KYTNPIAKH AHMOKPATIA

O MEPI BIOKTONQN NOMOZ TOY 2014
(N. 34(1)/2014)

AAEIA A AIAGEZH ZTHN AI'OPA KAI XPHZH

AapBavovrag utoyn:

v aitnon pe ap. BC-UA068697-25 (NA-BBS) TTou utroBAriBnke ato Mntpwo BiokTovwy yia
xopriynon adeiag BiokTovou,

. Xopnyeitan Gdeia  yia  Bidbson otV ayopd K« Xprion o©To  BIOKTOVO

A) l'svika oToiysia adeiag

1. ApIBuog Adeiag: KY-0217
Huepounvia xopriynong adeiag: 21/02/2022
Huepounvia Angng tng adeiag: 06/04/2027

2. Karoxog Tng adeiag: VICAN N. ANAFNQETAKHE A.E.
Eppo0U 1, 14452, Metapdpewan, ATTikr), EAAGSa

B) TautéTnTa BiokTtovou

1. Epmropikd Ovopa: | CER'8 ANTI LICE kai ZANZARA

2. Tutrog Mpoidvtwy: | TM19 - ATwenTIKA Kal TTPOCEAKUCTIKA

3. Katnyopia XpnoTwV: | TMa epaciTexvikr Xpron

4. Mopery: | AL- KaBe dAho uypo




ApaoTikn ouaia:
Ethyl butylacetylaminopropionate (IR3535) 20% B/B

5. Eyyunuévn ouvBeon:
BonBnrikég ouaiec: 79,198 % B/B

6. NapaokeuaoTrig okeudoparog: | VICAN A.E., EAAGDa

) ApacTiki oucia

1. Kovij Ovopaoia:| Ethyl butylacetylaminopropionate (IR3535)

2. EAGYIOTN TIEPIEKTIKOTATA TNG TEXVIKG KaBaprig ouoiag, | ggoy

oe KoBapr dpacTIK ouaia:

3. MapackevaoTtric ¢ 8.0.. | 1. Merck S.L.U., loravia
2. Merck KGaA, lepuavia

Il. Eykpiverau n ouvnuuévn TepiAngn XapakrnpioTikwy [poiovrog, OTTWS auTh
EMICUVATITETAI KOI AQTTOTEAEI AQVATTOOTTAOTO MEPOS TNG TTapolong Gdeiag.

lll. Avavéwon adeiag / Opol avdakAnong adeiag / Mpooracia dedopévwv

1. H rapouoa ddeia 1oxUel péxpr 06/04/2027.

2. Mpiv ™ AAEn NG Tapouong dadeiag, uTTOBAAAETal amd TOV KATOXO QUTAG, €@’ OO0V
evolaépeTal, aitnon avavéwong, cupewva Pe 1o apBpo 31 tou Kavoviopou (EE) api8. 528/2012
Kal gUp@wva Pe Tov Kat' egoucioddtnon Kavoviopd (EE) apiB. 492/2014.

3. H rapouoca adeia pmropei va avakAnBei oroiadAmoTe oTiydr] €av ol 6pol yia TNV amdKTnon g
adeiag Sev TAnpouvTal  Eawav va TTAnpolvTal ) TrapacX£enkav TAAoTd f mapatrAavnTika
gTolIxXEia BAcEl Twy oTroiwy XopnyRBnke auTn.

4. Na Vv TpooTacia Kai Koivoxpnaoia Twv dedopivwv epapuolovTal Ta dpBpa 59 £wg kal 64 Tou
Kavoviouou (EE) apiB. 528/2012.

IV. Mevikég uTrOXpPEWOEIC

1. O KdTOX0G TNG AdEIAg Eival UTTOXPEWHEVOS OE OTTOIABNTTOTE XPOVIKI CTIYHI VA EVAHEPWVEI TNV
Apuodia Apxn yia otroieodrjrote Suopeveic EmIBPAcEIS oTov avBpwtro rY Kal To TEPIBAAAoY TTou
mepiRABav O yvwon Tou amd Tnv Xprion Tou Tpoidviog. Tuxdév amékpuyn MIag TETOING
TAnpoopiag amoTeAsi adiknua kai SILKETAI TTOIVIKA v TTapdAAnAa avakaAegital n adeia.

2. O karoxog g adeiag Ba wpEmel va dIATNPEl CUVEXWGS EVNHEPWHEVOUS TOUG PAKEAOUG TOU



OKEUAOPATOG TTou TNpoUvTal otnv Appddia Apxr He BAan Ta VEOTEPA ETTICTNHOVIKA Sedopéva yia
otroladrToTE HEAAOVTIKN ETTAVEEETAON.

