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

AAEIA TIA AIAGEZH ZTHN AIrOPA KAI XPHZH

Aappdavovtag utrdyn:

v aitnon pe ap. BC-FD020299-54 Trou utroBAnBnke oto MnTpwo BiokTdvwy yia xopriynon
adeiag o< BIOKTOVO TTAVOHOIOTUTTO HE TO adeiodoTnpévo Tpoidv Insect Repellent Pump Spray
Lice IR3535 20% ue apiBud adeiag KY-0103,

. HE Ta akGAouBa oToIxEia:

A) l'evika oToixeia adeiag

1. ApIBuog Adeiag: KY-0109
Huepounvia xopriynong adsiag: 19/12/2017
Hpepopunvia Afigng adeiag: 06/04/2027

2. Karoxog tn¢ adsiag: MACROVITA S.A.
28 Pavlou Mela street, 14342, Nea Philadelphia, Greece

B) TautéTtnTa Bioktévou

1. Eptropik6é Ovopa: | MACROREPEL LICE REPELLENT SPRAY LOTION




2. Tutoc MpoidvTwy: TM19 — ATTwOnTIKA Kal TTPOCEAKUTTIKG

3. Katnyopia xpnotwv: | lNa epacitexvikr xpRon

4. Mop(pn AL — Kdbe dAho pré

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

5. Eyyunpévn ouvBeon:
Bonentikéc ouoieg: £wg 100% B/B

Merck KGaA

6. MNapaokeuaoTrg OKEUACUATOG: .
Frankfurter strasse 250, 64293, Darmstadt, Meppavia

N ApacTiki oucia

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

2. EAGXI0TN TIEPIEKTIKOTNTA TN TEXVIKA KaBaprig ouciag, | ggoy BB

ot kaBapr dpacTikri ouaia:

3. MapaokeuaoTthg g 6.0.: | Merck, Meppavia

II. Eykpivetan n ouvnuupévn MepiAnpn XapaktnpioTikwy Mpoidvrog, o6mwe auTth
EMICUVATTTETAI KO QTTOTEAET AQvATTOOTTIAOTO HEPOG TIG TTAPOUCN G ABEING.

II1. Avavéwaon adeiag / Opor avakAnong adsiag / NpooTtacia dedopévwv

1. H Tapoldoa ddeia 1ox0e1 pexpr 06/04/2027.

2. Mpiv 10 Af€n TN Tapouong adeiag, utTroBAAAETAN ATT TOV KATOXO QUTHG, £¢’ doov evilapEpeTal,
aitnon avavéwong, cupewva Pe 1o apbpo 31 Tou Kavoviopou (EE) apiB. 528/2012 kai cUp@wva
ue Tov KaT e€ouaioddtnon Kavoviouod (EE) apif. 492/2014.

3. H mrapouoca adeia ptropei va avakAnBei otroiadioTe oTiypr @v ol épol yia TV aréKTnon g
adeiag dev TAnpolvTal i emayav va TAnpouvTal | TTapacyEBnkav TAACTA f TapatrAavnTikd
oTolxeia BAoel Twv oToiwyv Xopnyrnénke autn.

4. MNa v TTpooTacia Kal Kowvoxpnaia Twyv dedopévwv egapudlovral Ta apbpa 59 £wg kai 64 Tou
Kavoviouou (EE) api6. 528/2012.



IV. l'evIKEG UTTOXPEWOTEIG

1. O kdtoxog NG adelag ogeilel va Tnpel Toug OPOUS TNG TTPWTNGS EYKPIOCNS TOU OKEUAOHATOG,
OTTWG auTr Xopnyrnenke amd To Kpdrog-pEAog agioAdynong.

2. O kdTox0¢ TNG AdeIag gival UTTOXPEWHNEVOG OE OTTOIASITTOTE XPOVIKN OTIYHI VA EVUEPWVEL TNV
Apuddia Apyn yia otmroliecdnimoTte duopeveig emOpdoelg oTov AvBpwTTo r)/ Kal To TTEPIBAAAOV TTou
mepABav ot yvwon Tou amd TNV XprAon Tou Tpoidvrog. Tuxdv ammdkpuyn HIag TETOIAG
TANpPoopiag amoTeAei adiknua kai dIWKETal TTOIVIKA evw TTapdAAnAa avakaAeital n adeia.

