o AAA: Q9EQ4653IMTM-BZ7
INFORMATICS Rigialy sned by

DEVELOPM EN DEVELOPMENT AGENCY

Date: 2017.07.25 11:40:14

T AGENCY EEST AAA: QIEQ4653I1T-BX7

Reason:
Location: Athens

ANAPTHTEA ¥XTO AIAAIKTYO

EAAHNIKH AHMOKPATIA A6nva, 12-07-2017
YMOYPIEIO ArPOTIKHZ ANANTY=ZH2 ApB. npwrt.: 7876/76262
KAI TPOOIMQN

FENIKH A/NZH BIQZIMHZ ®OYTIKHZ NAPATQrH:
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OEMA: «Xoprynon opLOTLKAG £YKPLONG

81aBsong otnv ayopd Tou BLoktovou
(amwOntikd) okevaopatog Insect
Repellent Pump Spray Lice IR3535
20%»

ANOOAzH
O YNOYPIroz ArPOTIKHZ ANANTY=HZ KAl TPOOIMQN

‘Exovtag umoyn:

1.

Tov Kavoviopo (EE) aptB. 528/2012 tou Eupwmnaikol KowoBouAiou kal tou ZupBouliou tng
22a¢ Maiouv 2012 oxetka pe tn 61dBeon otnv ayopd Kol TN XpAon PBLoktovwv Kot
OUYKEKpPLUEVQ TO apBpo 34.

Tov Kavoviopo (EK) aptb. 1272/2008 tou Eupwmnaikol KowvoBouliou katl Tou ZupBouAiou
¢ 16" AekepPpiov 2008, «yia tnv TAVOUNON, TNV EMLOAMOVON KL TN CUCKELAOLA TWV
OUGCLWV KoL TWV HELYUATWY, TV TPOTIOTIONGCN KAl TNV Kotapynon twv odnywwv 67/548/EOK
Kol TNV Tpormormnoinon tou kavoviopou (EK) aptB. 1907/2006», Omwc Tpomomolndnke Kat
LOYUEL.

. Tig Ouwartagelg ™G KYA 4616/52519 (DEK  1367/B/16-5-2016) «KaBoplopog

OUMMANPWHATIKWYV UETPWV yla thv edappoyn tou Kavoviopou (EE) aptB. 528/2012 tou
EupwmnaikoU KowofouAiou kat tou Zuppouliou, tng 22ag Maiou 2012, OXETIKA ME TN
61aBeon otnv ayopd kat tn xpon BLOKTOVWV».

. Tov Ekteleotikd Kavoviopo (EE) apt® 406/2014 tng Emutpomnig tng 23ng Amplhiov 2014

OXETIKA HE TNV €ykplon tng ethyl butylacetylaminopropionate w¢ undpyxouocag SpACTIKAG
ouolag yla xprion o€ Bloktova tou TUmou mpoidvtwy 19.

. Tnv €ykplon tou mpoiovtog Insect Repellent Pump Spray Lice IR3535 20% mou €Aafe oto

BéAylo pe aplOuo BE2017-0015 (R4BP3 ASSET No: BE-0012318-0000), cupdwva MPE TIG
Slatagelg Tou apBpou 29 tou Kavoviopou (EE) aptB. 528/2012.

. To N.A. 70 (DEK 114/A/22-9-2015) kot 16ikoteEpa t0 0pBp. 4 «IVotacn Ymoupyeiou

Aypotikig Avamtuéng kot Tpodipwv»
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7. To N.A. 73 (DEK 116/A/23-9-2015) «Atoplopog Avtumpogdpou tn¢ KuBépvnong, Yroupywy,
AvarmAnpwtwv Ymoupywv Kot YOumoupywv».

8. Tn ue aptB. 1606/16641 (DEK 629/B/01-03-2017) Anodaon tou Ymoupyou kat Yduroupyou
YNAAT «MetaBiBaon tou Sikalwpatog untoypadr « e evioAr Ymoupyou Kal Ypumoupyou»
otoug: levikd Tlpappatéa, levikd lpappatéa Aypotikng MOAITIKAG Kal Aloxeiplong
Kowotikwv Moépwv, Mpoiotapévoug levikng AtevBuvong, Mpoiotapévoug AlevBuvong,
Mpoilotapévoug Tunuatog Kat YrieuBuvoug MNpadeiouv Tou Ymoupyeiou AypoTikng Avamtuéng
Kol Tpodipwv».

