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IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

ANDROXIL 2%, deppatikd dtdlopa

2. MOIOTIKH KAI TOXOTIKH XYNGEXH

Muwo&idiAn 20 mg/ml (2% w/v).

"Evag yekaopog deppatikov dtaivpotog ANDROXIL 2% mepiéyet 2,8 mg pivo&idiang.
Amortobvton enTd Wyekoouol yia vo epapuootel tepitov 1 ml Stoddpotog mov nepiéyel 20 mg

pUvo&diing.

"Exd0y0 1€ YVOOTEG OPAGELS: TPOTVAEVOYAVKOAT).

IMa tov mA\pn KatdAoyo tov ekddywv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Agppoticd dSidivpa.
Aloyég Kot dypopo 1 EAaepd Kitptvo S1AALLA e OGUT AAKOOANG.

4. KAINIKEX TAHPO®OPIEXZ
4.1 OgpamevTiKEg EVOEIEES
To deppaticd ddivpo ANDROXIL 2% evoeikvutan yio ) Ogpameia tng ahonekiog.

To deppatico didivpo ANDROXIL 2% evoeikvotal €101KA Y10, GVOPEG TTOV TAGYOVY ATtO OTMOAELL
HOAMOV 1 0pai®on 6TO EXAV® HUEPOG TNG KEQUANG KOL Y10 YOVOIKEG LE YEVIKEVUEVT] 0paimon TV
HOAAMLDV.

To deppatico didivpo ANDROXIL 2% evoeikvotan yio evijlikeg niikiog 18 émg 65 etmv.

4.2  Aocoloyia Kol TpémTOC yopriynong

Aocoloyia
H d60m 1 ml deppotikod dwwddpatog ANDROXIL 2% mpénetl vo epappoletar 6To TpiyoTo g

KEPOUANG 0VO QOPES Nuepnoing (Lo popd To Tp®i Kot pic popd 1o Ppadv). AvTr 1) d60T TPEMEL Vi,
yopnyeitar ave&aptnta amd to péyebog g mhoyovsag meployne. H cvvoiikn nuepriola d6om dev
npénel va vrepPaivel Ta 2 ml.

Houdorpiog winBvouog ko nhikiwugvor
Agv cuvioTdtal o€ dtopa NAKiog KAt Tov 18 eTdv Kol dve Tav 65 eTdv Aoym EAAENYNC dESOUEVMV
Y10 TV AGQAAELD KOL TIV OTOTEAECUATIKOTITOL.

Tpomog yoprynong
To deppaticd ddivpo ANDROXIL 2% mpoopiletor povo yia eE@tepikn xpnon.

To deppatico didivpo ANDROXIL 2% mpénet va epappoletor cOUQmva e TiG 00nyieg Kot povo 6To
TPy ®To NG kePainc. To deppatikd dilvpa ANDROXIL 2% mpénet va epapudletal povo otav to



HoAAd ko To TpyTd glval oteyvd. Metd v epappoyr Tov deppatikod dtaAvpatog ANDROXIL
2%, T, xEpLoL TPEMEL VoL TAEVOVTOL KOAG.

Evdéyetar va ypelaotel 1 epoppoyn TOV TPoidovTog 000 POPEG NUEPNGIMGS, Y10 TEGGEPLG UNVEC 1)
TEPLOCOTEPO. L€ KADE TEPIMTMON, 0 Y1TPOC TPEMEL va eEETALEL TO EVOEYOUEVO d10KOTNG TNG Bepameiog
edv oev mapatnpnbovv arotehécuata oe didotnua 4 unvav. Edv epeaviotel avémtoén g
TprroPLiaG, Elval avaykaio va cuveyIoTEL 1| Yopryno” Tov deppatikol dtaAvpotoc ANDROXIL 2%,
V0 QopEG NuepNoimg, MoTte va dtatnpndei n Spdor tov. Metd tn drakonn tng Bepaneiog pe TOmo
StdAvpa pvo&idiing, £xet avagepOel mabon TG avamTLENG TG TPLYYOPLTAG Kot LEPIKES POPES
ETAVOPOPA OTNV TPOBEPATELTIKY] ELPAVIOT LEoa o€ 3 m¢ 4 uveg Letd T dlakomn tng Bepameiog.