3. O kdroxo¢ ¢ ddeiag Ba TPEMEl va dIATNPEI CUVEXWG EVNHEPWHEVOUG TOUG (PAKEAOUG TOU
OKEUAoHaTog TTou TnpolvTal otnv Appodia Apxr He Bdon Ta vedTepa EMICTNHOVIKA dedopéva yia
otroiadrToTe HEAAOVTIKA ETTAVEEETAON.

4. H dia@ripion Tou OKEUAOUATOG EMITPETTETAI HOVO EQOCOV Eival CUPQWVN HE TOUG OPOUG TNG
adelag TOU OKEUAOHATOS Kal TNV IoxUouoa vouoBeaia.

5. H emikéra Ba wpétel va gival cUPewvn e 1o apBpo 69 Tou Kavoviopou (EE) api®. 528/2012 kai
He TNV ouvnupévn MepiAnwn XapaktnpioTikwy Mpoidvrog TTou atroTeAE avaTréoTIaoTo KOPUATI TNG

Trapouong Adeiag.

V. AAAeg TTAnpo@opieg

Huepounvia: __19/12/2017

__kynpoz_~
A VIR 2,



MNepiAnwn XapakTnpioTik®v Mpoiovrog

MACROREPEL LICE REPELLENT SPRAY
LOTION

Ap. Adsiag: KY-0109
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1. A10IKNTIKEC NANPOPOPIES

1.1. Eynopikn ovopacia Tou npoiovTog

Epnopikn ovolacia

Xwpa (kata nepinTwan)

MACROREPEL LICE REPELLENT SPRAY LOTION,
Insect Repellent Pump Spray Lice IR3535 20%

Kunpog

1.2. Karoyxog Tng adsiag

‘Ovopa kai disBuvon Tou ‘Ovopa MACROVITA S.A.

KaTdxou Tng adeiag Aig0Buvon |28 Paviou Mela street, 14342, Nea
Philadelphia, Greece

Ap10uog adsiag KY-0109

Huepounvia xoprnynong adsiag (19/12/2017

Huspopnvia AR§ng adsiag 06/04/2027

1.3. NapacKeUAoTAG TOU NPOIGVTOG

‘Ovopa NapacKeUaoTh

Merck KGaA

Alel0uvon NApacKeLAaoTh

Frankfurter strasse 250, 64293, Darmstadt,
Fepuavia

AIgUBuvon epyoocTaciou
NapackKeung

MACROVITA S.A.
28 Pavlou Mela street, 14342, Nea Philadelphia,
Greece

1.4. NapaokevaoTnG/ &G TNG/TWV

dpacTIKNG/ WV ouagiag/i1wv

ApacTiki oucia

Ethyl N-acetyl-N-butyl-pf-alaninate

‘'Ovopa NapaocKEUAaoTh)

Merck. KGaA

A1eBuUvon NAapacKeUAoTH)

Frankfurter strasse 250, 64293, Darmstadt,
Fepuavia

Aie0bBuvorn spyocTaciou
NapaockKeung

Confidential

ApagoTiki ougia

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

‘Ovopa NapacKeUAoTh

Merck. S.L.U.

A1£00UVOon NAPACKEUAOCTH

Calle Maria de Molina, 40 28006 Madrid Ionavia

AiglBuvon epyoocTaciou
NAapackeung

Confidential
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2. ZUVBECoN NPOIOVTOC KAl TUNOG OKEUAOUATOG

2.1. MoIoTIKA KAl NOCOTIKN NANPO@OPNON OXETIKA HE TN OUVOECH TOU

npoiovrog

Koivé ovopa |Ovopacia Id10TnTa |ApIOHOG CAS |ApIOuoGg |MepiekTIKOTNTA
kara IUPAC EC (%)

Ethyl N-acetyl- ApaoTikn |52304-36-6 [257-835-0 20
N-butyl-B- ouaia
alaninate
BonOnTIKEG OUCIEG — EPMIOTEUTIKEG NANPOPOPIEG NOU NEPIEXOVTAl OTO PAKEAO
a&i0A0YNONG TOU NPoiovTog

2.2. TUNOG OKEUAOHATOG

lAL-KdGE aiAo uypod

3. AnA®OEIC ENIKIVOUVOTNTAC KAl Npo®UAd

Ta&ivounon Kai ENicrpavon Tou npoiovrog oUpgwva pe Tov Kavoviopd (EK) 1272/2008

TaZivopnaon

KaTtnyopia kivduvou GHS02: EU@AekTO
GHSO07: Oftgia To&ikdTNTA

Emonjpavon

Eikovoypappa \/: @

MNposidonoinTiKn ALEN MNpoooxrn

AnAwaoeig enikivduvornTag |H226 EU@AekTO UYpd Kal aTpog
H319 MpokaAei coBapd opBaipikd epebioud

AnAWOEIG Npo@UAAgNG P101 Edav {nTroeTe 1aTpikn oupBouAn, va gxeTe padi oag
TOV MEPIEKTN TOU NPOIOVTOG I TNV ETIKETA.