9. Tn ue aplB. mpwt. 7388/71826/03-07-2017 aitnon tng evdladepopevng stalplog yla
€ykplon péEow apolBaiag avayvwplong tng evdladepopevng etalpiog.

Anodacilouvpe

I. XopnyoUpe oplotikn €ykplon pe apBuo TN19-0258 oto Ploktovo (amwbntiko) pe ta akdAouba
otoleia:
1. Eunopikd ovopa: Insect Repellent Pump Spray Lice IR3535 20%
2. Mopdn: AL- KaBe dANo uypo

3. Eyyunuévn ouvBeon Ethyl butylacetylaminopropionate 20 %
BonOntikég ovaieg: 79,198 % B/B

4. EAGXLOTN TEPLEKTIKOTNTA TNG TEXVIKA KaBoapr¢ Spaoctikng ouciag, oe kabapn Spaoctikn
oucia: 99,0%

5. Napaokevaotng Twv 8.0: Merck S.L.U., Spain kat Merck KGaA, Germany.

6. a. Katoxog tng £ykpiong: Merck KGaA, Frankfurter Strasse 250, 64293, Darmstadt.
B. YnevOuvog yia tn 61aBson otnv EAAnVIKA ayopd: O KATOXOC TNG £YKPLONG

7. Nopaockevaotng Tou okKevaopatog: Merck KGaA, Frankfurter Strasse 250, 64293,
Darmstadt, Germany.

8. Epyootdolo napaokeung Tov okevaopatog: Merck KGaA, Frankfurter Strasse 250, 64293,
Darmstadt, Germany.

9. Epyootdaclo cuokevaciag tou okevaopatog: Merck KGaA, Frankfurter Strasse 250, 64293,
Darmstadt, Germany.
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Il. Eykpivoupe tnv cuvnupévn NepiAndn Xapaktnplotikwy Mpoiovtog, OMwE auTr) EMIOUVATTTETAL
KOlL OTTOTEAEL AVOTTIOOTIAOTO HEPOG TNE TTapouong amodacng

lll. Kataotrpata mtwAnong

IV. HM . AH=HZ - OPOI ANAKAHZHZ — MPOZTAZIA AEAOMENQN

o. H mapouoa £ykplon toxvel puéxpt 06-04-2027.

B. Npw T ANEN tnNg mapoloag £ykpLoncg, UTOBAAAETAL OO TOV KATOXO autng, £’ Ocov
evlladépetal, aitnon avavéwong, cupudwva pe to apbpo 31 tou Kavoviopou (EE) aptb.
528/2012 kot cupdwva Ue tov Kat' e§ouatodotnon Kavovioud (EE) apl8. 492/2014.

y. Ma tv npootacia kat kowoxpnoia twv dedopévwv epapuolovial ta apbpa 59 €wg kat 64
tou Kavoviopou (EE) aptB. 528/2012.

6. H mopouca é€ykplon pmopel va avakAnBel omowadnmote oTypn €4v oL OpoL yla TV
anoktnon Tng €ykplong ev mAnpouvtal A énadav va mAnpoulvtal A tapacxEdnkav mAaotd
A mapamAavnTikd ototxeia BAoeL Twv omolwv xopnynonke auth.

V. TENIKEZ YNOXPEQZEIZ

1. O KATOXOG TNG €YKPLONG ElvOl UTIOXPEWUEVOG OE OTOLASATIOTE XPOVIKA OTLYUR va
EVNUEPWVEL TNV Apuodia Apxn yla omolecdnmote Suouevelg emdpacelg otov avbpwro r/
Kal Tto meplBariov mou mepABav o€ yvwon Tou amod TNV Xprion tou mpoiovtog. Tuxov
amokpuPn plag tEtolag mAnpodopioag amoteAel adiknua Kol SLWKETOL TOWIKA EVW
napaAAnAa avakaAeital n €ykplon.

2. 0O katoxog tng £ykplong Ba mpemel va Slatnpel cUVEXWE EVNUEPWHEVOUG TOUG POKEAOUG
TOU OKEUAOWMOTOC TOU Tnpouvtal otnv Apuodia Apxn He BAon Ta veOTEPO EMLOTNUOVIKA
6ebopéva yla omoladnmote HeEANOVTLKN EMaVEEETOON.

