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MEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

ANDROXIL 5%, deppatikd dtdlopa

2. MOIOTIKH KAI TOXOTIKH XYNGEXH

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

"Evag yekaopog deppatikov dtaidpotog ANDROXIL 5% mepiéyet 7 mg pivo&idiing.
Amortobvton enTd Wyekoouol yia vo epapuootel tepimov 1 ml Stoddpotog mov nepiéyel SO mg

pUvo&diing.

"Exd0y0 1€ YVOOTEG OPAGELS: TPOTVAEVOYAVKOAT).
IMa tov mA\pn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OGAPMAKOTEXNIKH MOP®H

Agppoticd dSidivpa.
Awovyéc kot dypmpo 1 ELaepd Kitptvo dtdAvpa pe oop AKOOANC.

4. KAINIKEX ITAHPO®OPIEX

4.1 OgpomevTiKég EVOEiELG

To deppatio ddivpo ANDROXIL 5% evoeikvutan yio tn Oepameia tng aAomeKiog.
4.2 Aocoloyio ko1 TpOTOG YOPYNONS

Aocoroyia
H 660m 1 ml deppotikod dwwddpatog ANDROXIL 5% mpémetl vo epappoletan 6To TpiyoTo g

KEPAANG dVO PopEG MuepNGimg (pia popd to Tpwi Ko pio popd to Bpdov). Avti 1 SO0 TPENEL Va.
yopnyeitar ave&aptnta amd to péyebog g mhoyovsag meployne. H cvvorikn nuepriola d6om dev
npénel va vrepPaivel Ta 2 ml.

Houdorpiog minBvouog ko nhikiwugvor
Agv ovviotdtal o€ dropa NAtkiog KAt Tov 18 etdv kal dve Tmv 65 eTdv Adym EAAEYNG dEd0UEVOV
Y10 TV AGQAAELD KOL TIV OTOTEAECUATIKOTITOL.

Tpoémog yoprynong

To deppatico didivpa ANDROXIL 5% mpoopileton povo yia eEmteptkn xpnion. Agv cuvicTdTon og
dropa NAkiog KaT® TV 18 €TV Kol Gve TV 65 1OV AOY® EAAENYNG OECOUEVAOV Y10 TNV OCPUAELL
KOl TNV OTOTELEGUOTIKOTNTO.

To deppatico ddivpa ANDROXIL 5% mpénet va epappoletor cOpemva pe Tig 0onyieg Kot pévo 6to
TPL@To TG KEPAANG. To deppatikd didAvpo ANDROXIL 5% mpénet va epappoletar povo otav ta
HOAALG KoL TO TPLY@TO €lvan oteyvd. Metd tnv epappoyn tov deppatikol dtodldpatoc ANDROXIL
5%, ta yépro TPEMEL VO TAEVOVTOL KOAJ.

Evdéyetar va ypelaotel 11 epoppoyn ToV TPoidovTog 000 POPEG NUEPNGIMS, Y10 TEGGEPLG UNVEC 1)
TEPLEGATEPO. Xe KAOE TEPIMTOON, 0 Y1TpOg TPEmeL va eEETALEL TO EVOEYOIEVO OLAKOTNG TNG



Bepamncioc, edv dev mopatnpnBovv amotedéspota o€ dtdotnua 4 unvav. Edv epeaviotel avamtoén g
TpLyoeuiag, elvar avarykoio va cuveyloTel 1 xoprynon tov deppaticod daivpatoc ANDROXIL 5%,
V0 QopEG NuepNoimg, MoTe va dtatnpndei n Spdor tov. Metd tn drakonn tng Bepaneiog pe Tomo
dtdlopo pvo&diang, £xel avapepbei Tavomn g avATTLENG TG TPLYOPLTOG Ko LEPTKES POPES
ETAVOPOPA GTNV TPOBEPATEVTIKY] ELPAVIOT LEoa o€ 3 Em¢ 4 uveg Letd T dlakomn Tng Bepameiog.

4.3 Avtevositeg

Ynepevaionoio ot OpacTiki ovcio 1 6€ KATO0 omd o EK0YA TOL UVOPEPOVTUL GTNV TAPAYPOPO
6.1.

