KYNPIAKH AHMOKPATIA

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

AAEIA ['A AIAGEEZH XTHN AFOPA KAl XPHEH

AapBavovTag uTroyr:

v afnen pe ap. BC-HX049356-07 yia Ty Tpotrotoinon g adeiag tou Bioktévou Gurkha
Protec Active Head Lice Repeilent w¢ wpo¢ Tov KaTOX0 TG GdEIXg,

A) M'evikG oToyeia adelug

1. Ap1Budg Adeiag: KY-0132
Hpepounvia xopriynong adeiag: 27/09/2018
Huepounvia Afigne adeiac: 06/04/2027

2. Kdaroxog g adeiag: ACP insect Repellents Limited
Ground Floor, 8-9 Marino Mart, Fairview, D03 P590, Clontarf,
Dublin 3, reland

B) TautétnTa Biokrdvou

1. Epmopikd Ovoua: | Gurkha Protec Active Head Lice Repellent




2. ToToc FlpGiovTwV: TM19 — ATrwBNTIKA KQi TTPOCEAKUCTIKG

3. Katnyopia xpnotwy: | Mo pacitexvikn xprorn

4. Mopgry: | AL — KaBe dAho uypd

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

5. Eyyunuevn olvBson:
BonBnuxéc ougieg: £wg 100% B/B

Merck KGaA

6. MupaoKEURoTH S OKEUGOUATOG: .
Frankfurter strasse 250, 64293, Darmstadt, MNeppavia

) ApaocTikn ouoia

1. Kown Ovopacia:| Ethyl N-acetyl-N-butyl-B-alaninate

2. EAGYI0TN TEPIEKTIKOTNTA TNG TEXVIKA KaBapAg oudiag, | ggoy B/B

oe kafapn O0pacTIKA cuoia:

3. Mapaokeuaotig tng 8.0.. | Merck, Mepuavia

II. Eykpiveral n ouvnuuévn flepiAnpn Xapokmnpiotikwv [poidvrog, OTwg auTh
ETTITUVATTTETAN KOI QTTOTEAE] QVATTOOTTIAOTO UEPOG TG TTapoUong adEiag.

111 Avavéwon adeiag / Opor avakAnong adeiag / MNpooTtaoia dedopévwv

1. H mapouoa &deta ioxuer nexpt 06/04/2027.

2. Mpiv ™ MNjén T™ng Tapouong adeiag, utroBdAleTan amd Tov KATOXO QUTAG, €' OO0V
evBIQQEPETQL, QITRCN avaveéwong, SUUWva pe To apBpo 31 Tou Kavoviopou (EE) apiB. 528/2012
Kot GUPQWva [e Tov kar' e§oucioddtnon Kavoviouo (EE) aptd. 492/2014.

3. H mapovca Gdeia ptropei va avakAnBei omoiadrimore oTiypr) €Gv o1 6pot yIa TNV aTrdéKIon g
Gdeag Sev mAnpolvial N émawav va WAnpoUvTal 1 TFTapackEdnkav TAACTa i TAPATTAQVITIKA
OTOIXEIQ BACE! TWV OTTOIWV XopNyronke auT).

4. Ta TRV TPOCTACTA KAl Kovoxpnoia Twy Sedopévwy epappddovral Ta apdpa 59 £wg kal 64 Tou
Kavoviguou (EE) apIe. 528/2012.



IV. M'evikég uTTOXPEWOEIG

1. O kdroxo¢ ¢ GBelag ogeiAer va TNPEl Toug GpoUg NG TTPWTNG £YKPIONG TOU OKEUACHATOS,
OTTWC QUTI Xopnynenke amd 1o kpdTog-aEhog agioAdynong.

2. O kdToxog TnG adeiag elval UTTOXPEWHEVOS OE OTTOIGSATIOTE XPOVIKN CTIYHI VO EVANEPIVE TV
Apuéia Apxn yia oTroleadnToTe Suouevei emBpdoeig oTov AvBpwTTo fy/ Kai TO TIEPIBAAAOY TTou
TepiABav ot yvwon Tou amd v Xprion tou Tpoibviog. Tuxdv amroKpUWn HIGG TETOING
TAnpogopiag amoteAsl adiknua kol SIWKETAN TTOVIKG evd TTapdAAnAa avakaheitar n adeia.