3. H dladnuLon Tou OKEUAOHOTOC ETMITPETETOL LOVO £POOOV elval cUUPWVN UE TOUC OPOUC
NG €£yKPLONG TOU OKEUAOMATOC KAl TNV LoxVouaoa vouoBeaoia.

4. H etkéta Ba mpenel va eival cupudwvn pe to apbpo 69 tou Kavoviopou (EE) api.
528/2012 kat pe tnv ouvnupévn NepiAndn Xapaktnplotikwy Mpoiovtog mou amoteAsl
OVATTOOTIOOTO KOUUATL TNG Tapoloag anodaonc.

Jtou¢ mopaBatec TNG Tapoucag emMIPBAAAOVTIAL Ol TIOWIKEG Kol OLOLKNTIKEG KUPWOELS TIOU
nipoPAEmovtal ano ta apbpa 8 kat 9 tng KYA 4616/52519 (DEK 1367/B/16-5-2016).

O NMPOISTAMENOZ THZ
A/NZHZ

L. ZQrPA®OZ
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NepiAnyn Xapaktnplotikwv Mpoiovtog

Insect Repellent Pump Spray Lice IR3535 20%
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1. AlolKNTIKEC TANPOWOPIEC

1.1 EpnopLkr) ovopaoia Tou mpoiovtog

AAA: Q9EQ4653IMT-B7

Epmopkn ovopoaoia

Xwpa (katd nepintwon)

Insect Repellent Pump Spray Lice EANGSQ
IR3535 20%
1.2 Katoxog tn¢ adeilog
‘Ovopa ko StevBuvon tou Ovopa Merck KGaA
KOTOXOU TNG £YKPLONG
AevBuvon Frankfurter Strasse 250, 64293,
Darmstadt
ApLOUOG EyKpLong TN19-0258
Huepounvia ékdoong 12-07-2017
Huepopnvia AR§ng éykpiong 06-04-2027
1.3 NapOAOKEVALOTIG TOU TPOLOVTOG
‘Ovopa MapaoKEVALOTH Merck KGaA

Awe0OUVOoN MAPACKEVOOTA

Germany.

Frankfurter Strasse 250, 64293, Darmstadt,

Awe0Buvon epyootaciov
TLOLPOLOKEVNG

Germany.

Frankfurter Strasse 250, 64293, Darmstadt,

1.4 Napaokevaotn¢ (£¢) Tng (twv) Spaoctikig (wv) ovoiag (Ltwv)

ApoaoTtiki ovoia

Ethyl butylacetylaminopropionate

‘Ovopa mapaoKeLaoTH

e Merck KGaA, Germany.
e Merck S.L.U., Spain.

Awe0Ouvon napackevaoTn

Germany.

e Frankfurter Strasse 250, 64293, Darmstadt,

e Calle Maria de Molina 40, 28006 Madrid, Spain

Awe0Buvon epyootaciov
TLOLPOLOKEVUNG

Spain

Poligono Merck, 08100 Mollet de Valles, Barcelona,
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2. SUvI<0n rpoiovTocC Kal TUTOC OKEUACUOTOC

2.1 MOLOTIKEG Kall TTOCOTLIKEG TTANPOodOpPLES yLa TRV oUVOEGN TOU TPOIOVTOG
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Kowo Ovopoaoia kata | Apdaon CAS EC number | NeplektikoTnTA
ovopa IUPAC number (%)

Ethyl ethyl 3- ApaoTikA 52304-36-6 | 257-835-0 20%
butylacetyla | [acetyl(butyllam | oucia

minopropion | ino]propanoate

ate

2.2 TUMOG GKEVAOUATOG
AL- KaBe aA\o uypo

3. EYKEKPEVEC XPNOELC

Mivakac 1. Xprion #1 Ekvépwpa yia thv anwbnon Peipwv thg Kepalng -Epaocttexviki

xprion

Tunog npoiovtog

TN19 — AMwONTIKA Kal TPOCEAKUOTIKA

‘Onovu givat oXeTKO,

Atoukn mpootacia

akpBig reptypadn TG | To okevoopa sivat £va £TOLO yLa Xprjon Tpoidv, yia TV

EYKEKPLUEVNG XPAONG npoANYN NG emavanpooBoAnc anod Peipeg g
avBpwrnivng kedpaAng (Pediculus humanus capitis) peta
ano avtidpOelpikn Beparmeia.
Edapudletal ota paAAld, oTov auxEva Kot Tiiow oo Ta
QUTLA.