3. H Bia@rjuion Tou OKEUAOPATOG EMITPETTETAl HOVO £QOTOV Eival CUPPWVN HE TOUG OPOUG TNG
adelag Tou oKEUAOMATOG Kal TNV IoxUouoa vopoBeaia.

4. H eTikéta Ba tpétel va gival oluguwvn pe 1o dpBpo 69 Tou Kavoviopou (EE) apib. 528/2012
Kal pE TV ouvnuuévn MepiAnwn XapaxktnpioTikwy [poiévrog ou amoTeAei avamrdomaaTo
KOMMATI TNG TTapouong adeiag.

V. AAAeg TTAnpo@opitg

Huepounvia: 21/02/2022
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(AvdpouUAa Mewpyiou)
AiguBuvTpia
TuAuatog Mewpyiag



MepiAnyn XapakTnpioTik®wv MpoiovTog

CER'S8 ANTI LICE ka1 ZANZARA

(oTo nedio 1.1 pynopei va ava@épovTar ENINPOCOETEG OVOLATiES)

Ap. Adsiag: KY-0217
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1. A10IKNTIKEC NANPOWOPIES
1.1. Egnopikn ovopacia Tou nNpoiovrog

Epnopiki) ovopacia Xwpa (kaTta nepintwon)

CER'8 ANTI LICE Kunpog

ZANZARA

1.2. Karoxog Tng adsiag

'Ovopa kai d1eBuvon Tou ‘Ovopa VICAN N. ANAINQZTAKHZ A.E.

Karoxou TnG adsiag

AigBuvon |Eppol 1, 14452, MeTapoppwaon,
ATTIKR, EANGDQ

Ap19pog adsiag KY-0217
Huspounvia xopynong Tng 21/02/2022
adsiag

Huepopnvia An§ng Tng adsiag |06/04/2027

1.3. NapaokKeuaoTIiG TOU NPoidovTog

‘Ovopa napacKeuacTh

VICAN A.E,

AlgUBuvon NapacKeUaoTr)

AepBeviwv 28, 144 51 MeTapoppwon,
EANGOa

AielBuvon epyooTaciou
NAapaoKeUng

Air Pack, Xnuika & Znpei, Aewg. TaToiou 119, 136
77 Axapvec EANGDa

1.4. MapaokevacTnG/£G TG/ TWV SpACTIKIG/ MV ouoiag/ IOV

ApaoTikn oucia

Ethyl butylacetylaminopropionate

'Ovopa napaockeuvaoTh (I)

Merck S.L.U.

AieUBuUvVOoN NapacKEUAOTN

Calle Maria de Molina, 28006, Madrid, Ionavia

AigBuvon epyooTaciou
NAapacKeUung

Poligono Merck, 08100 Mollet de Vallés, Barcelona,
Ionavia

'Ovopa napackeuvaoTh (II)

Merck KGaA

A1£08uvon NapacKeuaoT

Frankfurter StraBe, 64293 Darmstadt, Meppavia

AiciBuvon epyoocTaciou
NAapacKeuUng

Poligono Merck, 08100 Mollet de Vallés, Barcelona,
Ionavia
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2. Z0vBOeon NPoiovToC KAl TUNOC OKEUACUATOG

2.1. MoIoTIKN Kdl NOCOTIKA NANPOo®OpNonN OXETIKA HE TN OUVBECT TOU NPoidvTog

Koivo ovopa Ovopacia |[Idi1oTRTA |ApIBHOG Api18poG EC |MepIiekTIKOTATA
Kara CAS (%)
IUPAC
Ethyl ethyl 3- ApaoTikn |52304-36-6 |257-835-0 |20
butylacetylaminop |[acetyl(but |ouaia
ropionate ylam
ino]propan
oate

2.2. TUNoG OKEUAOHUATOG

|AL— KaBe aiAo uypo

3. AnA®OoEsIC ENIKIVOUVOTNTAS KAl Nnpo®@UAa&ng

Ta&ivounon Kai enionpavan Tou npoiovTog ocUPewva pe Tov Kavoviopo (EK) 1272/2008

TaZivopnon

Enicnupavon
MposidonoinTiKA AEEN Mpoooxn

AnAwoeig emkivduvoTnTag |H226 Yypo Kai aTHoi EU@AEKTa.
H319 MpokaAei coBapd opBaApikd epediapod.