4.3 Avtevoeigelg

YrepevorcOnoio otn dpacTiK ovsia 1] 68 KATOL0 amd T EKO0Y TOV CVOPEPOVTUL GTNV TOPAYPLPO
6.1.

To deppaticd ddivpo ANDROXIL 2% dev evdeikvutol 6 TEPITTAOGELS YUPOELOOVS OAMTEKIG
(Eapvikng N aveENyNTNg OTOAENG LOAADV) 1] OLAOTIKNG ahomekiog (yapaktnpiletarl amd dépua pe
YOPOUKTNPLOTIKA ELOVA®MONG, OTMG £yKavpa i €Akn). Eniong, to deppatico didivpa ANDROXIL 2%
OgV TTPETEL VOL YPNCILOTTOLEITOL EAV 1) ATMOAELN TOV HOAADV GYETICETOL e KUMOT|, TOKETO 1] GOPaPEC
mafnoelg, OTmG SOVGAELTOLPYiR TOV BLPEEIBOVS, ADKO, ATMAELN TUNUATOV LOAAMMY TOV oYeTileTon e
(QAEYLOVT] TOV TPLYOTOV TNG KEQOUANG, 1 AAAEG TOONOELS.

4.4 Ekég TPOEIOOTOMGELS KO TPOPVAAEES KATE TN p1ion

Ot aoBeveic pe Yvoot kapdiayyslokn vocso 1 kapdiakn appuduio tpénel vo arcvbuvBolv ce yiatpd
TP YPNGLOTOM oLV T0 deppratiko dtdavpo ANDROXIL 2%.

To deppatiko ddivpo ANDROXIL 2% dev evdeikvotor dtav dgv DITEPYEL OLKOYEVELKO 1GTOPLKO
ATTMAELNG TNG TPLLOPVING, OTOV 1) OTOAELN TPLYOPLTNG Elvar EaQVIKT /Kol OVOLOL0YEVIS, OTOV
opeileTon o€ TOKETO N OTAV 1 autia gival AyveoT.

To deppatico didivpo ANDROXIL 2% mpénet va ypnoyomoteitatl HOvVo 6e GUGIOAOYIKS, VYLEG
TPYOTO TNG KEPAANG. MMV TO Yp1CILOTOLELTE AV TO TPIYWOTO TNG KEPAANG eppavilel epuBpotnTO,
@AYoV, Aolpmén, epediopnd 1 TOVO 1 €AV YPTCUYLOTOLOVVTOL AAAEG PAPUUKEVTIKEC OYWOYEG OTO
TPYOTO TNG KEPOATNG.

Mepkd €kdoya tov depuatikod dtorivpatog ANDROXIL 2% umopei va mpokaiécovy aicOnua
KaOoov 1| epediond. Xe mepinTmon aKkovol0G ETOENS e svaictnteg emedveieg (LaTia, epedicpévo
d€pUa KoL PAEVVOYOVOLG), 1) TEPLOYN TTPEMEL VOL TAEVETOL LE PEYAAN TOGOTNTA OPOCEPOD VEPOD TN
Bpoong.

[Ipémel va amo@evyeTal 1] EIGTVON TOV YEKUCHEVTOC QAPLAKOD. M1V TO KOTAMIVETE.

O aoBevnic mpémet va SlakdyeL T yp1on Tov deppatikov doddpatog ANDROXIL 2% kot va
emokepOel ylotpo v aviyvevtel vroTaomn 1 €6v epeaviotel Tdvoc 6to 6TNH00G, ToLTOAUI,
AmoBvupia ) CaAn, ardtoun advEnon Papovg, oidnua ota ¥Epta 1) Ta TS 1 EMipovn epvBpdtnTa 1
epeBIoUOG TOV TPLY®TOV TNG KEQOUANG.

Mepkoi acBeveic £xovv eppavicet oAAaYEC OTO XPOUO 17/KOL TNV VOT] TOV TPLYOV UE TN (PO TOV
deppoticov dtaAdpotoc ANDROXIL 2%.