ZTO)X0G Emotnuovikn ovopaoia: Pediculidae

(oupneplhapBavopévou | Kowr ovopaoia: Weipa kepalng

Kow tou otabiov ItdSo avamtuéng: Akpaia

avantuéng)

Nedio edpapuoynig Xprion o€ ecWTEPLKOUE XWPOUG (KaAd aepl{Opeva LEpn).

M£0060¢ (o1)
edappoyng

Me avtAia Pekaopou

Adon kat ouxvotnta
edappoyng

To £€TOlHO yla Xprion mPoiov sival €va ekvépwpo PE avtAla
Pekaopol Kot  mpoopiletal  yw TRV mPOoAndn g
enavanpooBoAng amo Yeipeg tng avBpwrvng KeDAANg
(Pediculus humanus capitis) petd ano avtipBelpikn Bepaneia.
Edappoote Eavd peTd 1o AOUGCLUO KAl TO apyOTEPO HETA amd 2
NHUEPEG.

Edapudletal kateuBeiav ota paAALd, OTOV QUXEVA Kal TIOW
arnd Ta autld pe tv €€n¢ Socoloyia:

e EvnAikeg: £wg kot 1,05 g mpoiovrog 1 evvid (9) Pekaopol
niepimou, ava spappoyn.

Yehida 6 and 9



ΑΔΑ: Ω9ΕΩ4653ΠΓ-ΒΣ7


AAA: Q9EQ4653IMT-B7

e Noudid nAkiog amd 0 €wg 11 eTwv: 0,5 g ) T€ooepLs (4)
Y ekaopol mepinou, ava epapuoyn.

To mpoidv ocuvnBwg edapuoletal povo pia ¢opd TNV nUEPA.
Katd tnv emavoAnmtiky epappoyr, TNPELTE TOV EMITPEMOUEVO
HEYLoTO aplOud edpapuoywv ava nuepa:

e  EvnAwkeg kot matdia nAtkiog avw tou mpwtou (1) £toug: 3

dOpEC TNV NUEPQ.
e [add nAwiog €wg evog (1) €toug: 2 GopEG TNV NUEPQ.

Otav 1o Bloktdvo npoiov epapudletal o modLd NALKLOG KATW
Twv 11 eTwv, Oa npenel va epoppoleTal amo eviALKa.

Katnyopia (£¢) xpnotwv

EupU kowo (un emayyeApatieg xprioteg)

MéyeBog ko £160¢
cuoKevaoiag

@OLaAn pe avtiia Pekaopou 25 mL - 250 mL ano
mAaotiko (HDPE)

4. AnAwoelc erikivéuvotnTac Kat tpo@uAaéng

Ta&wounaon Kat emonpaveon Tou mpoiovtog cuudwva pe tov Kavoviouo (EK) 1272/2008

Tagwvounon

Katnyopia KwvéUvou

EUdAekTa LYpQA, KaTnyopla Kivduvou 3.
OpOBaAUIKOG epeBLONOG, KaTnyopia Kvduvou 2.

Emonpavon

Npoeldonotntiki Aé€n Mpoooxn

AnAwoeig H226 Yypo kal atpol evdAeKTA.

MKV UVOTNTOG H319 MpokaAel coBoapd opOaAuLKO epeOLOUO.

AnAwoelg ntpodpuAagng P101 Eav {nTtrosTe LoTPLIKr) cUMPBOUAR, va €xete pall oog Tov

TIEPLEKTN TOU TIPOIOVTOG ) TNV ETIKETAL.

P102 MakpLd amo motdiad.

P210 MoakpLd amo Bepuotnta, Oepueg emipaveleg, omvonpeg,
yupuvn dAoya Kat AAAEC NYEG avadpAgENG. Mnv KamvileTe.
P264 MAUVETE TO XEPLAL OXOAOLOTLKA LLETA TO XELPLOUO.