P102 KpaTnoTe TO pakpid and naidid.

P210 Makpia ano BeppdTnTa, BEPPECG ENIPAVEIEG,
onIvONpEeC, YUUVES @AOYEC Kal GAAEC NNYEC ava@AEENG.
AnayopeUgTal To Kanvigua.

P305 + P351 +P338 + P310 AN TO NMPOION MMEI
ZTA MATIA ZAZ: ZenA\UVETE NPOCEKTIKA WE VEPO YIa
QPKETA AENTA. AQAIPETTE TOUG PakoUg ENAPNG av (popdTe
Kal av gival eUKoAo va To npa&eTe-cuvexioTe To EERyaApa.
KaA£oTe apéowg To KEvTpo AnAnNTnpIiacswv n £€va yiarpo.

ZUNNANPWHATIKEG
nAnpogopieg Kivduvou

4. EYKEKPIUEVEC XPNOEIC

4.1. XpRAon 1. Méoo yia TNV anoKpouon KOUVOUNI®MV Kal TOINNOUPIOV OTOV
avlpwno

Tunog npoiovTog TMN19 - AnwBnTIKa Kal NPOCEAKUCTIKA.

AKpIBAG Nepiypa®i TNG [AnwbnTIKO
EYKEKPIPEVNG XPIONG
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Opyaviopoi-oTo)ol
(cupnepiAappavopivo
U Kail Tou oTadiou
avanrtugng)

EnioTnuovikn ovouaocia: Pediculidae

Koivr) ovopacia: Weipeg
=Z1adio avantuéng: akpaia

Medio epappoyng

XpAon og ecwTEPIKOUC XWpous (kaAa aspifopeva Pepn).
'EToipo yia xpnon anwdnTikd npoiov yia TNV npoAnyn Tng
enavanpoaBoAng anod Weipeg TnNG avlpwnivng KEQAANGg
(Pediculus humanus capitis) pera and avTipbeipikn Bpaneia.
Mpénel va epappdleTal ota paAlid, oTov auxéva kai niow ano
Ta auTid.

M£Bodog spapHoyig

WeKaouoG,.

ATOUIKN npoaTacia

To okeliaoua givai €va £Toigo yia Xpnon npoiov, yia Tnv
npoAnyn TnG enavanpooBoAng and Yeipeg Tng avBpwnivng
ke@aAng (Pediculus humanus capitis) peta and avTipBeIpIkn
Bepansia.

Eqpappoleral ota paAAid, oTov auxéva kal nicw and Ta auTid.

Adon kai ouyxvoTnTa
g@appoyng

To £towo ya xprion Tpoidv eival Eva ekvépopa pe avTAia
YeKOopoV Kot Tpoopiletal yio v TpOAnyT TG
emavampooBoArg and yeipeg g avBpdmvng keQaing
(Pediculus humanus capitis) petd and avripbeipikr| Oepameia.

Epappocte Eava petd to Aovoipo kat 1o apyotepo pPetd and 2
NHEPES.

Epappoletoar katevbeiov ota poiiid, otov avyéva Kot Tioo and
Ta auTid pe v g docoloyia:

EvijAikeg: €émg kan 1,05 g mpoidvrtog 1 evvid (9) yexaopol
Tepimov, ova EQUPUOYT.

[Moudid nhkiag and 0 €mg 11 etdv: 0,5 g 1 1éaoepig (4)
YeKaopol mepinov, ava eQopuroy.

To mpoidv cuvilbwg epappdletar pdvo pio eopd v NuéEpa.
Kota v enaveAnmnik epappoyr, TPeite Tov EMTPETOUEVO
péyioto aplfpd epappoydv ava nuepa:

Eviilikeg kot maidid nAikiog ave tov tpmtov (1) £tovg: 3 gopig
TV NUEPQ.
[Tondrd nhkiag £wg evog (1) érovg: 2 @opég v nuépoa.