To deppatiko ddivpa ANDROXIL 5% dev evdeikvuton og mepintdoelg mov oyetifovrol pe amdtoun
N ave&nynm andiewn g Tpryopvias. Emiong, to deppoticd didivpo ANDROXIL 5% dev mpémet va
YPTOUYLOTOLEITAL EAV 1] ATTOAELD TV PHOAM®DY GYeTIETON IE KUN O, TOKETO 1| GOPaPEG TAUONGELS, OTMG
duciettovpyio Tov BuPEOEIBOVG, AVKO, UTMOAELN TUNUATOV LOAM®DY TOL GYETICETOL LUe PAEYHOVT TOV

TPYWOTOV TS KEPOANG N GAAAEG TaONOELS.

4.4 Ewkég TPOEIOOTOMGELS KO TPOPVAGEES KATE TN p1ion

Ot aoBeveic pe Yvoot kapdiayyeloky vocso 1 kapdiakn appuduio tpénel vo arcvbuvBolv ce yiatpd
TPV YPTCLOTOGOVV TO depuatikd dtdivpa ANDROXIL 5%.

To deppatiko ddivpo ANDROXIL 5% dev evdeikvotor dtav Ogv LITEPYEL OLKOYEVELKO 1GTOPIKO
OTMAELNG TG TPLYOPVTNG, OTOV 1] OTOAELN TPLYOPLTOG Elvar EXQVIKT 1)/KoL OVOLOL0YEVIG, OTOV
opeileTon o€ TOKETO N OTAV 1 autia gival AyveoT.

To deppatico didivpo ANDROXIL 5% mpénet va ypnoyromoteitatl pOvo e pUGIOAOYIKS, VYLEG
TPYOTO TNG KEPAANG. MMV TO YpP1CILOTOLEITE EAV TO TPIYWOTO TNG KEQPAANG eppavilel epuBpotnTo,
QAEYLOVN, AolUwEn, epeBiopd 1 TOVO 1} €AV YPNOLUOTOLOVVTOL AAAEG QPUPUAKEVTIKES AYWOYEG GTO
TPYWOTO TNG KEPOAATNG.

Mepkd €kdoya tov depuatikod dtorivpatog ANDROXIL 5% umopei va mpokaiécovy aicOnpa
KaOoov 1| epediond. Xe mepinTmon aKovolog ETOENS e svaictnteg emdveieg (Latia, epedicpévo
dépua KoL PAEVVOYOVOLG), 1) TEPLOYN TTPEMEL VOL TAEVETAL LE LEYAAN TOGOTNTA OPOCEPOD VEPOD TNG
Bpoone.

[Ipémel va amopevyeTal 1| EIGTVON TOV YEKUCHEVTOC PAPLAKOD. M1V TO KOTOMIVETE.

O aoBevnic mpémel va SlakdyeL T yp1on Tov deppatikov doAdpatog ANDROXIL 5% kot va
emokepOel ylotpd €dv aviyvevutel vTOTACN 1 €AV ELPAVIOTEL TOVOC 6TO 6THOO0G, TAXVTAAUI,
AmoBvupia ) aAn, ardtoun advéEnon Papovg, oidnua ota ¥Epta 1) Ta TS 1 EMipovn epuBpdtnTa 1
epeBIoUOG TOV TPLY®TOV TNG KEQOUANG.

Mepkoi acBeveic £xovv eppavicet oALaYEC GTO XPOUO 17/KOL TNV VOT] TOV TPLYOV UE TN (PO TOV
deppoticov daAdpotoc ANDROXIL 5%.

Hodratpikodg minbuoog
H akovoia katdmoon propet va mpokarésel coPapés Kapdlokeg avemBOUNTeg EVEPYELIEC. XVUVERHDC, TO
deppoticd dtaivpa ANDROXIL 5% mpémetl va puidocetat pokpld and ta modid.

