MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

ANDROXIL 5%, deppoatikd dtdiopa

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH

Muwo&diAn 50 mg/ml (5% w/v).

"Evog yexaouodg deppatucon dtarvpotoc ANDROXIL 5% mepiéyel 7 mg pivo&idiang.
Amoitodvton entd yekoaouol yia vo epappootel tepimov 1 ml Stoddpatog mov mepiéyel S0 mg

Uvo&LdiAng.

"Exd0y0 ue yvootéc dpacels: TPOTuAEVOYAVKOAT.
IMa tov mpn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Agppotucod dSidivpa.
Awovyéc kot dypopo 1 ELaepd Kitptvo dtdAvpa pe oopu 0AKOOANG.

4. KAINIKEX IIAHPO®OPIEXZ
4.1 OgpomevTiKég Evositelg
To deppatuco ddhvpo ANDROXIL 5% evdeixvutarn yio tn Oepameio tng ahomekiog.

4.2 Aocoloyia kKo TPOTOS YOPNYNONG

Aocoloyia
H 660m 1 ml deppotikod drwddpatog ANDROXIL 5% mpémel vo epappoletar 6To TpiyoTo g

KEPAANG 0VO PopEG MuepNGing (pia popd to Tpwi Ko pic popd o Bpddv). Avti 1 d0oT TPETEL Vo
yopmyeiton ave&dptnra omd to péyebog trng mioyovsag meptoyns. H cuvoiikn nueprioo d6om dev
npénel va vrepPaivel Ta 2 ml.

Haoudrazpirog minBoouog kot nAtkiwuévor
Agv cuvictdTol og dToua NAKiag KATm Tov 18 TV Kol ave Tov 65 eTdv Ady®m EAAENYNG 0EO0UEVOV
Y10 TV AGQPAAELD KOL TV OTOTEAECUATIKOTITA.

Tpoémog yoprynong

To deppatio dSdivpo ANDROXIL 5% mpoopileton povo yio eEmtepikn xprion. Agv cuvictdTol og
dropa nAkiog K4T® TV 18 TV Kol Gve TV 65 eTdV AdY® EAAENYNG OESOUEVAOV Y10 TV OCPUAELL
KOl TNV OTOTEAEGLOTIKOTNTO.

To deppaticd ddhvpo ANDROXIL 5% mpénet va epappoletor cOpemva pe tig oonyieg Kot pévo 6to
TPY®To NG kePaANG. To deppatikd didivpoa ANDROXIL 5% mpénet va epapuoletal povo 6tav to
HOAALG KoL TO TPLY@TO elvan oteyvd. Metd tnv epappoyn tov deppatikol dtoAvpatoc ANDROXIL
5%, ta yépro. TPEMEL VoL TAEVOVTOL KOAQ.

Evdéyetar va ypelaotel 1 epoppoyn Tov Tpoidovtog S0 PoPEG NUEPNGIMGS, Y10 TEGGEPLG UNVEC T
TEPLEGATEPO. X KaBE TEPinTOoN, 0 Y1oTpog Tpémet va eEeTALEL TO EVOEXOEVO OLAKOTNG TNG



Bepamneioc, edv dev mapatnpnBovv amotedéspata o€ dtdotnua 4 unvav. Edv epeaviotel avantuén g
Tprropuiag, elvar avaykaio va cuveylotel n yoprynon tov deppaticol deivpatoc ANDROXIL 5%,
V0 QopEg NuepNoimg, ®ote va dtatnpndei n dpdor tov. Metd tn draxonr tng Oepaneiog pe Tomuco
dtdlopa pvo&diang, £xetl avapepbei Tavon e avATTLENG TNE TPLYOPLTNG KOl LEPTIKES POPES
EMOVOPOPA GTNV TPOBEPATELTIKY| ELPAVIOT Péoa o€ 3 Em¢ 4 uveg Letd T dtakomn tng Bepameiog.

4.3 Avtevosieg

Ynepevaionoio ot OpacTiki ovcio 1 6€ KATO0 omd Ta EKS0YM TOL OVOPEPOVTOL GTNV TAPAYPOPO
6.1.

