KYTPIAKH AHMOKPATIA

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

AAEIATIA AIAGEZH ZTHN ArOPA KAI XPHZH

AauBavovrag utréyn:

mv aitnon pe ap. BC-NP020487-23 trou utroBArfBnKe oo MnTpwio BIokTévwy yia xopriynon
adeiag oe BiokTovo TTavopoldTUTTO PE TO adglodotnuévo TTpoiov Insect Repellent Aerosol
IR3535 30% pe apiBuod ddeiag KY-0105, ’

A) levikd oToiyeia adsiag

1. ApiBuog Adeiag: KY-0133
Huepounvia xopriynong adeiag: 27/09/2018
Huepopnvia Angng adeiag: 16/05/2027

2. Karoyog ¢ adeiag: ACP Solutions Ltd
Nailsworth Mills Estate, Nailsworth, Gloucestershire, GL6 0BS

B) Taurétnta BiokT6vou

1. Eutropiké Ovopa: | Gurkha protec active aerosol




2. Tamoc MpoidvTwy: TM19 — ATwBnTIKG KaI TPOCEAKUOTIKA

3. Karnyopia xpnotwv: | MNa epacitexvikn xpron

4. Mopon: AE — AgpbAupa

ApagTiki ougia:
Ethyl N-acetyl-N-butyl-B-alaninate 30% B/B

5. Eyyunuévn ouvBeon:
BonénTikeg ougieq: €wg 100% B/B

Merck KGaA

6. lNapaokeudoTrg OKEUAOUATOG: .
Frankfurter strasse 250, 64293, Darmstadt, Meppavia

I) ApaoTiki oucia

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

2. EAayiotn TrEpIEKTIKOTNTA TNG TEXVIKA KaBaprig ouaiag, 99% B/B

oe KaBapr dpaaTiKi ouaia:

3. MNapaokevaotic g d.0.: | Merck, Meppavia

II. Eykpiverou n ouvnuuévn [lepiAnwn Xapakrtnpiotikwy [poiovrog, OTTwS auTh
ETTICUVATITETAI KA1 ATTOTEAEI avaTTOoTTAOTO HEPOG TNG TTapolong adsiag.

II1. Avavéwon adeiag / Opor avakAnong adeiag / NpooTtacia dedopévwv

1. H rapouca dadeia 1oy Vel pExpr 16/05/2027.

2. MNpiv T AfEn NG Tapouong ddeiag, utroBAAAETal aTTd Tov KATOXO QUTAG, £¢' 600V evdia@épeTal,
aitnon avavewaorng, oupewva pe 1o dpBpo 31 Tou Kavoviopou (EE) apiB. 528/2012 kai oUp@uva
pe Tov Kar' e§ouaiodotnon Kavovioud (EE) apiB. 492/2014. |

3. H mapoUoa Gdeia ptropei va avakAnBei otroladiroTe GTiypr) Qv o1 6pol yIa TNV ATTOKTNGN TNG
adeiag dev TANpoUvTal 1 ETTaWav va TTAnpouvTal fj TTapacxEbnkav TAaoTd 1) TapatmAavnTikd
oToIXEia BACEl TWV OTToiWV Xopnynenke auTn. '
4. Na v TTpooTacia Kal koivoxpnaia Twv dedopévwy epapudlovial Ta dpbpa 59 £wg kai 64 Tou
Kavoviouou (EE) apib. 528/2012.



IV. FeVIKEG UTTOXPEWTEIS

1. O kdroxog NG Gdeiag oPeilel va TNPEi TOUG OPOUG NG TTPWTNG EYKPIONG TOU OKEUAOUATOGC,
~OTTWG auTr Xopnynonke amd 1o kpdrog-pHéAog akloAdynong.

2. O kdrtoxog NG Adeiag £ival UTTOXPEWHEVOG GE OTTOIABNTTOTE XPOVIKN OTIYHNA VO EVIUEPUOVEI TV

Apuddia Apxr yia oTrolecdiTToTeE duoUEVEiG ETIOPACEIS oTov AvBpwTTo Y/ Kal To TePIBAAAOV TTou

TEPINABAV O yvwon Tou amd TV XPAon Tou Trpoidvrog. TuxOov amoékpuwn HIAG TETOIOC

TAnpogopiag amoTeAei adiknua ko SILKETAI TTOIVIKA eV TTapdAAnAa avakaAeital n ddeia.