Hodratpikodg minbuoog
H akovowa katdmoon puropet va mpokaAiésel coPapés Kapdloksg avemBOunTeg evEPYELEC. XVUVERMDC, TO
deppoticd dtdivpa ANDROXIL 2% mpénetl va puidocetat pokpld and tao modid.

4.5 AlMnmiemopdosig e GAro QUPRUKEVTIKG TPOIOVTO KO GALES pOpPPES alinAeniopaocng



Ot peAéTeg QApPLOKOKIVITIKNG OAANAETIOpAOTG LETAED PUPUAK®V GE avOpOTOVS amokdAvyay OTL M
SLdEPUIKT] 0mToppOPNoN TNG VOELSTANG EVIGYVETAL OO TNV TPETIVOTVI KoL TNV avOpaAivn, g
GULVETELD, TNG QLENUEVIC SLOTEPATOTNTOG TNG KEPATOEWOVS oTIfddag. H durpomovikn Pnrapedalovn
OLEAVEL TIG TOTIKEC GVYKEVTPMOELG LIVOELOIANG GTOVE 16TOVE KOl LELDVEL T GUGTNHATIKT OToppOPN o

™G Lvo&diAng.

4.6 T'ovipétnTa, KOG KO Yorovyio

Eyxvpocuvn
Agv vapyovV emaPKElC Kol KOAQ ELeyyOIEVeC LEAETEG Oe £YKVEC Yuvaikec. Ot pedéteg oe {oa &xovv

deiet xkivouvo yia to EuPpvo oe emimeda EkBeonc mov elval TOAD LYNAE GUYKPITIKA LE TO, ETITES TOV
nwpoopilovtat yia v £kBeon otovg avOpdmovg. Xauniog, ov Kol amopakpuGHEVOS, Kivouvog PAARNS
010 EuPpuo eivan mBavog oTovg avBpdnovg (BA. mapdypago 5.3, [Ipokivikd dedopéva yio Tnv
OCQAAELDL).

OnAaouog
H pvo&idiin mov amoppo@dtol cuGTNUATIKG OmEKKPIVETOL GTO avOPAOTIVO UNTPIKO YAACL.

H tomwcd yopnyooduevn pivo&idikn mpémetl va ypnoipomoteiton otn didpketo TG KONong 1 g
YoAovyiog HOVO EGV TO OQEAOGC Yia TN UNTEPQ vIepPaivel Tov mhavo Kivouvo yia To EUPpuo 1 to

OnAdlov Bpépoc.
4.7 Emopaceig 6Ty IKavOTITO 001161 KOl XEIPLGHOD U OVAY

Me Bdon T QoploKodVVOULKT KOl TO YEVIKO TPOPIA ac@dAelag TG LvoEldiAng Yo Tomikn xpfion, TO
deppotikd dtiivpo ANDROXIL 2% dev avopéveTal va EXNPEAcEL TNV IKAVOTNTO 001 YNoNG 1
YEPIOLOD UNYOVAOV.

4.8 AvemOvunteg evépysreg

H ovyvomta avemBopntov ovidpacemy 6To Tomikd dtdAvpa pvoEdiing opiletal pe v mopakiTm
ocvupoon:

[ToA ouyvéc (= 1/10), ouyvég (= 1/100 émg < 1/10), oy suyvég (= 1/1.000 émg < 1/100), omdvieg

(> 1/10.000 émg < 1/1.000), oA ondvies (< 1/10.000), un yvootés (dev pmopovv va ekTiunbolv pe
Baon ta diabécipa dedopévar).

Ot topokdto avemBounteg evEPyeleg GYeTIoTNKAY UE TN Yp1on dtoAdpatog pvo&diang (2% kot 5%
oLVOLOCTIKA) OE AVTPEG KO YOVAIKES, e EMMTOOT peyadvtepn and 1%, kot peyalhTepr GUYKPITIKA
LE TIC EAEYYOUEVES LE EIKOVIKO QAPUOKO KAVIKEG OOKIUEC.