To deppaticd duiopo ANDROXIL 5% bgv evdeikvutol o€ TEPITTMOGELS TOV GYETICOVTAL LE ATOTOUN
N ave&nyn andieio g Tpryoevios. Exiong, to deppoaticd didivua ANDROXIL 5% dev mpénet va
YPTOULOTOLEITAL EAV 1] ATTOAELN TV PHOAM®DY GYETI(ETAN [IE KVTOT, TOKETO 1| cOPapég TAONGELS, OTMG
duoiettovpyio Tov BVPEOEIBOVE, ADKO, UTMAELD TUNUATOV HOAMOY OV GYETICETOL e PAEYHOVT TOVL

TPLYWOTOV TNG KEPOANG N AAAEG TOONOELS.

4.4 E101kég TPOEIOOTOUMGELS KON TPOPVAAEELS KATA T Yp1]ON

O1 acBeveic pe yvoot kapdayyslokn voco 1 kapdiakn appubuio tpénet va amsvbuvioldv o yratpd
TPV YPNCLOTOLGOVV TO depuatikd dtdivpa ANDROXIL 5%.

To deppatikd didivpo, ANDROXIL 5% dev evdsikvotor 6tav 6V DITAPYEL OIKOYEVELNKO 1GTOPIKO
OTMAELNG TNG TPLYOPVING, OTAV 1] OTMOAELL TPLYOPLTOG Elvar EXPVIKT 1)/Kot AVOUOL0YEVIS, OTAV
opeileTOL OE TOKETO 1 OTOV M otia eivan dyvmor.

To deppatiko didivpo ANDROXIL 5% zmpémet va ypnoyomnoteital povo 6 pUGIOAOYIKO, VYIEG
TPY®TO TNG KEPAANG. MnV TO ypMGILOTOLEiTE AV TO TPLYWOTO TNG KEPAANS eRpavilel epuBpotnTO,
QAeypovn, Aotuwén, epediopd N TOVO N €AV YPNGLLOTOLOVVTOL GALEG PUPLOKEVTIKES 0Y®YEG GTO
TPYOTO TNG KEPAANG.

Mepuca £kdoya Tov deppoatikov dtodvpatog ANDROXIL 5% pmopet va mpokaiécovy aicOnuoa
Kavoov 1| epediopd. Xe mepintmon akovolog ETOENG He gvaictnteg emdveieg (Latia, epedicpévo
dépa Kot PAEVVOYOVOLC), 1 TEPLOYN TPETEL VO, TAEVETOL UE UEYAAN TOGOTNTO OPOGEPOV VEPOD TNG
Ppoong.

[Ipénet vo amo@edyeTal 1 £16TVON TOL YekGHEVTOG PapUdkov. M1y TO KoTamiveTE.

O aoBevnic mpémet va drokdyet ) ypromn tov depuaticov dtoaivpatoc ANDROXIL 5% kot va
emokepOel yroTpd edv aviyvevtel vdtacn 1 €dv eppavicotel TOvVog 610 oTtNH0G, TaXVTAAUIA,
MmoBupio 1 {aAn, amdToun avénon Bapovg, oidnua oo xEpla 1} To TOdA N ETipovn epLOPOTNTA 1|
epeBiopdg TOV TPLY®TOV TNG KEQUANG.

Mepkoi acBeveic £xovv eppavicet oALayEG 0TO YPOUO 17/KAL TV VET] TOV TPLYOV LE TN (PO TOV
deppotikov dtaAdpotoc ANDROXIL 5%.

Houdrarpikdg mAnduopog
H akovoio katdmoon propet vo tpokarésel coPapés Kapdlokeg avemBOUnTeg eVEPYELIEC. XVUVETNDC, TO
deppoticd dtaivpa ANDROXIL 5% mpémet va puidcoetat pakpld and to modid.