ANAWOEIC NpoPUAAENG P101 Eav {nTnoeTe 1aTPIKN CUHBOUAR, va gxete padi oag
TOV MEPIEKTN TOU MPOIOVTOG I TNV ETIKETA.

P102 Makpida and naidida.

P210 Makpia and BeppoTnTa, Bepuég eNIPAVEIEG,
anivenpeg, Yuuvr @AOYa kal GAAEG nnyEG avagAeEng. Mnv
KanvileTe.

P264 MAUVETE Ta XEPIA OXOAQOTIKA META TO XEIPIOHO.
P305+P351+P338 ZE MNEPINTRZH ENA®HZ ME TA
MATIA: ZenAUVETE NPOCEKTIKA WE VEPO VIO APKETA AENTA.
Edv undpxouv @akoi eEnagng, agalpEaTe Toug, av ival
glkoAo. ZuveyioTe va EEnAEVeTE.

P501 AiaBson Tou NePIEKTN OE EEoudiodoTnUEVN povada
kal oUpeWvVa Pe Toug TonikoUG, NEPIPEPEIAKOUG, EBVIKOUG
kal digbveig kavoviguoug.

4. EYKEKPIUEVEG XPNOEIC

4.1. Neprypa®n Tng Xprong
Mivakag 1. XpAon # 1 - EKVEQWHA yid TNV an®dnon WPeipwv TnG KEPAANG -
EpacITEXVIKN Xpnon

TUnog NpoiovTog TMN19 - AnwONTIKA Kal NPOCEAKUTTIKA
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AkpIBiG NEPIYPaP TNG
EYKEKPIPEVNG XPAGNG

ATopIKN npooTaagia

To okelaopa sival éva £Toipgo yia Xprion npoiov, yia Tnv
npoAnyn TNE enavanpooBoAng and weipeg Tng avBpwnivng
kepaAng (Pediculus humanus capitis) peETa and avTiPBeEIpikn
Bepaneia.

'EqpapudleTal oTa gaAAid, oTov auxéva kal nicw anod Ta

auTid.

Opyavicpoi-oToxol

EmioTnuovikn ovopacia: Pediculidae

(cupnepihapBavopévo |Koivi ovopaoia: Weipa kepalng

U Kail Tou otadiou =1adio avanTtugng: Akpaia

avanTtuinc)

Nedio e@appoyng Xpron og ecwTEPIKOUG XWPOUG (KaAd agpifopeva pepn)
M£O0d0G EQappOYng Me avTAia yekaopou.

Aoon kail guyvoTnTa
£Qappoyng

To £€ToIPO YIa Xpron npoidv gival éva ekvEpwua PE avTAia
wekaopoU Kal npoopileTal yia Tnv NnpoAnyn Tng
enavanpooBoAng and Weipeg TNG avlpwnmivng KEPAANG
(Pediculus humanus capitis) peta and avTipBeipikn Bepaneia.

EqappooTe Eava PeTa To AoUOIPo Kal To apyOdTeEPO PETA ano 2
NHEPEG.

EpapudleTal kateuBeiav ora palAid, oTov auxéva kail niow
anod Ta auTia pe Tnv Eng docoAoyia:

e EvAAIKeS: £wg kal 1,05 g npoidvTog | evvid (9) wekaopoi
nepinou, ava epappoyn.

e Ma1d1a nAikiag and 0 ewg 11 eTwv: 0,5 g N TEcoepig (4)
WeKaopoi nepinou, ava spapyoyn.

To npoidv cuvABwg epapuodeTal Hovo pia gopd TNV nuEpa.
KaTtd Tnv enavaAnnTikr eQappoyn, TNPEITE TOV ENITPENOUEVO
HEYIOTO apIBuo e@appoywy ava nuépa:

e EVAAIKEG Kal naidia nAikiag avw Tou npwTou (1) €Toug: 3
(POPEG TNV NHEPQ.

e Maidia nAikiac €wg evog (1) EToug: 2 QOPEG TNV NUEPC.

'OTav To BlokTOvVo npoidv epappoleral o naidid nAikiag KaTw
Tov 11 eToVv, Ba npenel va epappodeTal and eviAika.

Karnyopisg xpnorov

Eupl KoIvo (N enayyeAHATIEG XPrOTEG)

Mé£yeBog kal €idog
CuoKeUaoiag

®1aAn pe avTAia wekaopou 25 mL - 250 mL ano
nAaoTiko (HDPE).

4.1.1. EISIKEG 0dNYIES YIa TI] CUYKEKPIHEVI XPIoN

- Aec yevikEG UNOBEIEEIC Xpriong.