4.5 Allemopdosic pe A0 QUPUOKEVTIKA TPOIOVTA Ko GAheg pop@éc ailniemiopacng

O peléteg QopUAKOKIVITIKNG OAANAETIOpaoT|G LETAED PaPUAK®V GE aVOPOTOVG amoKIAVYAY OTL 1|
SLdEPUIKT] 0moppOPNoN TNG VOELSTANG EVIGYVETAL OO TNV TPETIVOTV KoL TNV avOpaAiv, g
GUVETELD TNG OENEVNC O10EPATOTNTOG TNG KEPOUTOEWDOVS oTBddac. H durpomiovikn Prtapebalovn
OLEAVEL TIG TOTIKEC GUYKEVTPMOELG LIVOELOIANG GTOVE 16TOVE KOl LELDVEL T GUGTNHATIKT ToppOPNoNn

™G Lvo&diAng.



4.6 T'ovipétnTa, KOG KO Yorovyio

Eyxvpocuvn
Agv vrdpyovv emapkeic kot KaAd eleyyOpeveg LEAETEC o€ £yKveg Yuvaikeg. Ot pedéteg oe {da Exovv

deiet xivouvo yia to EuPpvo e emimeda EkBeonc mov elval TOAD LYNAE GUYKPITIKA LE TO, ETITES TOVL
nwpoopilovtat yia tnv £kbBeon otovg avOpdmovg. Xauniog, ov Kol amopakpuGHEVOG, Kivouvog PAARNS
010 £uPpuo eivan mBavoc oTovg avBpdnovg (BA. mapdypapo 5.3, [Ipokivikd dedopéva yio Tnv
OCQAAELDL).

OnAacpods

H pvo&idiin mov amoppo@dtol CLGTNUATIKE OTEKKPIVETOL GTO AVOPOTIVO PUNTPIKO YAAQ.

H tomikd yopnyovpevn pivo&idihn mpémet va ypnotpomoleitol otn StdpKelo TG KOMoNG 1 TG
YOAOLYIOG HOVO EGV TO OQEAOG Yia TN UNTEPQ VIEpPaivel Tov mhavo Kivouvo yia To EUPpuo 1 o

Onralov Ppépog.
4.7 Emopaceig 6Ty IKAVOTINTE 001]Y1|61)G KOL JELPIGHOV PN OVAOV

Me Bdon to eoppHoKodLVOULKS Kot TO YEVIKO TPOQIA acpdielag TG LvoELSIANG Yo TOTIKT YP1)oT, TO
deppoticd dtaivpa ANDROXIL 5% dev avapéverot va ennpedoel 6Ty ikavotnto 0o ynons M
YEPLGLOD UNYAVAV.

4.8 AvemOopnteg evépyereg

H cvyvomta avemfountov avtidpdceny 6To Tomiko didAvpo pivosidiing opiletat pe Ty TapaKaTo
oopPoon:

IToAD cuyvéic (> 1/10), cuyvéig (= 1/100 £mg < 1/10), oyt suyvég (> 1/1.000 g < 1/100), omdvieg

(> 1/10.000 éwg < 1/1.000), woAbd oravieg (< 1/10.000), un yvootéc (dev pmopovv va ektiunbodv pe
Baon ta dabécipa dedopévar).

Ot mopakdte avemBounteg evépyetes oyetioTnkay pe T ypron dtodvpatog pvoldiing (2% ko 5%
OLVOLOCTIKA) OE AVTPEG KO YOVAIKES, e EMMTOOT peyadvtepn and 1%, kot peyalhTepr GUYKPITIKA
LE TG EAEYYOLEVEG LLE EIKOVIKO PAPLOKO KAVIKES OOKIUEC.

Opyoviko cOeTNHO Enintoon Av,a(pspousvn avemBopnm
gvépyern

Yoylatpikég datapoyég Yuyvég Kotabiyn

Awotapoyég Tov Veupikon TToA0 cvyvég Kepaiaryia

GUGTNLOTOC

Alotapoy£C TOV AVATVELGTIKOD Xoyveég Avornvown

GLGTNLOTOC, TOV BOPUKA Kol TOL

uecobwpdKiov

AloTopayEC TOV OEPUOTOC KOL TOV | ZVYVEC Kvnouoég, vreptpiywon, e&dvonua,

VTOSOPLOL 1GTOV e&avonua opoldlov pe axun,
depuratition, PAEYHOVAOONG
dloTopayn TOL SEPUATOG

AlTopay£C TOV HVOGKEAETIKOD Xoyveég MvooKeAETIKOG TTOVOG

GUGTNLOTOG KOl TOL GUVOETIKOD

1GTOV

evikég Sratapayés kot Xoyveég [eprpepikod oidnua

KOTOGTACELS TNG 0001 YOpNyNong

Aldpopa Xoyvég Alyog

Ot TopoKdT® avemBouNTeg EVEPYELES £XOVV GUGYETIOTEL E TOTIKO SAAVHO LIVOETIANG OTY SLapKELL
™G (PNONG HETA TNV KLKAOQOPia TOV oIV ayopd.



