KYMPIAKH AHMOKPATIA

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

AAEIATIA AIAGEZH XTHN ArOPA KAI XPHZH

Aaupdavovtag utréyn:

TNV aitnon pe ap. BC-TP020466-21 trou utroBAnBnke oTto Mmpd:o BIOKTOVWV yia xoprynon
adeiag o€ PlokTovo TTavopoldTuTro pe To adeiodotnuévo Tpoidv Insect Repellent Pump Spray
Lice IR3535 20% pe apiBuo adeiag KY-0103,

A) levikd oToixeia adsiag

1. Ap1Buo6g Adeiag: KY-0132
Huepopnvia xopriynong adeiag: 27/09/2018
Huepopnvia Afigng adeiag: 06/04/2027

2. Karoxog g adeiag: ACP Solutions Ltd
Nailsworth Mills Estate Nailsworth, Gloucestershlre GL6 OBS
UK

B) TautéTnTa BiokTdvou

1. Eptropiké Ovopa: | Gurkha protec active head lice repellant




2. Tumoc MpoidvTwv: TM19 — ATTwOnTIKA KOl TTPOCEAKUCTIKA

3. Katnyopia xpnotwv: | lMa epaditexviki xpRon

4. Mopery: | AL — KdaBe dAho uypd

ApaorTikr ougia:
Ethyl N-acetyl-N-butyl-B-alaninate 20% B/B

5. Eyyunuévn olvBeon:
BonBnrikéc ouoieg: Ewg 100% B/

Merck KGaA

6. MNapaoKeUaoTr g OKEUAOUATOG: .
Frankfurter strasse 250, 64293, Darmstadt, 'epuavia

N ApaoTikn oudia

1. Koivrj Ovopaoia:| Ethyl N-acetyl-N-butyl-B-alaninate

2. EAGXIOTN TTEPIEKTIKOTNTA TNG TEXVIKG KaBaprig ouoiag, | ggo BB

oe kaBapr] dpacTIKr ouacia:

3. MapaokevaoTrg ¢ 8.0.: | Merck, Mepuavia

II. Eykpivetau n ouvnuuévn [MMepiAnyn XapaktnpioTikwyv [poioviog, OmTwg auTth
ETMOUVATTTETAI KAl ATTOTEAET AVATTOOTTAOTO HEPOG TNG Trapolong adeiag.

II1. Avavéwon adeiag / Opoi avakAnong adeiag / MpooTacia dedopévwv
1. H rapolUoa adeia 1oxUel yéxp! 06/04/2027.

2. Mpiv T AjEN TN TTapolong adeiag, UTTORAAAETAI aTTd TOV KATOXO QUTAC, £@' OO0V EVOIapEPETAL,
aitnon avavéwaong, cupgwva pe 1o dpBpo 31 Tou Kavoviopou (EE) apiB. 528/2012 kai cUpPWVa
pe Tov Kat’ egouoiodotnon Kavoviopd (EE) apiB. 492/2014.

3. H rapouca adeia ptmopei va avakAnBei otroiadirote oTiyun edv ol 6pol yia TV ATOKTNan NS
adeiag Sev TAnpouvral f Emawav va TAnpouvtal i} TTapaoxéBnkav TAAoTA 1j TapatTAavnTKA
oToixeia BAcel Twv oTroiwy Xopnyndnke auTr.

4. Na v TTpooTacia Kai kovoxpnoia Twv dedopévwy epapudlovral Ta dpepa 59 éwg kal 64 Tou
Kavoviopou (EE) api8. 528/2012.



IV. leviKéG UTTOXPEWOEIG

1. O kdTOX0G TNG GdeIag oPeilel va TNPEl TOUG OPOUC TNG TTPWTNS £YKPIONS TOU OKEUACATOC,
OTTWG aUTH Xopnyrnenke amod 1o Kpdrog-HEAog agioAdynaong.

2. O kdroxog NG adeiag ival UTTOXPEWHREVOS OE OTTOIABI|TTOTE XPOVIKI OTIYUI] VO EVIHEPWVEI TNV
Appddia Apxr yia otrolecdrroTe BUOHEVEIG ETIOPACEIG OToV AvBpwTro ry/ Kal To TepIBAAAov TTou
TEPINABaV OE yvwon Tou amd TNV XPron Tou TPoidviog. Tuxov amoKpuyn HIaS TETOIOG
TTAnpogopiag armoTeAei adiknua Kal SIKETAI TTOIVIKA £V TTapdAAnAa avakaAgital n adeia.