4.5 Allemopdaosic pe AL QUPUOUKEVTIKA TPOIOVTA Ko GAheg popPEéc aiiniemiopacng

O pehéteg QapUaKOKIVITIKNG OAANAETIOpacTg LeTa&y PapUdk®V 6€ avOpOTOVG amokdAvyay OTL 1|
SLdEPIKT] 0mOppOPNoN TNG UVOELSTANG EVIGYVETAL OO TNV TPETIVOIVI KoL TV avOpaAivr, og
GULVETELD, TNG ALENUEVIC SLOmEPATOTNTAG TNG KEPUTOEWOVE oTifddac. H durpomovikn Prrapedaldvn
QLEAVEL TIG TOTKEG GVYKEVIPAOOELS MVOEISIANC GTOVG 1GTOVG KOl UELMVEL TI] GUGTNUOTIKT OTOPPOPNOT|

™G Lvodiing.



4.6 T'ovipétnTa, KOG KO Yorovyio

Eyxvpocuvn
Agv vrapyovv emapkeic Kot KaAd eleyyOpeveg LEAETEC o€ £yKveg Yuvaikeg. Ot pedéteg oe {da Eyovv

deiet xivouvo yia to EuPpvo e emimeda EkBeonc oL elval TOAD LYNAE GUYKPITIKA LE TO, EXITES TOV
nwpoopilovtat yia tnv £kBeon oTovg avOpdmovg. Xouniog, ov Kol amopakpuGHEVOS, Kivouvog PAARNS
010 £uPpuo eivar mBavoc oTovg avBpdnovg (BA. mapdypagpo 5.3, [pokiivikd dedopéva yio Tnv
0CQAAELDL).

Oniacpog

H pivo&idiin mov amoppo@dtol CLGTNUATIKE OTEKKPIVETOL GTO AVOPOTIVO PNTPIKO YOAO.

H tomikd yopnyovpevn pivo&idikn mpémet va ypnoLomoleitol otn SLapKeLo TNG KOOGS 1 TG
yohovyiog HOVO €GV TO OQELOG Yia T PUNTépa vaepPaivel Tov mhovo Kivovvo yio To EuPpuo 1 o

Onraov Ppépog.
4.7 Emopaceig 6Ty IKAVOTNTA 001]Y1|61)G KOL YELPIGHOV PUNYUVAOV

Me Bdon 10 popUaKOSVVOUIKO KoL TO YEVIKO TPOPIL ac@AUAENG TG LIVOELSIANG Y10l TOTIKT YPTION, TO
depuatikd ddivpe, ANDROXIL 5% dev avauévetar vo, ennpedost otny ikavotnta 0dnynong
XEWPIOUOD UNYOVAOV.

4.8 AvemOopnteg evépyereg

H ocvyvomta avemfountov avtidpdoemy 6to Tomikd dtdAvpe pivoEidiing opiletot pe tnv TopaKaTo
oopupaon:

IToAvd cuyvéc (= 1/10), cuyvég (= 1/100 émg < 1/10), oy cuyvég (> 1/1.000 émg < 1/100), ombvieg

(> 1/10.000 éwg < 1/1.000), moAd ordavieg (< 1/10.000), un yvootés (dev pmopovv va ekTiunbodv pe
Béon to drbécipa dedopuéva,).

O1 TopakGT® aVETIBOUNTEG EVEPYELES GYETIGTNKAY LE TN ¥PNoT StoAvpatog uivo&idiing (2% kat 5%
oVVOLAGTIKE) OE AVTPES Kt YUVOIKES, [E EMinT®oT peyorvTepT omd 1%, Ko pLeyaAdtepn cuykpitikd
LLE T1G EAEYYOUEVEG LUE EIKOVIKO QAPUAKO KAMVIKEG OOKIUES.

Opyovikoé cvoTnpa Erintoon Av,a(psp Opevn avemfopnm
gvépyera

Yoylatpikég datapoyég Yuyvég Kotabiwm

Alotapoyég Tov veupikon IToA0 cvyvég Kepaiaryia

GLGTNUOTOG

Alotapoay£C TOV aVATVELGTIKOD Xoyveég AvYvornvow

GUOTNHOTOC, TOV BOPUKA Kol TOV

uecobwpdxiov

AlTopayEC TOL OEPLOTOC KOL TOV | ZUYVEC Kvnouoég, vreptpiywon, e&dvonua,

VTOSOPLOL 1GTOV e&avOnua opoldlov pe axun,
depUaTiTIOn, PAEYHOVAOONG
dloTapayn ToL dEPUATOG