Otav to Proktévo mpoidv epappdletor o modrd nikiag KaTo
tovll etdv, Ba mpéret va epappoletol amd eviika.

Karnyopieg XxpnoTtav

Mn enayyeApATIEG XPNOTEG

Mé£yeBog Kkal €idog
ouoKeuacoiag

®1aAn, nAaoTikn: HDPE, 225,0 - <250,0mL
H @iaAn KAgivel JE KEQAAN Nou NEPIEXEI avTAia, n onoia
kaAUnTeTal and kandaki.
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4.1.1. EidIkéG OdNYIEG yIa TN CUYKEKPIUEVR XpNon

BeBaiwBeite 0TI BV UNAPXOUV WEIPEG. XPNOILONOINTTE NPWTA POEIPOKTOVO.

EqappooTe opoldpopgpa To npoidv os kabapd Kai oTeyvd f OKOUNIoPEvVa WE NETOETA
paAAId, KOVTA OTO dEPHA TNG KEPAANG, GpovTifovTag va EEKIVAOETE and Tov auxéva Kal
TNV NepIOXN Nicw anod Ta auTid. ZTn OUVEXEID WEKAOTE OAA TA PAAAIG ONWG
XPNOoIYonoleiTe Eva anpél nepinoinong paAM®v. BeBaiwbeite 0TI To dEpUa TNG KEPAARG
Kal Ta paAAid €xouv diaBpaxei ENapkwe.

H epappoyn npénel va enavaAn®Bei pera to Aoloipgo Twv PaAAiwyv. ‘OTav To BlokTovo
npoiov spappoletal oe naidid nAikiag kATw Twv 11 sTwv, Ba npenel va spappdleral and
evnAika.

To npoidv cuvnBwg spappoleTal povo pia popd Tnv nuépa. Katd tnv enavainnriki
EQapuoyn, TNPEITE TOV ENITPENOPEVO PEYIOTO apIBUod epapuoywv ava nuepa: *EvhAIKeg
kail naidid nAikiag avw Tou 1 £Touq: 3 QopEG TNV Nuépa. Maidia nAikiag and 0 éwg 1
ETOUG: 2 QOPEG TNV NUEPA. '
MNa ouvexn npoortaocia: EappooTe Eava To apydTepo perd and 2 nuépeg oe kabapa kal
OTEYVA ] OKOUMNICPEVA UE NETOETA PHaAAId. EappodoTe Eava vwpiTtepa €av Ta paAAid
Exouv £pBel o enagr| Pe vepod (ONwg PETA and Bpoxn f KoAUpMI), £wG 6ToU NAWE! va
unapyel kivduvog poAuvaong.

4.1.2. E1d1xkd peéTpa auBAuUvVonG Tou KIvBUVOU YIa Tr) CUYKEKPIUEVN Xprion

XpnolgonolgiTe To anwbnTikd pe ac@aAeia. AiaBaleTe NAvTa TNV ETIKETA KAl TIG
NANPOYOPIEG TOU NPOIOVTOG NpIV and Tn Xprnon.

Mnv WekAaleTe 0TO NPOCWNO KAl KNV EQApUPOlETE OTNV NEPIOXN TWV HATIOV.,
MpootaTeleTe Ta PATIA TwV NAIBI®V KAl NPOCTATEUETE To NaIdi anod €I0Nvon KaTta Tn
dIGpKeEIa TOU WeKaopoU.

Mnv epappolete oe ekdopég, Tpalpara fn epeBigpévo déppa.

Movo yia eEwTepIKN Xpnon.

XpnoigonoleiTe 0 kaAa aspilopysva pépn.

Ano@eUYETE TNV €10NVON ATH®OV/EKVEP®UATOC,

Ta ouvBeTika ulika Ba npénel va npooTartelovTal KATa Tr SIAPKEIQ TOU WPEKACHOU.