3. O kdroxog Tng Adelag Ba TPETEl va BIOTNPEI CUVEXWS EVNHEPWHEVOUS TOUS QPUKEAOUC TOU
OKEUAOUATOG TTOU TNPoUVTal otV Appodia Apxr He BGon Ta vedTepa emOTNpOVIKG dedopeva yia
otrola8ATTOTE PHEAAOVTIKNA ETTAVEZETAOT.

4. H diagprigion Tou OKEUACHATOS ETITRETETAI HOVO EQOOOV gival CUHQWYN HE TOUG OPOUG TNG
adeiag Tou OKEUACUATOG Kal TNV IgXUouca vopoBeaia.

5. H eTikéta Ba mpeETTel va eival oUpgwvn PE To apBpo 69 tou Kavoviopoul (EE) api. 528/2012 kai
ME TNV ouvnupevn MNepiAnwn XapaktnpioTikwy [NpoidvTog TTou atroTeAE] avaTrOOTTAGTO KOPUAT TNG

TTapouaong adelag.
V. AAA\eg TAnpo@opiceg

Hpepopunvia: 27/09/2018




MNepiAnwn XapakTnpioTik®wV MpoiovTog

Gurkha protect active head lice repellant

Ap. Adsiag: KY-0132
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1. A10IKNTIKEC NANPOWPOPIES

1.1. Egnopikn ovopaocia Tou npoiovrog

Eunopikn ovopacia

Xwpa (kata nepintwaon)

Kdanpog

1.2. Karoyog Tng adeiag

Gurkha protec active head lice repellant

‘Ovopa kal dieuBuvaon Tou ‘Ovopua ACP Solutions Ltd

karoxou TngG adsiag AigvBuvon |Nailsworth Mills Estate, Nailsworth, -
Gloucestershire, GL6 0BS
UK

Ap1Bpog adeiag KY-0132

Huepopnvia xopniynong adsiag |27/09/2018

Huspounvia Angng ad=iag

06/04/2027

1.3. MNapaoKeUaoTI|G TOU NPOIOVTOC

‘Ovopa NnapacKeuaoTh)

Merck KGaA

AlgUOuvon NapaoKeUaoTn

Frankfurter strasse 250, 64293, Darmstadt,
Feppavia

A1e0bBuvon epyooTaciou

Frankfurter strasse 250, 64293, Darmstadt,

NAapacKeUNG

reppavia

1.4. NapaoksuaoTnG/£C TG/ TWV

dpaocTiKnG/ wv ougiag/ 1wV

ApaocTikn ougia

Ethyl N-acetyl-N-butyl-B-alaninate

‘Ovopa NnapagkKeUaoTn

Merck. KGaA

AlelOuvon NapacKeuaoTn

Frankfurter strasse 250, 64293, Darmstadt,
lepuavia

' |A1e0Buvon epyooTaciou
NapagKeung

Confidential

ApaoTikn ouaia

Ethyl N-acetyl-N-butyl-B-alaninate

‘Ovopa NapacKeuaoTn

Merck. S.L.U.

A1e8uvon NapackKeuaoTn

Calle Maria de Molina, 40 28006 Madrid Ionavia

Aie0t8uvon epyooTaciou

NAapaocKeUng

Confidential

ZeAida 5 amd 9




2. 2UvBson NPOIOVTOC KAl TUNOC OKEUATUATOC

2.1. MoIoTIKMA KAl NOCOTIKN NANPoYpOopron OXETIKAG HE T oUvBson TOU

npoiovTog ;

Koivo ovopa |Ovopaocia Id10TnTa |ApiIBpog CAS (ApiBudg |MepiskTIKOTNTO
kara IUPAC EC (%) :

Ethyl N-acetyl- ApaoTikn [52304-36-6 |257-835-0 20

N-butyl-B- ouaia

alaninate

- |BonBnTIKEC OUOIEG — EPNIOTEUTIKEG NANPOPOPIEG NOU NEPIEXOVTAl OTO (PAKEAO
a&loAbynong Tou NpoidvTog

2.2. TUNOC OKEUAOUATOG

ﬁL-KdeE aAAo uypo

3. AnA®osIc ENIKIVEUVOTNTAG KAl NPO®UAAEng

Ta&ivounon Kal eNICHPavon Tou nNpoiovTog ocUp@wva pe Tov Kavoviopo (EK) 1272/2008

TaZivopnon

KaTtnyopia kivduvou

GHS02: EUpAekTO
GHS07: OFeia tofikdTnTa

Enmiorjpavon

| Eikovoypappa

ORO

MpoeidonoinTikr) A£En

Mpoooxn

AnAwosig emikivduvoTnTag

H226 EUgAEKTO UYpO Kal aTPOG
H319 MpokaAei coBapd opOBaApIko epediouo

ANA®WOEIC NpopUAAENG

P101 Edv {nTAOETE 1QTPIKN CUUPOUANR, va £xeTe padi oag
TOV MEPIEKTN TOU NPOIOGVTOG N TNV ETIKETA.