ATOpayEC TOL HVOCKEAETIKOD Xoyveég MUvooKeAETIKOG TTOVOG

GUOGTNLOTOC KOl TOL GUVOETIKOD

1GTOV

evikég Sratapayés Ko Xoyvég [eprpepikod oidnua

KOTAGTAOELS TNG 0000 YOpNYyNong

Aldpopa Xoyvéc Alyog

Ot TopoakdT® avemBouNTeg EVEPYELES £XOVV GUGYETIOTEL LE TOTIKO OLAAVLO LIVOEIANG OTY] SLapKELL
™G (PNOMNG HETA TNV KLKAOQOPia TOV oIV oyopd.



Opyaviko cvoTnpo Enintoon Av,a(psp Opevn avemBopnm
gvépyea
AWTOpAYEC TOV OVOGOTOMTIKOD | ZuyvoTnTa Un yvoot | AAhepyikég avtidpacelg
GUGTNUOTOC ouUTEPIAAUBAVOLEVOL TOV
Oy YEL00ONLOTOC
Alotapoay£C Tov VELPLKOD Xrdvieg Keporaryio
GLGTNUOTOG
Koapdiayyetaxéc datopayés Xrdvieg AlcOnua moApov, avEnpévog
Kapd1oKog puOude, Buwpaxikd drhyog
IToAV omdvieg Ynotaon
Awtapayéc Tov 6éppatog kot tov | Oyt cuyvég Enpodeppia, amopoiidmon
VTOOHPLOV 1GTOV déppatog, eEavonua, Tpocmpvi
OTMAELN TPLYDV, VTEPTPIYMON,
oAy VENG TPYYDHOTOC, AALOYT
YPDOLOTOG TPLYDV
Xrdvieg Agppatition amd emaepn
Ievikég Sratapayés Ko Oyt ovyvég Kvnopog g 8éomng epappoyng,
KOTAGTAGELS TG 0000 YOPNYNoNG epebiopodg g Béomng epapproyng
Xrdvieg EpbOnpa g Béong epapuoyng

Avogopd mBavoroyoOUEVOV aVETIBOUNTOV EVEPYELDV

H avoaeopd mBovorloyodpevmv avemiBountoy evepyeidv HeTd amd Tn Yopnynon adstog Kukhopopiog
TOV PUPHOKEVTIKOD TPOIOVTOC glvan onuavtikn. Emtpénel tn cuveyn topakoiovdnon g oyéong
0PEALOVG-KIVODVOD TOV QUPHOKEVTIKOD TPOTOVTOC. ZNTeltal amd TOVg EXAYYEAUOTIEG TOL TOUEN TNG
VYELOVOUIKNG TEPTIBAAYG VO VOLPEPOVY OTTOIECONTTOTE TOUVOAOYOVUEVEG AVETIOOUNTEG EVEPYELEC
otov EBviko Opyaviopo @appakwv, Mecoyeiov 284 GR-15562 Xolapyog, ABnva, Tni: +30 21
32040380/337, ®og&: + 30 21 06549585, Iotdtomoc: http://www.eof.gr.

4.9 Ymepdooolroyia

Xnueio kot cvurTAOUOTO

Agv vdpyet kapio €voeiEn 6t 1 voEdiAn mov e@approleTon TomKE amoppoPATal GE ETAPKN
TOGOTNTO MGTE VO, TPOKAN B0V GUGTNUOTIKEG EMOPATELS. OTav YPTCUYLOTOLEITOL GOUPOVE, LE TIG
odnyieg, n vrepdocoroyia givor amiBav.

Ed&v avtd to mpoidv epaplootel o€ o mEPLoyn LE LELWUEVT] OKEPOLOTNTO TOV EMLOEPULKOD QPAYLLOD
e€autiog TPV UATOG, PAEYLOVIG, 1 OEPUOTIKNG VOGOV o€ eEEMEN, LITGPYEL TOOVOTNTA GUCTNUATIKNG
enmidpaong and vePS0coAOYia.