Opyaviko cvoTnpo Enintoon Avagepopevn avemOOpunTn evépysia
Poyrotpikég Statapayssg 2uyveéc Kotdolym

AwTapay£c Tov VELPIKOD [ToAvd cuyvéc Keporaryia

GUGTNLOTOC

Awotapoyég Tov Yuyveéc Avornvoln

OVOTTVELGTIKOD GUOTHLOTOC,
T0VL BDpaka Kot Tov

uecobwpdxiov

Awotapoyég Tov OEPLOTOC Yoyveéc Kvnoudc, vreptpiywon, eEavonua,

KOl TOV DTOJOPLOV 16TOV e&avonua opoldlov pe axun,
dePLOTITION, PAEYLOVAOING dtoTapayn
TOL OEPLLOTOG

Awotapoyég Tov 2oyveEC MvocKeLETIKOC TOVOG




LVOGKEAETIKOD GUGTHIOTOG
KOl TOV GUVOETIKOV 1GTOV

Ieviéc dratapayéc kot Xuyveéc [Tepipepicd oidnua
KOTOOTACEL TNG 0000

xopfiynong

Aldpopa 2oyveéc Alyog

Ot TopokdT® avemBouNTeg EVEPYELES £XOVV GUGYETIOTEL E TOTIKO SdALO LIVOETIANG OTY SLapKELL
TG YPNONG HETA TNV KLKAOQOPia TOL GTNV ayopd.

Opyaviko cvoTnpo Enintoon Avagepopevn avemOOunTn evépysia
Awotapoyég Tov 2oyvotnTa 1N yveooTn AAlepyiéc avtidpdoelg
OVOGOTOLNTIKOV GLUGTHLATOG GUUTEPIAAUPAVOLEVOD TOV

OLYYEL0010M LALTOG
Alotapoy£C Tov VELPLKOV Xrbvieg Kepolaryia
GUGTNLLOTOC
Koapdwayyelaxéc datapayéc | Xmdvieg AlcOnua ToAp®v, avENUEVog KopotoKog

pLOudg, Bopakikd dAyoc

[ToAV omdivieg Ynotaon

Awotapoyég Tov OEPULOTOC Oy ovyvég Enpodeppia, amo@oridmon dEppaTog,
K0l TOV DTOJOPLOV 1GTOV e&avompa, TPOcwPIV] UTMOAELL TPV,

VIEPTPIY®OT], AALAYT VONC TPLYDUATOG,
OAAOYT) YPDOLOTOS TPLYDV

Xrhvieg Agppatition amd emagpn
levikég Sratapayés kot Oy ovyvég Kvnouog g 0éong epappoyng,
KOTAOTACELS TNG 0000 epebiopdg e Béong apuoyng
xopfiynong Inavieg Epvnpa tng B€ong epapuoyng

Avogopd mBavoroyoOUEVOV aVETIBOUNTOV EVEPYELDV

H avagopd mhovoroyodpuevov avemBounTtov evepyelmv PETA amd T YopNYNoN GOEL0C KUKAOPOPTaG
TOL POPUOKEVTIKOD TTPOTOVTOG elval onpavtiky. Emitpénel mn cvuveyn mapoakolovdnon g oyéong
0PEAOVG-KIVOVVOD TOV QUPHOKEVTIKOD TPOTOVTOC. ZNTeltal amd TOVG EXAyYEAUOTIEG TOL TOUEN TNG
VYELOVOIKNG TTEPIBOAYMG VO AVaPEPOVY OTTOIEGONTOTE TIOAVOAOYOVUEVES OVETIBOUNTES EVEPYELES
HECH TV aKOAOLOWOV CLGTNUATOV AVOPOPAC:

o v EAJéda
EBvikoc Opyaviouog @apuakwv, Mecoyeiov 284 GR-15562 Xohapyog, ABiva, Tni: + 30 21
32040380/337, ®og: + 30 21 06549585, Iotdtonoc: http://www.eof.gr.

Tia v Kdrpo
Dapuaxevtikég Ymnpeoieg, Yrovpyeio Yyeiog, CY-1475 Asvkwoia, @at: + 357 22608649
Iototomog: www.moh.gov.cy/phs

4.9 Ynagpoocoroyia

Xnueio KOl GUUTTOUOTOL

Agv vdpyet kapio €voeiEn 6t voEdidn mov epapuoleTon TomKd amoppoPaTal G ETAPKN
TOCOTNTA MGTE VO TPOKANB0VV cLGTNUATIKEG EMOPATELS. DTV YpNOLOTOLEITOL COLPOVA LE TIC
odnyiec, n vtepdocoroyia eivar amiBovn.