P102 KpaTroTe To pakpia ano naidid.

P210 Makpia anod BepuoTnTa, BEPUEG EMNIPAVEIEG,
onIvenpeg, YURVEG QAOYEC Kal AAAEC NNYEC ava@AsEnc.
AnayopeUeTal To Kanvioyd.

P305 + P351 +P338 + P310 AN TO NMPOION MIEI
ZTA MATIA ZAZ: =enAUVETE NPOCEKTIKA HE VEPO YIa
apketd AenTd. AgalpEoTe Toug (pakolc ena@nc av PpopaTe
Kal av eival eUKOAO va To NpAa&eTe-ouveyioTe To EERyaApa.
KaAéaTe apgowc To KEvTpo AnAnNTnpidgewy f £va yiarpo.

SUMNANPWHATIKEG
nAnpopopiec KIvdUvou

4. EYKEKPIPYEVEG XPNOEIC

4.1. Xprion 1. M£oo yia TNV ANOKPOUCT KOUVOUMI®V Kal TOIUMNOUPIAV GTOV

avepwno

TOnog npoiovrog

TM19 - AnwBnTIKA Kal NPOTEAKUCTIKA.

EYKEKPIPEVNG XPTONG

AkpIBRG nepiypa®n g

AnwBnTiko
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Opyaviouoi-oToxol EnioTnuovikn ovopaoia: Pediculidae
(cupnepiAappBavopévo

U Kdi Tou oTadiou Koiv ovouaaoia: Weipeg
avanTtuing) >T1adio avanTtugng: akyaia
Medio epappoyng 3£ EOWTEPIKOUG XWPOUC.

EowTepikoi xwpol g kaAa aepi{opeva Pepn.

To Insect repellent Pump Spray Lice IR3535® 20% civail éva
£TOIYO YIA XPNon anwdnTIkd npoidv yia Tnv npdAnyn Tng
poAuvong and yeipeg Tng avOpwnivng kepaing (Pediculus

. |humanus capltls) l'lpz-:nF.l va scpapuo&eral ora pa)\)\lc arov
auxéva Kal niow anod Ta auTid.

M£B803d0G epappoyng Wekaopog.
To £TOIYO yIa Xpron Npoidv gival Eéva eKvEPpwHa PE avTAia nou
wekaleTal kaTeuBeiav oTa paAAid.

Aoon kai ouxXvoTnTa EvAAIKEG: £wg kal 1,05 g npoidvTog ) nepinou 9 Wekaopoi
gQappoyng ava egappoyn,

: naidia nAikiag and 0 éwg 11 eTwv: 0,5 g ) nepinou 4
Wekaopoi ava epapuoyn
To npoidv ouvnBwc e@apudleTal yovo Wia popd Tnv nUEpa.
KaTa Tnv enavaAnnTikn papuoyn, TNPEITE TOV ENITPENOUEVO
UEYIOTO aplBUo EQApUOYwY ava nuepa:
sEvnAikeg kal naidia nAikiag avw Tou 1 £Touc: 3 Qopég TNV
nKépa.
o[1a1d1a nAikiag and 0 €wg 1 £€Toug: 2 POPEG TNV NUEPQ.

‘'OTav 1o BIOKTOVO NPoiov epappoleTal oe naidid nAKiag KaTw
Twv 11 eTwv, Ba npenel va epappodeTal ano eviAika.

Karnyopisg xpnorav Mn enayyeApaTIEG XPNOTEG

M£ysBog kai gidog ®i1aAn, nAaoTikn: HDPE, >25,0 - <250,0mL
OUOKEUAoiag :
H @iaAn kAgivel yg KEaAn nou nepiéXel avTAia, n onoia
kaAunTeTal anod kandki.

4.1.1. EIGIKEG 0ONYIEG yIa TN CUYKEKPIPEVI XPIiOT

BepaiwBeiTe 0TI BV UNAPXOUV WEIPEG. XPNOILONOINOTE NpwTa POEIPOKTOVO.