Opyaviko cvoTnpo Enintoon Av’a(papou evn avem@opmm
gvépyero
A0TOpaYEC TOL OVOGOTOUTIKOY | ZuyvoTnTa Un yvootn | AAAepyikég avTidpacelg
GLGTNLOTOC CUUTEPIAOUPAVOLEVOL TOV
Oy YEL001ONLOTOC
Alotapoy£C Tov VELPLKOV Trdvieg Keporaryia
GUGTNLOTOC
Koapdroyyetaxkég datoapayés Trdvieg AloOnua moApmv, avEnuévog
Kapd1oKOg puOude, Bwpakikd dhyog
IToAd omdvieg Ynotaon
Awtapayéc Tov 6éppatog kot tov | Oyt cuyvég Enpodeppia, amo@oridmon
VTOOHPLOV 1GTOV déppartog, e€avonua, Tpocmpvi
OTMAELN TPLYDV, VTEPTPLYMON,
oAy VENG TPIYYDUOTOC, AALOYT
YPDOLOTOS TPLYDV
Xrbvieg Agppatition amd emapn
levikég Sratapayés Kot Oyt ovyvég Kvnopog g 8éong epappoyng,
KOTOGTACELS TG 0000 YOPNYNoNG epebiopdg g Béomng epapproyng
Xrbvieg EpOOnpa g B€ong epapuoyng

Avogopd mBavoroyoOUEVOV aVETIBOUNTOV EVEPYELDV

H avoaeopd mBovoloyodevmv avemiBOunT®y vepyei®mvy HETE amd T Yopnynor Adstog Kukhopopiog
TOV QUPHOKEVTIKOD TPOIOVTOC givan onuavtiky. Emtpénel tn cuveyn mopakoiovdnon g oyéong
0PEAOVG-KIVOVVOD TOV QUPHOKEVTIKOD TPOTOVTOC. ZNTeltal amd TOVg EXAyYEAUOTIEG TOL TOUEN TNG
VYELOVOUIKNG TTEPIBAAYNG VO, VOPEPOVY OTTOIECONTOTE TOUVOLOYOVUEVEG AVETIOOUNTEG EVEPYELEC
otov EBviko Opyaviopd @appakwv, Mecoyeiov 284 GR-15562 Xolapyog, ABiva, Tni: +30 21
32040380/337, ®o&: + 30 21 06549585, lotdtonoc: http:/www.eof.gr.

4.9 Ymepdoooloyia

Xnueio Kou cvurtdOUOTO

Agv vdpyet kapio €voeiEn 6t 1 voEdidn mov e@apuoleTon TomKd amoppoPATal GE ETAPKN
TOGOTNTO MOTE VO, TPOKANB0VV GUGTNUOTIKEG EMOPATELS. OTav YP1CUYLOTOLEITOL GOUPOVE LIE TI
oonyieg, 1 vrepdocoroyia givor amiBav.

Edv avtd to mpoidv epapprootel o€ o TEPLoyn Le LELWUEVT] OKEPOLOTNTO, TOV EMOEPULKOD QPAYLLOD
e€outiog TPaIATOG, PAEYHOVIG, 1| OEPUATIKNG VOoOL ot eEEMEN, VITAPYEL TOAVOTNTO GLGTNOTIKNG
enmidpaong and veePSd0coAOYia.