3. O kdroxog g adeiag Ba Tpimel va Siatnpei OUVEXWC EVNUEPWHEVOUC TOUC QAKEAOUC TOU

OKEUAOUATOG noﬁ npouvTal otnv Apuodia Apxr He Bdon Ta veOTEPA EMOTNHOVIKA dedopéva yia

0TroI0dNTOTE HEANOVTIKN ETTAVELETAOT.

4. H dia@ripion ToU OKEUAOHATOG ETTITPETTETAI HOVO £ACOV Eival GUHQWVN WE TOUG OPOUS TNG

GdEIag TOU OKEUAOPATOG Kal TNV IoXUouoa vopoBeaia.

5. H emikéra Ba péel va eival oUpQwvn e To apbpo 69 Tou Kavoviopou (EE) apib. 528/2012 kai

ME TNV guvnuuévn MNepiAnwn XapaktnpioTikwy MNpoidvTog Tou atroTeAEl avaTToaTTaoTo KOUHATI TNG

Tapolong adelag.
V. AAAeg TTAnpo@opisg

Huepopnvia: __27/09/2018.

.......




MNepiAnwn XapakTnpioTiKk®V MpoiovTog

Gurkha protec active aerosol

Ap. Adsiag: KY-0133
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1. A10IKNTIKEGC NANPOWOPIEG

1.1. Eynopikn ovopagia Tou Npoiovrog -

. Egnopikn ovopacia

Xwpa (katad nepinTwon)

Gurkha protec active aerosol

Kinpog

1.2. Karoxog Tng adeiag

‘Ovopa kai 3ielBuvon Tou ‘Ovopa ACP Solutions Ltd
KaToxou Tng adeiag AieUBuvon |Nailsworth Mills Estate, Nailsworth,
Gloucestershire, GL6 0BS
UK
- |Ap18uocg adsiag KY-0133
Huspounvia xopAynong adsiag |27/09/2018
Hpepounvia Angng adsiag 16/05/2027

1.3. MNapuoKEUAOCTNG TOU NPOIOVTOG

‘Ovoyua NapacKeUaoT

Merck KGaA

AiebBuvon napaokKeuaoTn

Frankfurter strasse 250, 64293, Darmstadt,
Fepuavia

AigtBuvon epyooTaciou

NAPUCKEUNG

Frankfurter strasse 250, 64293, Darmstadt,
Feppavia

1.4. NMapacKeuaoTHc/ £C TG/ TOV SPAOTIKNG/ @V ousiac/1dv

ApacTiKi ougia

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

‘Ovopa NapaoKeuaoT

Merck. KGaA

Aig0Ouvon NnapaoKeuaoTi)

Frankfurter strasse 250, 64293, Darmstadt,
Feppavia :

Aie0Ouvon epyooTaciou
MapaockKeung

Confidential

ApacTiki oucia

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

'Ovopa NApacKeUaoTn

Merck. S.L.U.

Aig00uvon NnapaocKeuaoTn

Calle Maria de Molina, 40 28006 Madrid Ionavia

AleUBuvon spyooTaciou

Confidential

NapacKeUng
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2. ZUVOECH NPOIOVTOC KAl TUNOC OKEUACGUATOGC

2.1. MoIOTIKI Kdl NOCOTIKI NANPOQOPNON CXETIKA HE T oUVOECH ToU

npoiovTog

Koivo ovopa |Ovopacia I310TnTa |Api1OpoG CAS |ApiBpog |MepIeKTIKOTNTA
karta IUPAC EC (%)

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

N-butyl-B- ouocia

alaninate

a&10AGYNOoNG TOU NPoioVTOG

BonBnTIKEG OUTIEG — EPMICTEUTIKES MANPOQPOPIEG MOU MEPIEXOVTAl OTO (PAKEAO

2.2. TUNOG CKEUAONATOG

[AE — AgpoAupa

3. AnAwoEeic ENIKIVOUVOTNTAC KAl Npo®UAd

Ta&vounon kai ENICAPAvon Tou NPoiovTog cUNPWwva We Tov Kavoviouo (EK) 1272/2008

Ta&ivounon

KaTtnyopia kivduvou

GHS02: EUpAekTO
GHS07: Okgia ToEikOTNTA

Emonpavon

Eikovoypappa

ORO

MposidonoinTikr A£EN

Mpogoxn

AnAwOoEeIg ENIKIVOUVOTNTAG

H223 EUpAekTO agpoOAupa

H229 Mepiexdpevo uno nieon: Ynopei va ekpayei eav
ekTeBel og BepuoTnTa.