EqpapudaTe opoiogop®a To Npoiov o kabapa kal oTeyva ) OKOUNIOHEVA HE NETOETA
HaAAIG, KovTa oTo JEpHA TNG KEQAANG, @povTiovTag va EEKIVIIOETE and Tov auxEva Kal
TNV NEpIoXN Niocw and Ta auTid. TN CUVEXEIQ WEKAOTE OAa Ta paAAld onwg ;
Xpnoigonolgite pia Aak. BeBaiwBeiTe 0TI To dEpUa TNG KEPAANG Kal Ta HAAAIG EXouv
dlaBpaxei ENapkwe.

H s(pclppoyﬁ npénel va enavain@oei pETél To AoUCINO TWV ua)\)\ld)v 'OTav 1o BIOKTOVO
npoidv epapuoleral o na|6|a nAIkiag katw Twv 11 eTwv, Ba npenel va epappoleTal ano
gvnAika.

To npoiov ouvnBwg epapuodeTal povo pia gpopd Tnv nuepa. Kata Tnv enavainnrikn
£QapUoyr, TNPEITE TOV ENITPENOUEVO PEYIOTO aplBuod epappoywv ava nuépa: *EviAikeg
kar naidia nAikiag avw Tou 1 £Touc: 3 QopEg TNV NuEpa. «Maidia nAikiag and 0 €wg 1
£TOUG: 2 (POPEG TNV NUEPA.

Ma ouvexn npooTtacia: EqpappooTe Eava To apyoTeEPO WETA anod 2 nuéEpeg o kabapd Kkai
oTeYVA ) OKoUNIOPEva UE NETOETA PaAAId. EpapuooTe Eava vwpiTepa €av Ta paAAid
gxouv £pBel og ena@n pe vepo (ONwG PETA and Bpoxn N KOAUWNI), £wg 0Tou NAWYE! va
undapxel Kivduvog HOAUVONG.
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4.1.2. Eidixa pyérpa auBAuvornc Tou KivoUvou yid Ti) CUYKEKPIUEVT XpRon

XpnoigonolsiTe To anwbnTikd PE ac@daAeia. AiaBadeTe navTa TNV TIKETA Kal TIG
ANANPOMOpPIEC TOU NPOIOVTOG MpIv anod Tn Xpnon.
Mnv wekalete oTo NpooWNO fj EQapUOlETE OTNY NEPIOYXH TWV HATIOV.

MpooTaTteUeTe Ta paTia Twv naidi®v kai npootaTeleTe To Naidi and €ionvor KaTa Tn
S1dpKEIa TOU WeKAOHOU.

Mnv epappoleTe o ekdopég, Tpalpara n epebiougvo deppua.

Movo yia eEwTepIKA Xpnon.

XpnoigonolgiTe O KaAa agpiOUEVA PEPN.

ANO@EUYETE TNV EIONVON ATHWV/EKVEPWHATOG.

Ta ouvBeTika uAhika Ba npénel va npooTatevovTal kata Tn dIAPKEIa TOU YeKaopoU.

01 xpnoTeg Ba npenel va evnuep@vouv gav n Bepaneia gival avanoTeAeopaTikr kai va To
avagEpPouV aPECWS OTOV KATOXO TNG adeiag KukAogopiag

4.1.3. AenTouEpEIEC yiIa TIC NIBAVEG GUECEG KAl EUPECEG ENINTWOEIS, 0dNYIEG
npowTwv Bonbsiwdv Kal HETpA EKTAKTNG avdykng yid npooracia Tou
nepIBAAAOVTOG OXETIKA UE Tr) CUYKEKPIUEV XPHon

MpokaAei coBapd opBaAuikd epeBiopod.
MeTd and eignvor): kabapog agpag.
MeTa anod ena@n e Ta paria: EenAUVeTe Pe apBovo vepo. KaAéoTe opBaApiaTpo.

MeTd and katanoon: dwoTe auéowc atov naBovrta va niel vepo (Ewg dUo noTtrhpia).
ZUMPOUAEUTEITE 1QTPO. .