Ot TopakdTe TOAD oTavieg avemBOuNTeG EVEPYELEG UTOPEL VA ELPOVICTOVV e&atTiog TV
CUOTIUOTIKOV EMOPAGE®V TNG LVOESIANG:

Opyaviko cvoTnpo Enintoon Av,a(psp Opevn avemBopnm
gvépyera

Alotapoay£C Tov VELPLKOV IToAV omdvieg 76

GUGTNUOTOC

Koapdioyyetaxéc datopayés IToA0 omdvieg AvEnpévog kapdtakdg puouog,
vdToon

levikég Sratapayés ko IToAV omdvieg Koatakpdtnon vypmv mov odnyet o€

KATOOGTAGELS TNG 0000 YOPNYNONG avénon tov Bapovg



http://www.eof.gr/

H xatokpdtnon vypodv umopet vo avTIpeTomioTel pe katdAAnAn Oepaneio pe dovpntikd. H kAvikd
onuovtikn Tayvkapdio pmopel va eheyydet pe yopnynon Prta adpevepytkod Tapdyovto amoKAEIGHOV.
H cvpntopatiki vrdtaon ntpénet vo avTidet@mileTol pe evoopAEia xOp1yNoT GLUGIOAOYIKOD 0POL.
Ta coumaBopiuntiKd, 0TS 1 EXVEPPIVI KOl 1] VOPETIVEPPIVY, TPETEL VO, ATOPEVYOVTOL KAONDS QVTA
TO, POPHOKEVTIKE TPOIOVTO TPOKAAOVY VTEPPOMKT S1EYEPOT TNG KAPILEG.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokodvVOpIKEG 1O10TITES
Doppokobepamentikny kotnyopia: Aoutd depuatoroykd, Kmdwog ATC: D11A X01

Mnyovicpuog dpdong
Metd and tomkn xpnon, N Lvo&idiin amodeiybnke 6T dieyeipel TNV avamtuén e TprYoPLiog og
0o0eVEIC e AVOPOYEVETIKT OAMTEKIN, WGTOGO, O UNYAVICUOS dpdong TG LvOEIOIANG elval dyvmoToc.

Kl amoteleopotikd o Kot acQIrELo

H avdantoén mc tpryoeuiog eival dtapopetikn o€ Kabe dtopo. Qotdc0, pmopel va mapatnpndel pHetd
omd 4 N TEPIGGOTEPOVS UNVEG LE TOKTIKT XPTOT SEPLATIKOD OLOADLOTOG TTOL TEPLEYEL Lvoldiin. H
TOTIKY] EQAPUOYN LIVOEDIANG dev £0e1EE Kapiol GLOTNLOTIKY ETIOPAGCT) GTNV ATOPPOPNGT| TOL
(QOPUAKOV OTaV avaAbONKE o€ EAeYXOUEVEG LEAETEC GE VOPLOTOOIKOVG 0iobevelg 1 o€ acbeveig pe
véptacn mov dev eAdpPavay Bepameia.

52 ®oppokokivnTIKEG 1O10TNTES

Amoppoonon

Metd amd TomKn EPApUOYN, 1] AToppOPNoT TG LIVOESIANG amd PUOIOAOYIKO aVETAPO dépa eivorl
yopunAn. Kotd péso 6po, povo 1o 1,7% (amod 0,3 —4,5%) g ocuvolikr|g epapproldpevng 66ong
OTOPPOPATOL GTT) CLGTNUATIKY KVKAOQOpia. Avtifeta, petd TV and oTdUOTOC YopNyNon dlokiwv
UVOEISIANG, TO QAPLOKO GTOPPOPATOL KUPIMG Atd T YUOTPEVTEPLKT 000. MOMIC 1) TOTIKY| EQOPLOYT
Tov depuatikov dtwdvpatog ANDROXIL 5% dwokonet, mepimov to 95% g cvotnuaTiKa
amoppOoPOVUEVNC LvOELSIANG amofdAieTon oTic emdpevec 4 nuépes. Ot EMOPACELS TVYOV TAVTOYPOVOV
OEPLOTIKOV TABNCEDY GTNV amopPOPNOT TNG TOTIKA EPapprolopevng pvo&diing eivan dyvmaoteg.