H319 MNpokaAsi coBapd opBaApiko epeBiopd

AnAwoEeIg npo@UAAENG

P101 Eav {nTroeTe 1aTpikn cupBouAn, va exeTe padi oag
TOV NEPIEKTN TOU NPoIOVTOG N TNV ETIKETA.

P102 KpaTrgTe To pakpid and naidid.

P210 Makpid and BeppodTtnTa, BeppPec ENPAVEIEC,
onivlnpeg, YUUVEG PAOYEG Kal AAAEG NNYEC ava@AEENC.
AnayopelUETal To KANVIOWUQ.

P251 Na unv TpunnBei fj KAgi akOpun kal YETa TN Xpnon.
P264 MNAOveTE 7@ XEPIQ OXOAACTIKA LETA TO XEIPIOUO.
P305 + P351 +P338 + P310 AN TO NMPOION MIEI
ZTA MATIA ZAZ: ZenAUVETE NPOCEKTIKA PE VEPO YIa
ApPKETA AENTA. AQQIPECTE TOUG PAKoUG ENAMAC av PopaTe
kai av gival elkoAo va To npa&eTe-ouveyioTe To EERyaApa.
KaAéoTte apéowg To KEvTpo AnAnTnpidoswy ) €va y1aTpo.
P410+412: Na npoorarteUstal anod TI¢ nAIakeg akTiveg. Na
Hnv ekTiBeTal o Beppokpaoieg nou

unepBaivouv Toug 500 C/1220 F,

SUPNANPWHATIKEG
nAnpo@opieg KivdUuvou
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4. EYKEKPIUEVEG XPNOEIC

4.1. Xpniion 1. M€oo yid TNV anNOKPOUGN KOUVOUNIGYV Kdl TOIHNOUPIMV OTOV

avépwno

TUnog npoiovTog

TMN19 - AnwBNTIKA KAl MPOTEAKUCTIKA.

AxpIBAG neplypa®n Tng
EYKEKPIPEVNG XPRONG

AnwénTikd

Opyaviouoi-oToXo!
(oupnepiAapBavopévo
U Kail Tou oradiou
avanTtugng)

EnioTnuovikn ovopaoia: 1. Culicidae, 2. Ixodidae

Koivr) ovopaaoia: 1. Kouvoumnia, 2. WUAAol
27dad10 avanTugng: 1. Akpaia 2. 0Aa

Medio epapuoyng

EowTepikoi Xwpol, EEwTepIkoi Xwpol

XpnOIYONOIEITE OE ETWTEPIKOUG XWPOUG, HOVO OE KaAd
aepifOPEVA PEPN, Kal Ot eEWTEPIKOUG XWPOUG. To
evropoanwBnTiko agpdAupa IR3535® 30% e€ival eva £Tolgo
yla xpnon npoiov.

M£B030G EpapHoyYnG

Wekaopoc.
WekaoTe kaTeuBeiav oTo eKTEBEIPEVO DEPPA KAl ANAWOTE TO
uypo oTo SEpUa HE TO XEPI.

Aoon kal ouxvornTa
EQapuoyng

E@apupooTe Pe QeIdW Yia va KAAUWETE opolopoppa Ta
akailunTta pEpn Tou owpaTog (Movo npdcwno, XEpia,
Bpaxioveg, nodia kai neApara).