3. O kdroxoc ¢ Gdsiag 8a TTPETEl va DIOTNHPE] CUVEXWS EVRHEPWHEVOUG TOUG QAKEAOUG TOU
OKEUGGUATOS TFoU TNPOUVTal oTNv Apuddia Apx!] e Bdaon Ta VEGTEPA EMOTNHOVIKG DEdOUEVA Vi
otoladnTroTe YEAAOVTIKA eTavedEraon.

4. H SiapAMIon Tou OKEUAOMATOS EMTPETTETAL HOVO £@OTOV Eival CUUQWVN HE TOUG GPOUG NG
AdeIa¢ TOU GKEUATNATOS KXt TV IoYUouoa vopoBeaia.

5. H enikéra Ba mpémel va sival oUpgwvn We 10 dpBpo 69 Tou Kavoviouou (EE) apib. 528/2012
kat pe v ouvnupévn Nepidnpn Xapakinpiotikiv Mpoidviog Tou amotehel avamdomacTo

KOMWAT TS Trapouong adeiug.

Hugpounvia: 28/03/2019




MepiAnwn XapaktnpioTikwv Mpoiovrog

Gurkha Protect Active Head Lice Repelient

(oro nedio 1.1 avawépovral EMNpOCHETES OVOLIGOIES)

Ap. Adsiag: KY-0132
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1. AIOIKNTIKEC NANPOWOPRIES

1.1. EUnopiki ovopaagia Tou rpoiovTog

Eunopikn ovopacia

Xwpa (katd nepinTwon)

Gurkha Protec Active Head Lice Repellent Kunpog
Gurkha Protec Active "Ed Lice" Head Lice Repellent

1.2. Karoyocg g ad=siag

‘Ovoua kai 81ie06uvon Tou
kaToyou TG adeiag

‘Ovoua ACP Insect Repellents Limited

Aic08uvon [Ground Floor, 8-9 Marino Mart,
Fairview, D03 P590, Clontarf, Dublin 3,
Ireland

AptBuog adeiag

KY-0132

Huepounvia xopriynons adsiag

27/09/2018

Huepounvia AQEng adsiag

06/04/2027

1.3. NopaoKEUaoTAG TOU NPRIGVTOG

‘OVoHa MapaoKEUUOTH

Merck KGaA

AIEUBUVOI NApaOCKEUAOTH

Frankfurter strasse 250, 64293, Darmstadt,
reppavia

A1eGBuvon epyooraciou
NAPAoKEUNG

Frankfurter strasse 250, 64293, Darmstadt,

repuavia

1.4. MapackeuacThG/£¢ TNG/ Twv dpaoTikig/ MV ouciag/iwv

ApaoTiki} oucia

Ethy! N-acetyl-N-butyi-B-alaninate

'Ovopa NapacKEuaaoTr)

Merck, KGaA

A1£(8uvon NApacKEVAoT

Frankfurter strasse 250, 64293, Darmstadt,
Fepuavia

Aig08uvon epyooTadiou
NOPACKEUVAG

Confidential

ApagTikA ouocia

Ethy! N-acetyl-N-buty!-B-alaninate

'OVopa NapacKEVvaoT

Merck. S.L.U.

AIeUBUVON NAPACKEUAOTN

Calle Maria de Molina, 40 28006 Madrid Ionavia

AletOuvon gpyoocraciou
NapaogKeung

Confidential
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2. TUvOEon NPOIOVTOC KaI TUNOG OKEUASUATOC

2.1. MoOIOTIKIA KAl NOCOTIK FANPOQPOPIonN OXETIKA HE TN oUvBson Tou

nporovTog

Koivo 6voua |Ovopaoia I316TnTa |Ap1Opog CAS |ApiBpog  [TlepiekmikdTHTA
kata IUPAC EC (%)

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

N-butyl-3- ouoia

alaninate

a&ioAdyNongG Tou NpoiovTog

Bon@nTIKEC OUOIEG ~ ERMIGTEUTIKEG NANPOPOPIESG NOU NEPIEXOVTAI GTO YAKEAO

2.2. TONog OKELAopaTo

}AL—K()BE aiho uypd

3. AnAGosig ENIKIVEUVOTNTAG Kai Npo®UAaing

TaSvounon Kai EMCRPAvorn Tou npoidvrog clppwva pe Tov Kavovioud (EK) 1272/2008

Tagivopunon

Karnyopia xivdivou

GHS02: Eu@AekTo

i GHS07: Ofeia ToEikOTRTA

Enicipavon

Erkovoypaypa

MpoeiBonoinTikn A£EN

Mpoooyn

| ANAWOEIC ENIKIVBUVETNTACG

H226 EUQAEKTO UYpo KAl aTHOG
H319 MpokaAei cofapd o@BaApikod epebiopd

ANA®TEIG NPOPUAAENG

P101 Eav {nTHOETE 1aTRIKN GUPBOUAN, va eXeTs padi oag
TOV NEPLEKTE TOU NPOIOVTOC A TNV ETIKETA.