4.1.2. Eidixa péTpa auBAuvorc Tou KIVOUVOU yIa T} CUYKEKPIPEVT XPIion

- Aec yeVIKEG UNOdEIEEIG XpNoNG.
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4.1.3. AenTopugpeisg yia Tic MIBAVES GUECEG KAl EUPECEG EMINTWOEIS, 03IYieg
npOTwv Ponbeiwv kar PETPA EKTAKTNG avdyknc yid npooracia Tou
nepIBAAAOVTOG OXETIKG UIE T CUYKEKPIPEVR XPRON

- Agg yevikeg unodei&eig Xprong.

4.1.4. Odnyieg yia Tnv ao@aAn d1a6son TOU nPoidVToC Kai TnG CUOKsuaoiac
TOU OXETIKA LE TI) CUYKEKPIPEVN XPrion

- Aeg yevikeg unodei&eig Xpnong.

4.1.5. ZuvOnke¢ anoBnkeuonc kai Jdidpkeia WG Tou npoidovro¢ uno
KavoVvIKEG OUVOIKEG anoBKeUOTG OXETIKG UE T} CUYKEKPIUEV XpHon

- AEG YEVIKEC UNOJEIEEIC Xprionc.

5. 0Odnvisg via Tn Xpnon
5.1. Odnyisg xpnong

BeBaiwBeite 671 dev undpyouv Yeipeg. XpnoIKONoINOTE NpWTA (POEIPOKTOVO.

EpapuooTe opolopopgpa To npoiov oe kaBapd kal oTeyva ) oKounioPéva PE NETOETA
paAAig, kovTd oTo 3€ppa TG KEQAAnG, (ppovTilovTac va EEKIVAOETE and Tov auxEva Kal
TNV NEpIOXn Niow anod Ta auTid. £Tn CuVEXEIQ WEKAOTE OAa Ta paiAid onwc
XPNOILONOIEITE Eva ONpel Nepinoinang paAMimv. BefaiwBeite 6TI To 8Epua TNS KEQAARC
Kal Ta paAAia €xouv diaBpaxei enapkwc.

H e@appoyn npenel va enavaAn@Bei peTa To Aoloipo Twv paAAiwv. 'OTav To BIOKTOVO
npoiodv epappdleTal oe naidia nAikiag kKatw Twv 11 eTwv, 8a npénsl va spappodleTal and
EVNAIKQ.

To npoidv ouvhBweg epapudleTal povo pia popa Tnv nuépa.

Kata Tnv enavaAnnTikn pappoyr, TNPEITE TOV ENITPENOUEVO PEYIOTO apIBUO EQapuoymV
ava nuépa:

e EviiAikeg kal na1di1a nAikiag avw Tou npwTou (1) £Toug: 3 QopEG TNV NUépa.

e MNaidi1a nAikiag €wg evog (1) €Toug: 2 POPEC TRV NUépa.

Ma ouveyr npootacia: EQapuooTe Eava To apydTepo PeTd and 2 nuépec o kabapd Kai
oTeyva N okouniopéva Pe NEToETa paAAid. E@apudoTe Eavd vwpiTepa av Ta paiAid
Exouv £pBel og ena@n Pe vepod (Onwg PeTa and Bpoxn f) KoAUpnI), £m¢ 6Tou NAYE! va
unapyel kivduvog poAuvonc.

5.2. MéTpa aupAuvong Tou Kivilivou

e XpnoidonolgiTe To anwBnTIkd Pe aopaAeia. AiaBaleTe navra TNV €TIKETA Kal TIC
nANPOQOpIEG TOU NPOIOGVTOG Npiv and Tn xpnon.

» Mnv wekaleTe oTO NPOCWNO KAl PNV €EQApUOTETE GTNV NEPIOXT TWV HATIOV.

» MpooTaTeVeTe Ta PaTIa Twv NaIdi®V KAl npooTaTelUeTe To naidi anod ionvon Kata tn
didpkela Tou Wekaouou.

o Mnv epappoleTe os ekdopeg, TpalpaTa ) epebiopévo déppa.

e M6vVOo yia sEwTEPIKN Xpron.

» Xpnoiponolsite oe kaAa agpIfOpeva pepn.