Adon ava spappoyr:eevnAIKeG: 3 g 1) WeKAoPog yia nep. 1,4
£w¢ 2,3 deuTEPOAENTA.

e[laidia: 1,6g r wekaopog yia nep. 0,7 éwc 1,2
deutepoAenTtaeNnmia: 0,83 g | wekaouoc yia nep. 0,4 €wc 0,6
deuTepoienTa

To evTopoanwBnTikd agpoAupa IR3535® 30% npoopileTal yia
Xpnan To kaAokaipi, nEpiodo KATa TNV onoia uNnapxouv ouxva
£vtopd. Zuvnbwg spappdleTal pia gopd Tnv nuépa, avaioya
HE TIG DpacTnpIdTNTEG EEWTEPIKOU XWPOU, TIC KAIPIKEG
ouvBnKeg Kal TNV napoucia evropwy. H spappoyr pnopsi va
egnavaAngBei eav xpeialeral (aio8nTn peiwon Tng
anwBnTIKOTNTAG) KAl £pOToV ENITPENETAl. TO agpoAupa pnopei
va eQAapuooTeE Ewg Kal U0 (POPEG TNV NUEPA YIa EVAMKES Kal
Mia @opd Tnv nuépa yia naidid nAikiag avw Tou 1 £roucg. To
npoiov gival kataAAnAo povo yia naidia nAikiag avw Tou 1
£TOUC,

KaTtnyopieg xpnortov

Mn enayyeApaTieq XpnoTeg

Méye0oc¢ kal gidog
OUOKeUaoiag

®1aAn agpoAlpaTtog, peTaAAikn (aAoupivio):=25,0-<250,0mL

H @1aAn agpoAlpaTtog dIaBeTel KEQAAL WeKaopou, n onoia
KaAUNTeTAl and kandaki.

4.1.1. EIdIkEg 0BnYIiEG yIa Tn) CUYKEKPIUEV XPHon

EqpapuOoTE TO NPoioV OPOIOHOPPA OTO EKTEDEINEVO GEPPA KAl ANAWOTE TO EQAPUOTUEVO
uypo onpél oTo déppa pe To Xepl. Epappolete MONO oTta akaAunTa PeEpn Tou CwUAToC,
dnA. Bpaxioveg, xEpia, no6dia, NEApaTa kai NpOCWNo.

Mnv wekaleTe kaTeuBeiav oTo npoowno. Na Tn Bepangia Tou NPOCWNOU, WEKAOTE TO

anwdnTikd SidAupa oTnv naiaun Tou XepioU kal anAworTe To diaAupa oto dEpua Tou
NPoo®NOU, anoelyovTac TNV NEPIOX Twv paTiov. Mnv wekalete ora paTia f
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£QPapPoOleTE OTNV NEPIOXN TWV HATIWV.

To npoidv Ba npénel va epappoleTal oe naidid nAikiag kaTw Twv 11 eTOV and evnAika.
Mn xpnoigonolsiTe ota Xépia Twv naidiwv. Mnv epapuoleTe o ekdopeg, TpalpaTa,
(ppeoKoEuplopévo 1) epeBiopévo dEpPa. Mn XpnolgonoleiTe KATw and Ta pouxa. Movo yia
eEwTEPIKN Xpron.

S & nepinTwon EVTovng eQidpwaong Kal YETa anod koAUWnI, To anwbnTikd B8a npénel va
epappootei Eava. H enavaiAnyn TnNgG eQapuoyng eNITPENETAl HOVO OTOUG EVNAIKEG.
EqpapuodoTe Eava poévo 6Tav naparnpeital aiobnTn Peiwon TnNG anwdnTikoTNTAg Kail 1o
noAU evTog 8Eka wpwv anod TNV NpwTn EPApUOY.

KaTa Tnv enavaiAnnrikn eQapuoyr, TNPEITE TOV ENITPENOUEVO PEYIOTO apIBPO EQapUoy®V
ava nuépa: dUo QOopEG yia eVNAIKEG, Wia @opd yia naidid nAikiag avw Tou 1 £ToUC,

To npoidv ival kataAAnAo pévo yia naidid nAikiag avw Tou 1 £€Toug. AnaiTeiTal npoooxn
KaTa Tn Xpron autov Twv npoidvTwy ot naidid. XpnoigonoleiTe Ta NpoidvTa HE MEYAAN
unsuBuvoTnTa.

>& kGOe nepinTwon NpoTIPATAl N UNXavikn npooTacia (polxa, KOUVOUNIEPEG/TITEG).