Edv avtd to mpoidv epaplocTel 68 (o TEPLOYT] LE LEIWUEVT] OKEPOLOTITO TOV EMOEPUIKOD PPOYUOD
eEattiog TpadUATOC, PAEYLOVNIC, 1] OEPLATIKNG VOGOU Gg eEEMEN, VLA PYEL TOAVOTNTO CLGTNUOTIKNG
EMIOPUONG OO VILEPOOCOAOYIOL.




Ot TapakdTo TOAD oTAVIEG AVETMBOUNTES EVEPYELEG LITOPEL VO ELPAVICTOVV eEatTiog TV
GULOTNUATIKOV ETOPACEDV TNG LVOEIIANG:

Opyoviko cOeTNHO Eninttoon Ava@epopevn avemOOounTn evépysio
Alotapoy£C Tov VELPLKOV [ToAV omdivieg 764

GUGTNLOTOC

Koapdwayyelaxéc dwatapayéc | [Tohd ondvieg AvEnpévog kopdtakdc puiuods, votaon
Ieviéc dratapayéc kot [ToA¥ omdvieg Koataxpdtnon vypodv mov odnyet o€
KOTOOTACELG TNG 0000 avénon tov Pépovg

xopfynong

O¢epaneia

H Bepancio og nepintwon vrepdocoroyiog pe HvoEldiAn mpémet vo eivol CUUTTOUATIKY Kot
vrootNPkTiKN. H Katakpdtnon vypodv pmopel va avTeT®mIoTel pe KaTtdAANAY Bepamneio pe
dovpnTikd. H kAvikd onuovtikn tayvkapdio pmopel va eheyydel pe yopniynon Prta adpevepytkov
TOPAYOVTa ATOKAEIGHOV. H GUUTTOUATIKT DVTOTOOT] TPETEL VO OVTILETOTICETOL PE EVOOPAEPLA
XopNyNon eucololoyikod 0pov. To cLUTAOOUIUNTIKA, OTWC 1) EXVEPPIVI] KO 1] VOPETIVEQPIVT], TPETEL
VO, QITOPELYOVTAL KOOMG QLT TO POPUAKEVTIKE TPOIOVTA TPOKAAOHY VITEPPOAIKT O1EYEPTT TNG
KopOLiC.

5. DOAPMAKOAOTI'IKEXZ IAIOTHTEX

5.1 @oppokodvvapIKES 1IO10TNTES

Ddappokobepanentikn katnyopio: Aowrd depuatoroykd, Kwdikog ATC: D11A X01
Mnyavioudg dpdong

Metd and tomkn xpnon, n pvo&idiin amodeiynke 6T dieyeipel TNV avamtuén TS TprYoPLiog oE
acleveic e avOpoyeveTIiKn aA®TEKiM, ®OTOGO, O UNYAVIGUOC dpdong Tng LvoEdiAng elvar dyveooTog.

Klvikr) arotedespotikdtnta kKot aQAAELD

H otabepomoinon g andretog poAliov mapatnpeital oe 4 otovg S acbeveic. H avantuén g
TpLroeLing sivan dtapopeTikn oe kdbe dropo. Qotdco, pmopet vo mapatnpnel petd amod 4 1
TEPLGGATEPOVC PNVEC LLE TUKTIKT YPNON OEPLATIKOV SHAVUATOC TTOV TTEPLEYEL Lvo&idiAn. H tomum
epappoy” vo&idiing dev £0e1&e Kopio GUGTNUATIKT EXTIOPACT GTNV ATOPPOPNGT) TOV PAPUAKOL OTOV
avaAvOnKe o€ Ay OUEVEG LEAETEC GE VOPLOTOCIKOVG 0iobeveig 1) o€ acbeveig e véptacn mov dgv
elappavay Bepameia.