Buopetaoymuotiopdg

O Propetacynuatiolds TS omoppoPovUEVNG LIVOELSIANG LETA amd TOMIKT EQAPLOY OV €XEL
kaBopiotel MAnpog. H and otopatog yopnyoovpevn pivo&idiin petafolriletor kupiog pe oulevén pe 1o
YAVKOVPOVIKO 0ED 6N B€om N-0&g1diov 6TOV SOKTUALO TNG TLPLULSTVNG ALY ExEl mapoTnpOel Kot
LETATPOTN € TEPLEGOTEPO TOAKOVE petafolrites. Ot yvootol petaforiteg ackodyv ToAD HikpdTEPN
(POPLOKOAOYIKY] ETIOPOOT] GUYKPITIKA pE TNV 1010 TN pvo&diAn. H pvo&idiin dev deopevetar omd Tig
TPOTEIVEG GTO TAGGUO KOl 1] VEPPIKT TNG KGBapon avtioTtol el 6to puBpd NG GTEPANOTIKAG
dmbnone. H pvo&ididn dev dlomepvd TOV alLatogyKEQUAKO @paryuo.

Amofoin

H pvo&idiin ko ot petaforiteg e eivorl dtodvtol Kot amekkpivovtal Kupimg omd Ta 0vpal.
5.3 Ipoxiivikd dedopéva Yo TNV a6QAALEL0,

Meléteg oe {da Exovy deietl KvdHVog ELEAVIOTG AVETIBOUNTMOV EVEPYELOV TN YOVIILOTNTO KoL TV
eUPpLiKN avamTuén novo og vIEPPOAIKA emineda EkBeomng, CLYKPITIKA e EKEIVO TTOL TapaTPHONKOY
KOTA TNV KAVIKT ¥p1iom.

H pwvo&idiin dev éxet dei&et yovotolikd duvapkd. Xe HEAETEC KAUPKIVOYEVECT|G TTOV
POy paToToOnKay 6€ apovpaiovs Kot TOVTiKLg, 1 TOTIKY Yop1ynon e Hvo&idiang eiye g
OTOTEAEGLLA TV ALENUEVT] ETTTOGN ELEAVIONG OYKWOV TOV EVEPYOTOLOVVTOL OTO OPUOVES. ALTN 1|



OYKOYEVETIKN/ KAUPKIVOYEVETIKN dpacTtnplotta Oewpeitar dgvutepomadng e VIEPTPOLOKTIVALIING, T
omoia epgoaviletol pdévo pe VYNAA enimeda AmTOPPOPNONE OTA TPOKTIKE, Kol dev Ba, amotelel Kivduvo
oTNV KAWVIKN ypnon.

e mPOKMVIKEG LEAETEG TOTIKNG AVOYNS, OV mapatnpnOnke mbavotnta yio mpwtonadeic pebiopong
Tov dépuatog. H pivolidiin dev £yl mpokaAésel evalcOnTomoincn KoTd TNV XA LE TO dEPUA 1)
evaioOntonoinon mov opeiretal otny IgE 0vte pwToToSIKOTNTA 1| POTOOAAEPYKEG AVTIOPACELG.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Koataroyog ekdoymv

[Ipomvievoylvkoin

ABavorn 96%

KekaBappévo 0dwp

6.2 Aocvppoarétnreg

EMetyel peletdv oyetikd pe tn cuufatotnra, 1o mopodv QUpHOKELTIKO TPOioV OV TPETEL Va
OVOULELYVOETOL LUE OAND POPUOKEVTIKE TPOTOVTOL.

6.3 Awdpkero Long
3 ypovia
6.4 Iowitepeg Tpo@uAdiers KaTa T ULAEN TOV TPOTOVTOG

Ebvelexto mpoiov.
Noa tpoctatevetan amo tn Oepudtnra. Awotnpeite Tov mEPEKTN KAAG KAEIGUEVO.

6.5 @Von Kol CVOTUTIKE TOV TEPLEKTN

DA amd moivaBuAévio vyming tukvotnrtag (HDPE) pe avtiio yekaopol / anmikatép, 1 onolo
nepi€yel 60 ml dtoAvuarog.