* AnoeUYETE TNV E€10NVON ATHWV/EKVEQOHATOC.
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e Ta ouvBEeTIKA UAIKA Ba npénel va npooTaTelovTal KaTta Tn dIapKeEIa TOU WYEKATHOU.
o O1 XpriOTEC Ba Npénel va evnuEPOVOUV €AV N EQApUOYN €ival avanoTEAECHATIKN Kal va
TO AvaQEPOUV AUECWE OTOV KATOXO TNG Adelag KUKAopopiag.

5.3. AenTOMEPEIEG YIa TIG NIBavEG GUECEG KAl EPPECEG ENINTOOEIG, 0dNYiEg
npOTWV PBonbsi®v kai PETPA EKTAKTNG GVAYKNG Yia fnpooTacia Tou
nepifaAAovTog

MpwTeg BonBeisg:
Mpokahei coBapod opBaApiko epeBICUO.

MeTa and gionvor): MeTapEPETE Tov NACYovTa O PEPoG Pe kaBapo agpa.

MeTa and enagn Pe Ta paTia: EenAlveTe pe a@Bovo vepo. KaheéaTe opBaipiaTtpo.
MeTd and katanoon: dWOTE aUECWG oTov NaBovTa va niel vepd (Ewg dUo noThpia).
SupBouAsUTEITE 10TPO.

Ta nmio onuavTIKa cudnT®paTa kal emdpaceig, ofgieg kal KABUOTEPNUEVEG: EPEBICTIKEG
€n10pACEIC.

'EvOEIEN TUXOV analtoUpevnG AUEonG 1aTPIKNG ppovTidag kai €151kng Bepaneiag: Aev
undpyouv d1aB£oipeg NAnpopopies.

Mpoownikée Npo@UAAGEEIC, eEonAlouog npooTaoiag kal 3iadIKaoieg EKTAKTOU avaykng
0dnyiec npo@UAAENG: Mnv avanvésTe aTpoUg Kal agpoAlpaTa. ANOQEUYETE TNV ENAPN PE
Tnv ouadia. EEaopalioTe enapkr aspiopd. EKKEVOOTE TNV NEPIOXN KIvEUVOU, TNPAOTE TIG
B1adIkaoiec EKTAKTOU avaykng, OUPBOUAEUTEITE Evav €101KO.

Npo@UAAGEEIS yia To nepIBAAAov: Mnv anoppinTeTe unepPoAikr NOCOTNTA UYPWV OTNV
anoxETEUON

TnAfépwvo KévTpou dnAnTnplacswv: 1401

5.4. 08nyieg yia Tnv acpaln 31a6£0n Tou NPOIGVTOG Kal TNG CUCKEUAGiag Tou

Tuyxmv anoBAnTa uMka npénel va anoppinTovTal CUPQWVA HE TNV eupwnaikn odnyia
2008/98/EK kaBwc kal aAhouc eBvikoUg kal TonikoUg Kavoviopoug.

AnoBnkeUOTE Ta XNMIKA OTOV apXIKO NEPIEKTN TOUG.
Mnv avapiyvUeTe e GAAa anoBAnTa.

O Xelpiopog Twv pn kaBapiopévwy nepiekT®V Ba npenel va ivai 810G Pe To Npoiov
kabauTo.

Mnv anoppinTeTE UNEPPBOAIKY NOCOTNTA UYPAOV OTNV AnNOXETEUON.

5.5. SuVvORKeG anoBrkeuong kai Xpovog {mr)G TOU NPoidovVToG UNO KAVOVIKEG
OUVONKeG anoBnkeuong

SuvOnkeg @UAAENG: AIQTNPEITE TOV NEPIEKTN KAAA KAEIOPEVO Ot ENpo Kal KaAa
aepilopevo pépoc. AlaTnpeiTe pakpia and BeppdTnTa Kal NNyEg avagAegng.

To npoidv dev Ba npénel va GUAACOETAl yia NnapaTeTapéva Xpovikd diagTnuaTa oe
Bepuokpaaieg >40°C.

Aiapkeia {wng: 18 pPnveg

SupBouAR nepi aopaiolc xelpiopol: TnpeiTe TIG NPOPUAAEEIG TNG ETIKETAG. ANoBnkelOTE
HaKpIG and Yupveg GAOYEG, KaUTEG ENIPAVEIEG Kal NNYEG ava@AeEnG. AappaveTe
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NPOANMTIKA PETPA EVAVTI NAEKTPOOTATIKMV EKKEVWOTEWY.,

METpa eAEyxou £kBeoNG Tou NeEPIBAAAOVTOG: Mnv a@rveTe TO NPoiodV va EI0XWPIOEl OE
AnNoYeTEUOEIG,.

6. AAAeC NANPOWOPIES
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