P102 KpaTthoTe To pakpid and naidia.

P210 Makpia and 8epudTnTa, Bppes er@aveies,
onIvORpeg, YUUVESG QAOYEG KAl GAAEG NnyEg ava@AEEnG.
AnayopelsTal TO KAnviaua,

P305 + P351 +P338 + P310 AN TO NPOION MAEI
$TA MATIA ZAZ: SenAUVETE NPOCEKTIKA PE VEPO Yia
QpKETA AenTd. AQaIpEcTE TOug Yakolq ENAPRG av GOpaTe
Kar av gival eUKoAO va To npaEeTe-cuveXioTe To EEByaApa.
KoAéore auéowg To KEvTpo AnAnTRPIGoEWY 1i éva yiatpo.

ZUPNANPWHATIKEC

nANpo@opisc KIviuvou 4

4, EYKEKDIUEVEG XPNOEIG
4.1. Xpfion 1. M£0o yia TRV anOKPOUGT} KOUVOUMIMVY Kai TOINAOoURIOV OTOV

av@pmno

ZeAiba Gamo 9




Tunog nNpoidvrog TN19 - AnwOnTIKA KaI NPOOEAKUCTIKA.

AKpIBAG neplypa@ni TNG |[AnwBnTikd

EYKEKPIPEVNG XPTIONG

OpyavioHoi-0oTOX01 EntoTnpovikn ovopdaaia: Pediculidae
(cupnepihAapBavopivo

U Kat Tou oradiou Koivr) ovoyaagia: Weipeg
avanrtuing) ZTa810 avanTugng: akpaia

Medio spappoyng € ECWTEPIKOUG XWPOUG,.

EcwTePIKOi XWpot G KaAd agpilopeva pepn.

To Insect repellent Pump Spray Lice IR3535® 20% cival éva
£TOIRO YIG XPAON anwBnTIKG Npoidy yia Tnv NpoAnwn Tng
pOAuvanG and weipeg Tng avBpwmmvng kegaAng (Pediculus
humanus capitis). MNpéner va s@appdleTal ota Haihid, oTov
auxéva xal fow and Ta quTia.

M£Bodog epappoyng Wekaopog,.
To £roipo yia Xprion npoidv sival eva ekvé@uwpa pe avthia nou
wekaleTar xateubeiav aTa pailia.

Aodon kal cuyvornTa EviAikee: €wc kar 1,05 g npoidvTog iy nepinou 9 ywekaopoi
E£QUPHOYIG ava spappoyn,

naidia niixiag and 0 €wg 11 eTwv: 0,5 g N nepinou 4
Wekaouoi avé epapuoyn

To npoidv cuviBwe epappoleTal HOvVo pia @opa TV nuepa.
Katé Thv enavainnTikf epappoyr), TNPEITE TOV ENITPENOUEVO
HEYIOTO GPIBUG EQAPHOYMV ava nuépa:

»EviAAikeS kal naidia nAikiag dvw Tou 1 €ToUG: 3 PopEG TNV
nuepd.

oMaid1d nAikiag and 0 éwg 1 £Toug: 2 POPEG TNV NEEPA.

'Otav 1o BiokTdvo npoidv epappoleTal g naidia nAikiag kaTw
Twv 11 erqv, Ba npénsl va epappdleTar ano eviAika.

Karnyopieg XpnorTwv Mn snayysAuarieg ¥pRoTeg

MgysBoc kai gidog d1dAn, nAaoTikr: HDPE, 225,0 - <250,0mL
CUOKeEUagiag
H @IaAn KAgiver JE KEQAAR Nou NgpIEXel avTAia, n onoia
KaAUNATETAI and Kanaxi.

4.1.1. E1S1kéc 0OnyieG yia T CUYKEKPIHEVI] XprioT

BeBaiwBeite 611 Bev undpyouv Weipeg. XpnoiHonoInaTe npmTa PBEIPOKTOVO.