P305 + P351 + P338 XE MEPINTQXH ENAOHXZ ME TA MATIA:
ZeMAUVETE TIPOOEKTLKA LIE VEPO YL APKETA AemTa. Eav
urtapyouv dakol emadng, adalp£oate Toug, av ival eUKOAO.
Yuvexiote va EemAEveTe.

P501 AlaBson tou mepLEKTn o€ e€oualodotnuévn povada Kot
ocUUdwWVA PE TOUG TOTILKOUG, TtepLdEPELOKOUG, EBVIKOUG Kal
S1eBveic kavoviopoug

Napatipnon

Yehida 7 and 9
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5. Oényisc yia T xpion

5.1 0ényieg xpriong

Xpnon #1 AnwOntko Yeipwv tng kKepaAng-Epaoitexvikn xprion

BeBawwBeite otL Sev umapyouv YPeipeg. Xpnotpomnotiote mpwta GpOEpOKTOVO.

Edapupoote opolopopda to nmpoidv o€ kabapd KAl OTEYVA 1 GKOUTILOMEVA LLE TIETOETA
HaAALA, KovTd oto S€ppa TNG KePaARG, Pppovtilovtag va EEKLVAOETE QO TOV AUXEVAL KoL TV
Tieploxn Tiow amod Ta auTid. Ztn cuveéXela PeKAOTE OAQ Ta LAAALA OTIWG XPNOLUOTIOLE(TE Eval
oTpEL mepnoinong LoAALWY. BeBatwBeite otLto Sepua g KePpaAng Kat Ta LaAALd €xouv
SlaPBpaxel emapkwe.

H edappoyn nmpémnel va emavaindBel petd to Aovopo twv poAAtwyv. Otav To BLokTovo
nipolov edpapuoletal og maldld nAtkiag katw twv 11 etwv, Ba npémnel va edappoletal ano
evAALKa.

To npoidv ocuvnBw¢ edpapuoletal povo pia dopd tnv nUépQ.

Katd tnv emavaAnmrikr epoppoyn, Tnpeite Tov emTtpendpevo pPéyLoto aploud epapuoywv
ava nuépa:

e EvNALKEG Kal madLa nAkiag avw tou mpwtou (1) €touc: 3 Ppopég TV NUEPQ.

e Nadla nAwkiag €wg evog (1) £€touc: 2 Ppopég TNV NUEPA.

Ma ouvexn mpootaocio: Epapuoote Eava To apyOTEPO PETA OO 2 NUEPEC OE KABapad Kot
OTEYVA ] OKOUTILOUEVA E TIETOETA POAALAL.

Edapuodote Eava vwpitepa €av ta LaAALG €xouv €pBeL og emadn HE VEPO (OTIWG LETA Ao
Bpoxn A KOAUUTTL), £wC OTOU TTAYEL va UTIAPXEL Kivouvog poAuvaong.

5.2 AvaAuTIKA oTtolxeia yLa TG mOaveéG AUECEG N EUIECEG TAPEVEPYELEG KOL YLOL TLG 08NYieg
NPWTWV BonOewwv KaBwWE Kot yLa EKtata HETPA MPooTaciog Tou nepBaAAoviog

Métpa petplacpol Kivéuvou:

e Xpnoluomolelte To anwbntiko pe acdpaiela. AlaBalete mMAVTA TNV ETIKETA KOl TIC

TiAnpodopieg Tou poidvtog mpLv and Tn XprHon.
e Mnv Pekalete oTo MPOOWTO KoL LNV ePapUOlETE OTNV IEPLOXN TWV HATLWV.

e [lpOCTOTEVETE TO KATIO TWV TIOLSLWV KAl TIPOOTATEVETE TO Taldl and €lomvor] Katd T

Slapkela Tou PekaopoL.
e Mnv epapuolete oe ekSOPEC, TpavaTa ) EpeBLOoPEVO SEpaL.
e MOovo yla e€wtepikn xpnon.
e Xpnoluormoleite o KaAd agpl{Opeva pLEpN.
e AmModeUYETE TNV ELOTIVON ATUWV/EKVEPWATOG.
e Ta ocuvOeTIKA UAIKA Ba TPETEL VA TPOOTATEVOVTOL KATA TN SLdpKeLa Tou PeKaopoL.

e OLXpNOTEG Bal IPEMEL VA EVNUEPWVOUV €AV N epapUoyr Elval AVATIOTEAECUATIKA KAl Vol

TO avad£POUV AUECWE OTOV KATOXO TN adelac Kukhodoplag
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Npwteg BorOeieg:
MpokaAel coBapod oPpBaAULKO peBLOUO.