Ano@UyeTe TNV enagr| Je ouvBeTikd UAIKA. Ta ouvBeTIkd UAIKG Ba npénel va
npooTaTelovTal KaTta Tn dIdpKEIa TOU WEKACHOU.

H epappoyn npoiovTwy avrnAiakng NpoaTaciag rf KAAAUVTIKWV OKEUAOPATWV PETA TN
Xpron anwonTikou Ba WEIWOEI ONUAvTIKA TNV anoTEAECHATIKOTNTA Tou anwlnTikou.

To npoiov dev npoopifeTal yia epappoyn o oikdoiTa {oa/lwa cuvTpo@Iac.

4.1.2. E1d1ka pétpa auBAuvonc Tou Kivauvou yia Ti) CUYKEKPIPEVN XpRon

XpnoigonolsiTe To anwBnTIkO pe aopaAeia. AlaBaleTe navra Tnv €TIKETA KAl TIG
nAnpogopieg Tou NPOIOVTOG Npiv and Tn Xpnon.

KataAAnAo povo yia naidia nAikiag avw Tou 1 £Touc.

KpaTthioTe pakpia and naidid.

Ano@eUYETE TNV €10NVON TOU EKVEQWHATOG. Mnv wekaleTe kaTeubeiav oTo NpéowWMo.
XprnoIUONoIEITE HOVO OE EEWTEPIKOUG XWPOUG N O KaAd agpilOUEVO PEPOG.

Epappodlete MONO oe Bpayioveg, xépia, nodia, néAparta kal npdowno. Mn XpnoIHONOIEITE
KaTw ano Ta pouxa.

Z& kGO nepinTwoN NPoTIPATal N uNXavikn npooracia (polxa, KOUVOUNIEPEG/TITEC). MOvo
yia eEwTepIKN XpNon. Mnv sionvéeTe. XpnoIYONOIEITE pOVo oUPPWYVA HE TIG 0dnYiEG.

01 xphoTteg Ba npeEnel va evnuepwvoUv €av n Bepaneia gival avanoTEAECUATIKN KAl va To
ava@EPoUV aUECWE OTOV KATOXO TNG Gde1ag KUKAopopiag.

4.1.3. AENTOUEPEIEG yIa TIC NIBAVEG AUECES KAl ELUECEG EMNINTWOEIG, 0ONYIES
npwTwv Bonbei®v kKal UETPA EKTAKTNG avdyknG yiad npooracia Tou
nepiBAAAoOvTOC OXETIKG LE TN CUYKEKPIMEVR XpHon

NpokaAei coBapd o@Bahpikd pebiopd.

Merd and sionvorn: kaBapog agpag.

MeTa and snaen Ue Ta patia: EenAUveTe pe apBovo vepo. KaAéaTe opBaApiaTpo.
MeTd and kardnoon: dWOTE auEowc aTov nabdovra va niel vepd (wg dUo noTnpia).
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ZupBOUAEUTEITE 1GTPO.

Ta nio onuavTikd oupnTOUATa kai emdpacelg, oEgieg kal OWIPEG: peBIOTIKEG EMNIBPACEIG.

'Ev3EIENn TUYOV anaiToUUEVAC AUESNC IATPIKK ovTidac kai e1diknc Bepanesiac: Asv
unapyouv d1aBECIPEG NANpoPopPieg d
Mpoownikec npouAda&eic, eEonAloudc npooraciac kai 31adIkaolec EKTAKTOU avayk

SUPBOUADN YIa NPOCWIKG EKTOG EKTAKTOU avaykng: Mnv avanveéeTe atpoug Kal
aspoAUpaTta. ANoQeUYETE TNV ENAgn PE TNV oucia. EEaopalAioTe enapkn aspiopo.
EkKeEVWOTE TNV nepioxn Kivduvou, TNpRoTe Tig diadikaoieg EKTAKTOU avaykng,
oupBouAcuTeiTE Evav 1dIKO. _

Npow@uUAaEeic via To nepiBaAlov: Mnv anoppinTeTe uNEPBOAIKI NoocOTNTA UYPWV OTNV
anoXETEUON.

4.1.4. O3nyieg yia Tnv ac@aAn 31G0eon Tou NpPoiovTog Kal TG OUCKEUAoiag
TOU OXETIKA UE T OUYKEKPIMEVN XPNO1N

®1aAn agpiou unod nieon: anoppinTeTe povo OTav Eival Kevr.