EQapuOCTE OPoIOHoPPA TO NPOIOV O KaBapa Kal oTeyvd A OKOUNICREVA HE NETOETA
BAAAIG, KOVTa OTo BEPKA TG KEPAANG, PPovTIZovTag va EEKIVIIOETE and Tov auxEva kai
Tnv nepioyr] nicw and Ta auTid. TN CUVEXEIQ WEKAOTE OAa Ta PaAAid dnwg
XPNOIJONOIEITE {a Aak. BeBarwBeite 0T To BEpua TG KEPAANG Kai Ta paAMIa EXouv
diaBpaxel EnapKOC.

H spappoyr] npéns va enavaAn®Bei perd 1o Aolagipo Twv paihimv. ‘OTav To BiokTovo
npoidv epappoleTal oe na1dia nAikiag KaTw Twv 11 eTdv, Ba npénel va epappoleTat ano
EVAAIKA.

To npoidv ouvABwe epapuoleTal pdvo pia gopa Tnv nuépa. Katd Thv enavainaTikn
EQApUOYT), TNPEITE TOV ENITPENOUEVE HEYIOTO apIBUO EQApUOY®Y ava nuepa: sEvAAIKEG
ka1 nadia nAikiac v Tou 1 £Toug: 3 @opéc TNV nuépa. «Naidia nhikiag and 0 &wg 1
ETOUG: 2 (POPEC TV NUEPGC.
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Mla cuveyr) npooTacia: EQappoaTs Eava To apyoTepo HETG and 2 nuépeg ot kaBapa kat
OTEYVA 1] OKOUNIOPEVA PE NETOETA paAhid. E@appooTe Eavd vwpitepa €av Ta paAlid
£xouv €pBel Og ENAQi WE VPO (Onwe HETG and Bpoxn i koAlum), £wg 6Tou NAWE! va
undapxel Kivduvog PoAUvVeong,.

4.1.2, EiSI1kG pETpa auBAuvonc rou KivBOvou yid Tr) GUYKEKPIHEVI XPHOT]

XprioIHOnoIEiTE To anwBnTIKG PE aCPaAsia. AlaBaleTe navTa TNV ETIKETA KAl TIG
RANPOQOPIES TOU NPOIOVTOE Mpiv anoé Tn XPHRon.

Mnv wekaleTe oTo npdowno 1 epapudleTe OTNV NEPIOXN TWV HATIWV.

NpooTGTEVETE Ta paTIa TWV NAISIGY Kal NPoaTaTeVETE To NaIdi anod €10Mvon KaTa Tn
Brapkeia Tou wekaopou.

Mrv eapudleTe O ekBOPEG, TpalpaTa 1} epeBICEVE deppa.

MOVO YIa EEWTEPIKRA XPIoN.

XpNoIPONOIEITE OE KOAQ QEPILOHEVA HEPN.

ANOQEUYETE TNV €10NVON ATHWV/EKVEPDUATOG,.

Ta ouvBETIKA UAIKA Ba npénet va npooTaTetovTal Katd T SIApKEId TOU WEKATHOU.

Ot xprioTec Ba nNpénel va evnuepmvouy av n Bepaneia givar avanoTEAECHATIKI Kal va To
ava@Eépouv apécwe OToV KATOX0 TG adelag kukhogopiag

4.1.3. AenATOUEPEIEC yia TIC MBavEC AUEOES Kai ENPECES ENINTWOEIG,
odnyiec npaTwyv BonPeIhY KAl HETPA EKTAKTNG avdykils yia npooTaocia Tou
neEPIBAAAOVTOG OXETIKG HE TI] CUYKEKPIHEVI XpHON

MpokaAei coBapd opBaipikd epeBiopd.

MeTd ano_sionvon: kabapdg aépac,.

MeTA anod enawr P Ta patia: EenAlveTe pe GpBovo vepd. KaiéoTe opBaiupiarpo.

META and katanoon: SWOTE apéowd oTov naBovTa va niel vepod (£wg dlo notnpia).
SupPouAsuTEITE 1GTPO. .

