVUEVT] VATPLOVYOG KapUeEALOLN, dapvobeukd vATplo, GTEATIKO LOYVNO1O.
Emucdivym diokiov: vrpopeAholn, povobidpikn Aaktoln, 610&gidio Tov titaviov (E171),
Tproketivn, TaAkng (ES53b), 0&eidio tov oonpov kitpvo (E172), 0£€id10 ToL 6101pOov KOKKIVO
(E172).

Epgavion oo ADROTAN kot wepieydpeva tng 6uoKELAGIAG

Ta ADROTAN 10 mg givor amaAd kitpva, oxuotog ofdA emKoAVUUEVE Le AETTO VUEVIO dtoKia, e
yopaypévo 1o «10» ot pia mAevpd ko yopic kamolo &vdeltn oty GAAn migvpd. To diokio eival
Sdwpétpov 11 mm x 6,6 mm kot Tayovg 3,9 — 4,5 mm.

Meyéln ovoxevaoiog
To ADROTAN 10 mg dwtifetal o€ kovTid o€ Guckevacia blister twv 4, 8 kot tov 12 dickiwv.

Mmropei va punv KukAo@opovV OAEG Ol GUGKEVOGIES.
Karoyog Adsrog Kvkhogopiog kot Ilapackevaotég

Kdaroyog Adeiog Koxlogpopiag

WIN MEDICA A.E.

Owinodog 1-3 & Iapddpopog Attikng 0do0 33-35
15238 XaAdvopt

TnA. : 210 7488821

Hopookevaores
Balkanpharma - Dupnitsa AD
3 Samokovsko Shosse Str., Dupnitsa 2600, BovAyapia

Actavis Ltd.
BLBO016, Bulebel Industrial Estate, Zejtun ZTN 3000, MéAta
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AvT0 TO QUPROKEVTIKO TTPOIdY £xel eykprOei ota Kpdtn Méin tov Evponaikov Owovopikod
Xapov (EOX) pe Tig axérovleg ovopaocisg:

EXLGda: ADROTAN 10 mg dwookio emikaAppUEVE e AETTO VUEVIO

To wapdév @OAL0 0dNYIAOV Yp1ons avabewpOnke Yo televTaio gopd otig 05/2018
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