Ot TopoakdT® TOAD Gavieg avemBOUNTEG EVEPYEIEG UTOPEL VO ELPAVIGTOVV eEatTiOG TV
GULOTNHATIKOV EMOPACEDV TNG LVOEISIANG:

Opyaviko cvoTnpo Enintoon Av’a(papou evn avem@opmm
gvépyera

Alotapoy£C Tov VELPLKOV IToAd omdvieg Z4An

GUGTNLOTOC

Koapdroyyeliakéc datapayés [ToAb omdvieg AvEnpévog kapdtakdc puBuog,
vrdTaon

levikég Sratapayés kot IToAd omdvieg Kotakpdtnon vypomv mov odnyel o€

KOTOOTAGELS TNG 000V YOPYNONG avénon tov Bapovug




H xatakpdtnon vypodv umopel vo avTietoniotel pe KatdAAnAn Oepaneio pe dtovpntikd. H kAtvikd
ONUAVTIKNY TouKapdio pmopel va eleyydei pe yopriynon PIta adpevepytkov mopdyovta amoKAEIGLOV.
H cvpntopoatiki vrdtaon tpénet vo avTidet@mileTol pe evoopAEia YOp1yNoT GLUGIOAOYIKOD 0POL.
Ta coumaBopiunTiKd, 0TS 1 EXVEPPIVI KOL 1] VOPETIVEPPIVY, TPETEL VO, ATOPEVYOVTAL KAO®DS avTd
TO, QOPHAKEVTIKE TPOIOVTO TPOKAAOHY VITEPPOMKN S1EYEPOT TNG KOPIEG.

5. OPAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppoxodvVopIKEG 1OIOTITES
Ddapuaxobepamevtikn katnyopio: Aowmd depuatoroyikd, Kmdikég ATC: D11A X01

Mnyoviouog dpdong
Metd amd tomkn xpnon, 1 pvo&idiin amodeiynke 6T dieyeipel TNV avamtuén TS TprYoPLiog o€
000EVEIC LLE AVOPOYEVETIKT OAWMTEKIN, WGTOGO, O UNYAVICUOG dpdong TG LvOEISIANG elval dyvmoToc.

Khvin amoteleopotidtnro Kot as@IarELo

H avantuén e tproevuiog eival dtapopetikn o€ Kabe dtopo. Qotdco, pmopel va mapatnpndel pHeTd
omd 4 N TEPIGGOTEPOVG UNVEG LE TOKTIKT XPIOT SEPLOTIKOD OLIADLOTOG TTOV TEPLEYEL Pvoldiin. H
TOTIKT EQAPUOYT LIVOEISIANG SV £0€1EE KOO GLOTNOTIKY ETIOPACT) GTNV ATOPPOPTCT| TOV
(QOPUAKOV OTaV avaALONKE G EAEYYOUEVEG LEAETEG GE VOPLOTOCIKOVG aiobeveig 1 o€ acbeveig e
vréptacn mov dev eAdpPavay Bepameio.

52 ®@oppokokivnTIKEG 1O10TNTES

Amoppoonon

Metd amd TomKn EPapUOYN, 1] AmoppOPNon TS LvOESTANG amd PUGIOAOYIKO avETOPO dépa eivorl
younAn. Kotd péso 6po, povo 1o 1,7% (a6 0,3 —4,5%) g ocuvolikr|g epapproldpevng 66ong
OTOPPOPATOL GTT) CLGTNUATIKY KVKAOPOopia. Avtifeta, pLetd TV and oTOHOTOC Yop1 YN oN dloKiwV
UVOEISIANG, TO QAPLOKO QITOPPOPATOL KUPIMG OO TN YUOTPEVTEPIKT 000. MOAIC 1) TOTIKY] EQOPLOYT
ToV dgppatikov dtelvpatog ANDROXIL 5% dwakonel, mepimov to 95% tng cuotnuatikd
OTOPPOPOVHEVNG LIVOELIIANC amofdiletor oTig emopeveg 4 nuépec. Ot eMOPAGELS TVYOV TOVTOYPOVOV
OEPLOTIKOV TOONCEDY GTNV AmOoPPOPNOT TNG TOTIKA EPaprolopevns Hvo&diing eival dyvmaoTeg.