52 ®@oppokokivnTIKEG 1O10TNTES

Amoppoonon

Metd amd TomKn EPapUOYN, 1] AToppOPNon TS LIVOESIANG amd PUOIOAOYIKO aVETOPO dépa eivorl
younAn. Kotd péso 6po, povo 1o 1,7% (amod 0,3 —4,5%) g cuvolikng epaprolopevng 666mg
OTOPPOPATOL GTT) CLGTNUATIKY KVKAOOopia. Avtifeta, petd TV amd oTOHOTOC Yop1 YN oN dloKiwV
UVOEISIANG, TO QAPLOKO AITOPPOPATOL KUPIMG OO T YUOTPEVTEPIKT 000. MOMIC 1] TOTIKY] EQOPLOYT
g Lvo&didng dwakonel, Tepimov 10 95% Tng GLCTNUATIKAE ATOPPOPOVIEVIC IVOELOIANG
amoBdAAetan otig emdpuevec 4 uépes. Ot emdpAceLS TVYOV TOVTOYPOVAOV SEPUATIKOV TABNCEDY GTNV
amTopPPOENCN TNG TOTIKA EQAPLOLOUEVN LVOEIDIANC Elval dyvmoTeC.

Buougtaoynuoatiopndg




O PlopetacynUatioldg TG omopPoPOvUEVNG LIVOELSIANG LETE amd TOTIKT EQPAPLLOYT OV EXEL
kaBopiotel TANpws. H amd otopatog yopnyoduevn pivoldiin petaforileton koping pe o0levén pe 1o
yYAvKovpovikd 0&H ot Béon N-0&e1diov 6TOV SOKTVOALO TNG TLPYUSTVTG AAAG Exel TapaTnpnOel Kot
LETATPOTN € TEPLOTOTEPO TOAKOVC peTaforitec. Ot yvwotol pHeTaPoATEG 0GKOVY TOAD UIKPOTEPT
QOPUOKOAOYIKT ETIOPACT) GLYKPITIKA LE TNV 11 T LvoEdidn. H pvo&idiin dev deopevetal amod Tig
TPOTEIVEG GTO TAGGUO KOl 1] VEPPIKT] TNG KABapon avtioTtol el 1o puOpd TG GTEPAUOTIKNAG
dmOnong. H pvolidiin dev damepva TOV dLOTOEYKEPUAIKO QPOYUO.

Amofol

H pivo&idiin ko o1 petafolriteg tng eivar dtolvtol Kot omekKpivovTol Kupimg amd To 0vPa.

5.3 IIpoxivikd dgdopéva Yo TNV 06QAAELN

Meléteg og {da £xovv dei&el KIvOUVOUG ELPAVIONG OVETIBVUNTOV EVEPYEIDV GTT] YOVILOTNTO KOL TNV
euPpoikn avamtuén povo oe vepPolikd emineda kBeonc, CLYKPITIKA e EKElva TOV TOpa TP ONKaY
KOTA TNV KAMVIKT ¥p1on.

H pvo&idiin dev €xet deilet Yovotolikd duvapuko. Xe HEAETEG KAPKIVOYEVEST|G TTOV
TPOAYLLOTOTOON KOV GE apovPOiovs KOl TOVTIKLA, 1) TOTIKT YOPNYNo™ TG LvoEdiANG elye ¢
OTOTELEC LA TNV OLENUEVN EMTTOGCT EUPAVIOTC OYK®OV TOL EVEPYOTOLOVVTOL OO OPLOVEG. AVTNI 1
OYKOYEVETIKIY/KUPKIVOYEVETIKT OpacTnplotnta Bempeitan dgvutepomadng g VITEPTPOLOKTIVALIIAG, 1
omoia epeaviletar povo pe vYnAd enineda amoppOPNONG OTU TPWKTIKA, Kot dev Ba amotelel Kivouvo
oTNV KAWIKN Xp1oT.

€ MPOKAMVIKEG LEAETEC TOTIKNG AVOYNS, 0V apatnpOnke mbavotnta yio mpwtonadeic pebiopong
oL 0éppatog. H pivolidiin dev éxel mpokaAiéoetl evausOnTomoinon Katd tny emaen Ue TO OEPUO N
evaodntonoinon mov ogeiretal otny IgE 0vte potoToSIKOTNTA 1| POTOOAAEPYIKEG AVTIOPAGELG.

6. DPAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Koataroyog ekdoymv

[Ipomuievoylvkoan

ABavorn 96%

KekaBappévo H0wp

6.2 AcvppoaroTnTeg

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

6.3 Awdpkera ong
3 xpovia
6.4 Iowitepeg TpoPuvAAEELS KOTA T QVLAEN TOV TPOTOVTOG

Evplexto 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 / anlkatép, n omoia
neptEyel 60 ml droAdpOTOC.



Meyé0n cvokevosciogc:

1 x 60 ml pe 1 omOGTOUEVO EVEPYOTOINTY] LLE OKPOPVGIO KOl 1 OTOCTOUEVO gvEpyomomT| L pafdo.
3 x 60 ml pe 3 OTOGTMUEVOLC EVEPYOTTOMNTES LE AKPOPVGLO KO 2 OTOCTIMUEVOVS EVEPYOTOINTEG UE
papoo.

Mmropel va, unv KoKAOQOPOLY OAEG Ol GUGKEVAGIES.

6.6 Iowitepeg TPOPULAGEELS amOPPLYNGS KOl GALOS YEWPLONOG

OAHT'IEY XPH>HY

O1 0dnyieg xpnong e£0pTOVTOL Ao TOV TOTO TOL YPTCULOTOLOVUEVOD OTAIKATED.

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
KEPOANG 1 TV LOAADV.

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

A. Yexoaotmpag

YUVIOTATOL Y10, LEYAAEG EMPAVELES TOV TPLYMTOV TNG KEPOANG.

1) Apaipéote TO TOUO TNG PLAANC.

2) TomoBetnoTE TOV WYEKAOTNPO TPOG TI PUAAKPY| TEPLOYT, TESTE TOV Uidt POPE Kol OTADGTE TO
Stdlvpa e TIG GKPEG TV dOKTOA®MY Gg OAOKAN PN TNV Ttepoyn]. Eravaldafete v id1a Sadikacio 6
QOPES LEYPL VO EQAPLOCTEL TANPOC 1 amoutovpeVT 0661 tov 1 mL (dnAadr), cuvolikd 7 yekaootl).
ATOPUYETE TNV EIGTVOT] TOL POPUOKEVTIKOD TPOTOVTOG KATH TNV EQUPLOY.

3) TonobBetrote 10 e€®TEPIKO TOUA EAVE TAVD OTN PLAAT LETA TN XPTOT).

B. Yekaotpag pe ariikotép

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

1) Apaip€ote TO TOUO TN PLAANG.

2) Tpapn&re to endved TUALO TOV YEKAOTNPA KOl apapéate T0. IIpocaplooTe T0 AMAIKATEP GTOV
YEKOOTN PO KoL TECTE TANP®G.

3) TonoBetoTE TOV YEKAGTNPO TPOG TN PAACKPN TEPLOYT, TIEGTE TOV LD POPA KOl ATADCTE TO
OLIALLLOL LIE TIC AKPES TV OOKTOA®MY o€ OAOKANPT| TV TepLoyn. Emavoldpete v idia Stadkascio €
QOPEG LEYPL VO EQAPLOCTEL TANPOC 1 amtoutoVpeVT 0661 tov 1 mL (dnAadr), cuvolikd 7 yeKaootl).
Amo@UyETE TNV EIGTVOT] TOL PAPLOKEVTIKOD TPOIOVTOC KATA TV EQPOPUOYT).

4) TomoBetnote T0 EEMTEPIKO TOWUN EAVE TAVD GTN PLAAT LETA TN XPTOT).

Kd&0e aypnoiponointo poapuokevTikd Tpoiov 1 VTOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO. 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) AAEIAYX KYKAO®OPIAX

Ap. Adeiog Kukhogopiog otnv EALGda: 95288/20-11-2014
Ap. Adelag Kvkhogpopiog oty Konpo: 022100



9. HMEPOMHNIA INPQTHE EI'KPIZHY/ANANEQYXHY. THX AAEIAX
Huepounvia mpmng £ykpiong otnv EALGSa: 20 NoguBpiov 2014
Huepounvia mpatng £ykpiong otnv Kompo: 19 Aexeufpiov 2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

29-12-2016