Ta nio onuavIika cuunT®OATa Kai enidpacelg, oEeisg kat OWIPEC: £pEBIOTIKEG ENBPACEL,
Ev3eiEn TuxOV anaiTolevnc dueonc iaTpIkng @povridag kai eidikric Bepaneiag: Asv
unapyouv d1aBEcieg nAnpopopleg

Npoocwnikéc npo@uAateig, eEonAicude npograciag kat d1adikagiec EKTAKTOU AVAYKNG

ZUHPBOUAT Y1a NPOCWMIKG EKTOG EXTAKTOU avaykng: Mnv avanveéeTe aTHoUG Kal
aepoAlipaTa. ANoQeUYETE TRV ENA@N PE TRV ousia. EEoo@aAioTe enapkr aepiopo.
EkkevmoTe Tiiv nepioyxr] kivdlvou, TnpnoTe 1i¢ 51a8IKACIEG EKTAKTOU avaykng,
oupBoUAsUTEITE Evay £151KO.

Mpo@UAAGEEIC yia To neplBaAAov: Mnv anoppinTeTe UREPPBOAIKT NOCOTNTA UYPWV OTNV
GnoxXETEUOT.

4.1.4, Odnyiec yia rnv aopaAn 8iG8eon Tou npoiovTog Kai TG
OUCKEUAOIAc TOU OXETIKG LIE TI) CUYKEKPIHEVT] Xpiion

Ta andBANTa uAIKA Npénel va anoppinTovral olpguva PE TNV eupwnaixr odnyia
2008/98/EK kaB®C kal AAAOUC £BVIKOUG Kai TOMIKOUG KavovioHoUG. APrVETE Ta XNKIKA
oToUG apxikoUg NEPIEKTEG TOUG. Mnv avaplyvieTe e AAAa anofAnTa. O XeIpIOPOS TWV PN
xa0apiougvwy NEPIEKTOV Ba npEnel va givar 810G Pe To kKaBauTo npoiov.

Mnv anoppinTeTe UNEPBOMKRA NOCOTNTA UYP®V OTNV ANOXETEUON.
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4.1.5. SuvBnkec anoBAKeuonG kar xpovog Gwic Tou npoidvrog uno
KavOVIKEG QUYONKEC anoBRKEUOANG OXETIKG HE Ti] CUYKEKPIHEVN Xprion

SuyBnKec OUAGENC: AIGTNPEITE TOV NEPIEKTN KAAG KAEIOUEVO OE ENPO Kat KOAG
aepildpevo PEPOC. AlaTrpeite pakpid and BEpPOTNTA Kal NNYEG AVAPAEENG.

To npoidv dev Ba NPENEl va QUAGOCCETAl YIa NAPATETAPEVA XPOVIKA Slaomuarta o
Bepuokpacieg >40°C.

Aapkela Zwng: 18 pnveg

ZupBouAn nepi oAU XEIPIgpoU: TNPEITE TIG NPOMUAAEEIS TNG ETIKETAG, AlaTnPEiTE

HOKPIA anod YUpVEG PAOYEG, KAUTEG ENIPAVEIEG Kal NNYEG avapAEENC. Aaupavete
APOANATIKA PETPG £VAVT! NAEKTPOOTATIKMOV EKKEVGITEWY.

Métpa sAgyyou €kBeong Toy nepIBAAAOVTOG: MRV APAVETE TO npoidv va EI0XWRNOE O
anoyeTeUCEIS,.

5. Odnyieg via T XpRon
5.1. 08nyisg XpRong

BA. 0dnyiec XpRoNg €181KEG Y1a CUYKEKPIPEVEG XPACEIG

5.2. Mévpa GuBAUVONG TOU KIV3UVOU

BA. pETpa PEiwong Tou kivBUvou £18IKG YIa CUYKEKPIUEVES XPATEIG

5.3. AENTOHEPEIEG VI TIG MiBAvEG APECEG Kal EPHECESG EMNTWOEIG, odnyieg
npwTwv Bondsiv ki PETpa EKTOKTNG avaykng yia npooracia Tou
nepifaAiovrog

!B)\. oToiXElQ £131KA VIO CUYKEKPINEVEG XPHOEIS

5.4. O3nyiec yia TNV ac@aln 31aBeon Tou NpoiovTog Kas T1G CUOKEUQOoIag
TOU

BA. 0Bnyiec s1BIKEG yIa CUYKEKPIUEVEG XPROEIG

5.5. SUVBRKEC anoBiKeuong Kal Xpovog ZwiG Tou npoidvrog unod KOVOVIKEG
ouVvONKeG anoBnKeuong

BA. OUVBNKEC s181KEC YIQ CUYKEKDIPEVES XPAOEIG

6. AAAsc nAnpowopisg

|
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