Buoopetaoynuotiopdg

O PropetacynUatioodg TG oopPOPOVUEVNG LIVOELSIANG LETA 0O TOTIKT EQPAPLLOYT OV EXEL
kabopiotel mAnpog. H and otopatog yopnyoovpevn pivoéididn petafoliletar kupiong pe oulevén pe 1o
yYAvKovpovikd 0&H otn B€on N-0&e1diov 6TOV SOKTVOALO TNG TLPYUSTVIG AAAG Exel TapaTnpnOel Kot
LETATPOTN O€ TEPLoGOHTEPO TOAKOVG petafolrites. Ot yvootol petaforiteg ackody ToAD HkpdTEPN
(OPLOKOAOYIKT| ETIOPACT] CLYKPITIKA UE TNV 1d1a T pvo&didn. H pivo&idiin dev deopevetan omd Tig
TPOTEIVEG GTO TAGCUO KOl 1] VEPPIKT] TNG KABapon avtioTtol el 1o puOpd TG GTEPAUOTIKNAG
omonong. H puvo&idiin dev diamepvd Tov alotogyKEPAAKO @PoyLo.

AmofoAn

H pvo&idiin ko ot petaforiteg e eivort dtodvtol Kot amekkpivovtal Kupimg omd o 0vpal.
5.3 Ipoxiivikd dedopéva Yo TNV A6QAIALEL0,

Meléteg oe {da Exovv deiel KIvdHVOLE ELPAVIOTG AVETIBOUNTOV EVEPYELOY TN YOVIILOTNTA KoL TNV
eUPpLiK avamTuén Hovo o VITEPPOAIKA eimeda £kBeoNC, CLYKPITIKG LIE EKEIVO TTOL TTOPATH PN ONKOY
KOTO TV KAVIKT] ¥p1on.

H pvo&idiin dev €xet deilet yovotolikd duvapuko. Xe HEAETEG KAPKIVOYEVEST|G TTOV
TPOYHOTOTOI OOV GE ApOVPOAIOVE KOl TOVTIKLQ, 1] TOTIKT XOPNYNOT| TNG LvoEISIANG elye ¢
OTOTEAECHLA TNV ALENUEVT] ENMITTOGN EUPAVIONG OYKWOV TOV EVEPYOTOLOVVTOL OTO OPUOVES. AVTN 1



OYKOYEVETIKN/KAPKIVOYEVETIKT OpaoTnplotnta Dewpeitar dgvutepomadne e VIEPTPOLOKTIVALUING, T
omoia epeaviletar povo pe vYNAQ enineda amoppOPNONG OTU TPWKTIKA, Kot dev Ba amotelel Kivouvo
oTNV KAWIKN Xp1oT).

€ MPOKAMVIKEG LEAETEG TOTIKNG AVOYNS, OV mapatnpOnke mbavotnta yio mpwtonadeic pebiopong
ToV Oéppatoc. H pivo&ididn dev €yl mpokaiécel evaicbntonoinomn kaTd TNy eXaer] e TO OEPUA N
evaodntonoinon mov ogeiretal otny IgE 0vte pototoSIKdOTNTA 1| POTOOAAEPYIKEG AVTIOPAGELG.

6. DAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Koaoataroyog ekdoymv

[Ipomuievoylvkoin

ABavorn 96%

KekaBappévo H0wp

6.2 AocvppoarétnTeg

EXelyel peketmv oyetikd pe tn ovuPatdtra, To TopoV QUPHOKEVTIKO TPOioV OV TPEMEL Va
OVOLUETYVOETOL e OANO POPLOKEVTIKE TPOTOVTAL.

6.3 Awdpkero Long
3 xpovia
6.4 Iowitepeg TpoPuLAAEELS KOTA T QVLAEN TOV TPOTOVTOG

Evglexto Tpoidv.
Noa tpootatedetor amod tn Oeppomra. Alatnpeite Tov TEPEKTN KOAG KAEIGUEVO.

6.5 @von Kol 6VOTUTIKE TOV TEPLEKTN

D16 amd ToivaibvAiévio vyning Ttukvotntoag (HDPE) pe avtiia wekaopov / anlikatép, n omoia
nepEyel 60 ml droAdpOTOC.