Ta nio onuavTika ouPNT®OUATa Kal enidpacelg, ofeieg kal OWILEG: EPEBIOTIKEG ENIDPACTEIG

‘EvOeIEn TuXOV anairoUPEVNG AUEDNCG ITPIKNG MpovTidag kal e101kNG Bepaneiag: Asv
unapxouv S1aBECIPEG NANPOPOPIES

MNpoownikeG Npo@UAAGEEIS, EonAiouog npooraciag kal Siadikagieg EKTAKTOU avaykng

SupBouAn yia NpoowniKo EKTOC EKTAKTOU avaykng: Mnv avanveeTe aTpoug Kal
agpoAUparta. AnoMeUyYETE TNV enagn PE Tnv ouaia. EEaopalAioTe enapkr) agpiopo.
Exkev®OoTE TNV Neploxn Kivdlivou, TnpNnoTe Tig diadikacieg eKTAKTOU avaykng,
OUUBOUAEUTEITE Evav €101KO.

Npo@uAdaEsic yia 1o nepiBaAAov: Mnv anoppinTeTe UNEPBOAIKN NOCOTNTA UYPWV.CTNV

anoxETeuon.

4.1.4. 0Odnyieg y1a tnv ac@aAn 31G6eon TOU NpoiovToG Kal TG CUCKEUAoiag
TOU OXETIKA LE TI) OUYKEKPIUEVI XPHON

Ta andoBAnTa uAIka npénel va anoppinTovTal cUPQWVA WE TNV Eupwnaikn odnyia
2008/98/EK kabBwc¢ kal aAAoug €8vikoUG Kal TONIKOUG KavovIoHoug. AQRVETE Ta XNHIKA
OTOUC apXIKoUc NEPIEKTEC TOUC. MNV avaplyvUeTe e AAAa anoBAnta. O XEIpIoPOG TwV HA
kaBapiopévwv NeEpIEKT@V Ba npenel va gival idiog pe To kaBauTo npoiov.

Mnv anoppinTeTe uNepBOAIKA NOCOTNTA UYPWV OTNV ANOXETEUON.
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4.1.5. 3uvlnkec anoBnksuong kai xpovo¢ Iwng Tou npoiovrog uUmo
KAVOVIKEG OUVOINKEG anoBnKeUOG OXETIKA UE T} CUYKEKPIUEVT XpHon

SuvBnkeg OUAAENG: AIaTNPEITE TOV NEPIEKTN KAAd KAEIOPEVO O ENpo Kal KaAa
aepilOpevo PEPOG. AlaTNPEITE Jakpid ano BepudTNTa Kal NNYEG avapAeEng.

To npoidv dev Ba npénegl va QUAGCOETAI YIQ NAPATETAPEVA XPOVIKA dIaoTAPATA OE
Pepuokpaaieg >40°C.

Aiapkeia {wnc: 18 pAveg

ZupBouAn nepi aopaloug XeIpIguou: TnpeiTe TIG NpoUAAEEIG TNG ETIKETAG. AlaTn peiTe

HOKPIA and YUPVEG PAOYEG, KQUTEG ENIPAVEIEG KAl NNYEG avapAegng. Aappavere
MPOANNTIKA PETPA EVAVTI NAEKTPOOTATIKWOV EKKEVWOEWV.

MeéTpa eAéyxou EkBeong Tou nepiBaAAovTog: Mnv agrveTe To NPOIOV va EICXWPNOTEl O
anoXeTEUCTEIG,.

5. Odnyisc yia Tn Xpnon
5.1. Odnyieg xpnong

BA. 0dnyiec Xpnong €IBIKEG Y1 CUYKEKPILEVEG XPIOEIG

5.2. MéTpa auBAuvong Tou Kiviuvou

BA. pETpa peiwong Tou KivdUvou €181KA Yia CUYKEKPIUEVEG XPNOEIG

5.3. AenTOMEPEIEG Yia TIG MNIOAVEG AUECEG KAl EPHUECEG ENINTMOEIG, 0dNYisg
npwTwv Bondsimv kal HYETPA EKTAKTNG aVAYKNG Yyia npooTtacia Tou
nepifaAAovrog

lBA. oroixeia €161KA y1a OUYKEKPIUEVES XPOEIG

5.4. 0dnyisg yia Tnv ac@aArn 31aBson Tou NpoiovTOog Kal TNG CUCKEUaoiag
TOU

BA. 0dnyieg E1BIKEC Y1Q OUYKEKPIPEVEG XPNOEIG

5.5. ZuvOnkeg anoBnkKeuong Kal Xpovog {wrg Tou NpoiovTog Und KavovIKEG
ouvBnKeg anoBnkKeuong

BA. ouvBnKeg EIBIKEC YIA CUYKEKPILEVEC XPMOEIC

6. AAAEC NANPOWOPIEG
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