Meyébn cvokevaciog:

1 x 60 ml pe 1 amoondpeEVO gvepyoToNTH UE AKPOPVGIO Kot 1 amoomdevo evepyomontr ne papoo.

3 x 60 ml pe 3 aMOCTMOUEVOVS EVEPYOTOMTES LLE AKPOPVGLO KOl 2 OTOGTIMUEVOVS EVEPYOTOUNTEG LE
papoo.

Mmropei va, unv KoKAOQPOPOLY OAEG Ol GUCKEVAGIES.
6.6 Iowitepeg TPOPULAGEELS amOPPIYNGS KOl GALOS YEWPLONOG

OAHI'IEX XPHYHX

O1 0dnyieg xpnong e£0pTOVTOL O TOV TOTO TOV YPTCLOTOIOVUEVOL OTAIKATED.

A. Yexootpag yio €paployn ToL SIAVIOTOS GE PEYOAEG TEPLOYEG TOV TPLYMTOV TNG KEPOANG.

B. Yexootipog e amAKatép Yo EQApLOYn TOL SIHADUOTOC GE LKPES TEPLOYES TOV TPLYWOTOV TG
KEQPUANG 1 TOV HLOAALDV.

Mo vo amoeiyete mBov GTATAAN TOL TEPIEYOUEVOD AOY® TNG QAAAYG TOV ATAMKATEP, SIATPNOTE
o1 PLAAN TO AmAKATEP TTOL £)ETE EMAEEEL UEYPL VO, AOEIACEL 1| PLAAT.

A. Yexkaotpag
2UVIGTATOL Y100 LEYAAEG EMUPAVELES TOV TPLYMOTOV TNG KEPUANG.



1) Apaipéote TO TOUO TNG PLAANC.

2) TomoBet0TE TOV YEKOGTHPO TPOG TN POANKPT TEPLOYN, TESTE TOV i POPE KOl AMTADGTE TO
SO LE TIC AKPEG TV dOKTOAWMY G 0AOKAN P TNV Tteployn. Eravaiapete v ida daducacio €61
POPES UEYPL VO, EPUPUOCTEL TAPWS 1) aatovpevT 60om tov 1 mL (dnAadr|, cuvolKd 7 yeKaoOL).
ATOQPUYETE TNV EIGTVOT] TOL POPUOKEVTIKOD TPOTOVTOG KATA TNV EQUPLOYN.

3) TonoBetote 10 eTEPIKO TONO EAVA TAV® GTN PLAAN LETE TN YPNON Y10 VO ATOPVYETE TNV
g&drpion g aAKooAng.

B. Yekaotpag pe aniikotép

YUVIGTATOL Y10, LUKPEC TEPLOYEG TOV TPLYWOTOV TNG KEPUANG 1] TOV LOAAIDV.

1) Apaipéote TO TOUO TNG PLAANC.

2) Tpaf&re to emdvo TUHO TOV YeKAoTNPA Kot apapéate To. [Ipocaploote 10 amiiKatép oToV
WYEKOOTN PO KoL TEGTE TANP®G.

3) TonoBetoTE TOV YEKAGTNPO TPOG T POACKPY| TEPLOYT, TESTE TOV Ui POPE KOl OTADGTE TO
oo e TIg GKpeg TV daKTOAMY g OAOKAN PN TV Teproyr|. Emavaiafete v id1a dadikacio €6
QOPEC UEYPL VO EPOPLOCTEL TANPOC M| amattovuevn d6omn Tov 1 mL (dnradn, cuvorikd 7 yekaouotl).
AToQ0YETE TNV EIGTVOT] TOL PUPUOKEVTIKOD TPOIOVTOSC KATA TNV EQPOAPLOYT].

Kd&be aypnoiponointo eoaprokentikd Tpoidv 1 VITOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO, LLE TIG
KOTA TOTOVG 1GYVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Laboratoires BAILLEUL S.A.

10-12 Avenue Pasteur,

L-2310 Luxembourg,

Aovéeupovpyo

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAXZ

95289/20-11-2014

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

20-11-2014

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

14-02-2017