Meyé0n cvokevosciogc:

1 x 60 ml pe 1 omOGTOUEVO EVEPYOTOINTY] [LE OKPOPVGIO KOl 1 OTOCTOUEVO gvepyomomT| L pafdo.
3 x 60 ml pe 3 OTOGTMUEVOLC EVEPYOTTOMNTES UE KPOPVGLO KOl 2 OTOGTIMLEVOVS EVEPYOTOINTEG UE
papoo.

Mmropel va, unv KuKAOQOPOLV OAEG Ol GUGKEVAGIES.

6.6 Iowitepeg TPOPULAGEELS amOPPLYNGS KOl GALOS YEWPLONOG

OAHT'IEY XPH>HY

Ot 0dmyieg xpnong e£0pTOVTOL O TOV TOTO TOL YPTCULOTOLOVUEVOD OTAIKATEP.

A. Yexootpag yio €papoyn ToL SIAVIOTOS GE PEYAAEG TEPLOYEG TOV TPLYMTOV TNG KEPOANG.

B. Yexootpog e amAIKATEP Y10 EQAPLOYN TOL SIHADLOTOG GE LUKPES TEPLOYEG TOV TPLYWOTOV TG
KEPOUANG 1 TOV LOAADV.

Mo vo amoeihyete MOV GTATAAN TOL TEPLEYOUEVOD AOY® TG QAANYTG TOV ATAIKATED, SLOTNPNOTE
o1 OLIAN TO ATAKATEP TOV £XETE EMAEEEL LEYPL VAL OOELBOEL 1] PLAAT).

A. Yexaotmpag
2UVIGTATOL Y10, LEYAAEG EMLPAVELES TOV TPLYMTOV TNG KEPUANG.



1) Apaipéote TO TOUO TNG PLAANC.

2) TomoBetn0TE TOV YEKOGTNPO TPOG TN POANKPT TEPLOYN, TEGTE TOV LU POPE KO ATADGTE TO
StdAvpa e TIG GKPEG TV dOKTOA®MY Gg OAOKAN PN TNV Ttepoyn]. Eravaldafete v id1a Sadikacio 6
QOPEC PEXPL VO EPOPLOCTEL TANPOG 1) amatovpevn d6om Tov 1 mL (dniadn, cuvorikd 7 yekaouotl).
ATOPUYETE TNV EIGTVOT] TOL POPUOKEVTIKOD TPOTOVTOG KATH TNV EQUPLOY.

3) TonobBetrote 10 eTEPIKO OO EAVA TAV® GTI PLAAN PETA TN XPNON YO VO OTTOPVYETE TNV
e&ation g oAKoOANC.

B. Yekaotipag pe amiikotép

YUVIGTATOL Y10, LUKPEC TEPLOYEG TOV TPLYWOTOV TNG KEPAANG 1 TOV LOAADV.

1) Apaipéote TO0 TOUO TNG PLAANC.

2) Tpapn&re to emdved TUO TOV YEKAOTNPA KOl apapéate T0. IIpocaplooTe T0 AMAIKATEP GTOV
YEKOOTNPO KoL TECTE TANP®G.

3) TonoBetoTE TOV YEKAGTNPO TPOG TN PAACKPT TEPLOYT, TIEGTE TOV LD POPA KOl ATADCTE TO
OLIALLLOL LIE TIC AKPES TV OOKTOA®MY o€ OAOKANPT| TNV TepLoyn. Emavoldpete v id1a dtadkoscio 61
QOPEG LEYPL VO EQAPLOCTEL TANPOC 1 amtoutoVpeVT 0661 tov 1 mL (dnAadr), cuvolikd 7 yekaootl).
ATo@UyETE TNV EI0TVOT] TOL PUPLOKEVTIKOD TPOIOVTOC KATA TV EQPOPUOYT).

Ka0e aypnoponointo @appokevtikd mpoidv 1 VIOAELLO TPEMEL VO, ATOPPITTETOL COLPOVA LE TIG
KOTO TOTOVG 1GYVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Laboratoires BAILLEUL S.A.

10-12 Avenue Pasteur,

L-2310 Luxembourg,

AovEeppoivpyo

8. APIOMOZXZ(OI) AAEIAY. KYKAO®OPIAX

95289/20-11-2014

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

20-11-2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

14-02-2017