Meta amno glonvor): MetadEpPETe TOV MAOYXOVTA O UEPOC UE KABapOo agpa.

Meta amno enadn Ue To patia: EemAuvete pe adpOovo vepo. Kaléote opBaApiatpo.

MEeTA amo KaTamoaon: SWOoTe ApEowE oToV MaBovTa va TILEL VEPO (Ewg SV o moThpLa).
JupBouAeuteite LaTPO.

Tol IO ONUOVTIKA CUUMTWHOTO KoL eMSpAoelc, ofeieg Kal KOOUOTEPNUEVES: EPEBDIOTIKEC
emdpAoELG

‘Ev6eLén Tuxov amattouevng apeong LHTpLkng dpovtidag Kat el81KAG Beparmeiac: Asv umdpyxouv
Sla0éoipeg mAnpodoplieg

Mpoowrkeg MPodUAAEELS, E€OTMALOUOC TPOOTACIOC KAl SLASIKACIEC EKTAKTOU aVAYKNG
0&nylec mpodUAaENC: Mnv avamveeTe atpoUg Kal agpoAlpata. AltodpeUyeTe TNV madn HE TNV
ouoia. E€aodaliote emapkn asplopo. EKKevwoTte TV mepLloxn Kvduvou, TNPrOoTE TIG
SLo8IKOOLEC EKTAKTOU avayKng, cUUPBoUAeuTEiTE £vav £L8LKO.

Mpoduldaelc yia to mepBaiAov: Mnv amoppimtete unepBoALKr) TOGOTNTA LYPWV OTNV
Qamox£TEUON

TnAédpwvo Kévtpou AnAntnpiacswv: 210 77 93 777

5.3 08nyigg yia tnv acdpaAn S1abson Tou MPoldvTog Kal TG CUCKEUAGLOG TOU

Tuxwv amoBAnTa UALKA TTPETEL va amoppimtovtal cUpdwva HE TNV eVpwraiki odnyla
2008/98/EK kaBwg kat AAoug €BVIKOUG Kot TOTUKOUG KAVOVLOOUG.

AToOnKeVUOTE TA XNULKA OTOV APXLKO TIEPLEKTN TOUG.
Mnv avaplyvUeTe pe dAAa anopAnta.
O XEPLOYOC TWV KN KaBaplopévwy TTEPLEKTWYV Ba mpEmel va ival i6log pe To mpoidv kabauTo.

Mnv amoppintete untepBoALKr) TTOGOTNTO UYPWV OTNV OTOXETEVON).

5.4 ZuvOnKeg anoBnKeVoNG Ko Xpovog WG TOU MPOLOVTOC UTIO KAVOVIKEG CUVONKEG
amnoBnkeuong

JuvOnkeg duAaénc: Alatnpeite Tov MEPLEKTN KAAA KAELOUEVO o€ ENPO Kol KAAA agpl{OEVO
HEPOC. AlaTnpELTE HaKpLA amo BeppdtnTa Kot nNy£EC avadAe€ng.

To npoidv Sev Ba mpémet va GUAACOETAL YLO TIAPATETAUEVO XPOVIKA SLOOTI AT O
Bepuokpaaieg >40°C.

Awdpkela {wnc: 18 unveg

JupBouln nepl aodaArouc xelpLlopol: Tnpeite TG mPopUAALELS TNG ETIKETOGC. ATtoBnKeloTE
LOKPLA OTTO YUUVEG PAOYEG, KOUTEG ETILHAVELEG KAl TINYEG oVAPAEENC. AQUBAVETE TIPOANTITIKA
HETPA EVAVTL NAEKTPOOTATIKWY EKKEVWOEWV.

Méetpa eAéyxou £kBeaonc tou mepBAaAAovtoc: Mnv apriveTe To TPoioV va ELOXWPNOEL OE
QTOXETEVOELG.

6. AAAec mAnpowopisg
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