Ta andBAnTa uAIKa nNpénel va anoppinTovral cUPeWva Je TNV EUpwNAikn odnyia
2008/98/EK kaBwc kal aAloug £8vikoUC kal TonikoUg KavovIiopoUug. AQNAVETE Ta XNHIKA
oTOUC apxikoUG NEPIEKTEG TOUG. MV avaplyvUueTe HE GAAa anopAnTa. O XEIPIOPOG TWV KN
kaBapiopévwv nepiEKTwV Ba npenel va eival idlog pe To kaBauTd nNpoiodv.

Mnv anoppinTeTe uNepPOAIKA NOCOTNTA UYPWV OTNV AnoXETEUON.

4.1.5. Zuvlnkec arno@nkeuonc Kai Xpovog Iwi¢ ToU npoiovrog umno
KavoOVIKEG OUVONKEG anoBNKeUONG OXETIKA UE TI) CUYKEKPIUEVN XpRon

SuvBOnkec @UAAENG: AIQTNPEITE TOV NEPIEKTN KAAA KAEIOPEVO OE ENPO Kal KaAd
aspilOPEVO PEPOC. AIATNPEITE HakpId and BeppoTnTa, EUPAEKTA UAIKA Kal NNyEq
avagpAeEng.

To npoidv dev Ba npénel va cpuAaccaTal yla napaTeTapéva Xpovika diaoTnpaTa og
Beppokpaaoieg >35°C

Alapkeia {wng: 2 €T

SupBouAn nepi aopalouc XEIpIgUoU: Tnpeh‘s TIG I'IpO(pU)\élEEIC; TNG ETIKETAG. AlQTNPEITE

pakpla anod yuuveq (PAOYEC, KQUTEG EMIPAVEIEG KA NMNYEG avccp:\EEnq Aappavete
_|npoAnnTikaG HETPA EvavTl NAEKTPOOTATIKWY EKKEVWOEWV.

MéTpa E)\E)[)_(OU £€kBeong TOU nepiBailovrog: Mnv a(pnvers TO npmov va EIO)((upI’]O’EI (o134

GI'IO)(STEUUEIC;

5. 0dnyisg yia Tn ¥pnon
5.1. Odnyieg xpnong

BA. 0dnyiec xpnong £101KEC YIa CUYKEKPIPEVES XPOEIG

5.2. MéTtpa auBAuvorng Tou Kiviuvou

BA. YETpa peiwong Tou KivBUvou €131Ka yia cuyKEKplpévsc, XPNOEIG
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5.3. AenTOPEPEIEG YIa TIG NIBAvEG GUECEG Kal EPPECES ENINTWOEIG, 03NYieg
npwTwv Bonbsimv kal MPETPA EKTAKTNG aVAYKNG Yyia npooTacia Tou
nepiBaAAovrog :

|BA. oToIXeia €101KA Y1 CUYKEKPIHEVES XPTOEIG —l

5.4. 0dnyisg yia Tnv ac@aln 31abson Tou NPOIOVTOG KAl TNG CUCKEUaoiag
TOU

BA. 0dnyieg €I0IKEG YIA OUYKEKPIPEVEG XPNOEIG

5.5. ZuvOnkKeg anoBnKeuonG Kai Xpovog {wrjg TOU NPoiovTog UNO KAVOVIKEG
ouvBnRKeg anoBnkKeuong

BA. ouvBnKeG EIBIKEG VIO GUYKEKPIPEVEG XPNOEIG

6. AAAEC NANPOWOPIEG

ZHMEIQZH: To npoiov o pop@n aspoAlpartoc pEaa os @IaAn nepiéxel 20% IR3535®.
QoTd0o, Katd TNV eQappoyr Tou NpoiovToc, To npowlnTikd e€aTyileTal, aprnvovTacg yovo
TNV uypn @aon. AuTn n uypn @aon nepiexel TOTe 30% IR3535®, TO onoio eival n
NPayparTikrn CUYKEVTPWON oTnVv onoia exTiBsTal To d€pua. EE auToU npokUNTel TO Ovopa
TOU NPOioVTOC.
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