O1 xprioTeg Ba npéner va evnuep@vouy av n Bepancia ival avanoTe\eopaTikr Kai va To
avagEpouv apEows oTov KAToxXo Tng adeiag kukAogopiac

4.1.3. AenTopgpeiss yia TIG N1O@aveG GUEOES Kal EUUETES ENINTWOEIS, 00NYIEC
npoTwv Ponbsi®v kKal PETPA EKTAKTNG avdayknG yia npoordcia Tou
nePIBAAAOVTOG OXETIKG UE TI) CUYKEKPIHEVR XpIion

MpokaAei coBapd o@BaApIKo epeBiopo.
MeTa and sionvon: kabapog agpag.
MeTa and ena@n pe Ta pdatia: EenAUveTe pe apBovo vepo. KaAeéaTe opBaApiaTpo.

MeTd and katanoon: dwoTe apEowg oTov nabovTa va nigl vepd (£wg dUo noTrpia).
ZupBouAeuTeite 1aTPO. .

Ta nio onuavTikd ouUUNTOUATA Kai EMBPACTEIS, OEEieg kal OWINEG: £PEBIOTIKEC EMIB PACTEIG
‘EvéeiEn TuxOV analTouuevng AUECNG IGTPIKAC (PpovTidac kal 1dikAc Bepaneiag: Asv

unapyouv 81aB&cIPEC NANPOPOPIES

Mpoownikeg Npo@UAAeig, eEonAiouog npooraciag kai 31adIKagiEC EKTAKTOU avaykng
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Odnyia npo@UAagng: Mnv avanveéeTe aTHoUG Kal adgpoAUPaTa. ANOMEUYETE TNV ENAPN
HE TNV ouoia. EEacpalioTe enapkr aspiopd. EKKEVWOOTE TNV NEPIOYN

KivdUvou, TNPNOTE TIG dIadIKaoieg EKTAKTOU avaykng, OUMPBOUAEUTEITE Evav

€101KO.

Mpo@UAGEEIC via To nepIBailAov: Mnv anoppinTeTe UuNEPBOAIK NOCOTNTA UYPDV OTNV
anoxETeEUON.

4.1.4. Odnyisg yia Tnv ao@aAn d1aBson ToUu NpoiovToG Kal TG CUCKEUaoiag
TOU OXETIKA LE TI) CUYKEKDIUEVN XpRon

Tuxov andBAnTa UAIKG NPENEl va anoppinTovTal cUP@wvVA HE TNV eupwnaikn odnyia
2008/98/EK kabwg ka1 aAAoug eBVIKOUG Kal TOMIKOUG KavovIgUoUG.

AnoBnkeUOTE Ta XNUIKA OTOV APXIKO NEPIEKTN TOUC.
Mnv avapiyvleTe pe dAha andpAnTa.

O XEeIpIoWOG Twv [N kKabapiouévwy NEpIEKTAV Ba npenel va ival idiog pe To kabauTd
npoiov.

Mnv anoppinTeTe uNEpBOAIKN NOCATNTA UYPWV OTNV AMNOXETEUON.

4.1.5. ZuvBnkeg anobnkeuong kai xpovo¢ IwNE ToU npoiovro¢ uno
KavoVIKEG OUVOIKEG anoBNKeUOTNG OXETIKA UE T} CUYKEKPIUEVI) XpTion

ZuvBnkec @UAAENC: AlaTnpEITE TOV NEPIEKTN KAAQ KAEIOUEVO OE ENpd Kal KaAd
aepIfOPEVO PEPOG. AIGTNPEITE Pakpld and BepuoTNTA Kal NNyEG avagAeEnc.

To npoidv dev Ba npénel va QUAGCOETAl Yia naparerapéva Xpovika diaoThuarta os
Beppokpaacisc >40°C.

Aiapkeia {wng: 18 prveg

ZupBoulAn nepi ao@aloug Xeipiouol: TnpeiTe TIG NPOPUAAEEIG TNG ETIKETAG. AlATNPEITE
Hakpia and YUHVEG (PAOYEG, KQUTEG EMIPAVEIEG KAl NNYES avAPAEENG. NapPBAveTE
NPOANNTIKA PETPA £vAVTI NAEKTPOOTATIKWV EKKEVWTEWV.

MeTpa eAéyxou €kBeong Tou nepIBAANOVTOG: MV A@rVETE TO NPOIOV va EICKWPTOEl O
anoXeTeUQgEeIC.

5. Odnyisg yia Tn xpRon
5.1. 0dnyisg Xpnong

BA. 0dnyieg Xpriong eIBIKEG YIA OUYKEKPIUEVESG XPMOEIG

5.2. MéTpa agBAuvong Tou Kivduvou

BA. 0odnyieg xpnong €I0IKEG VIO OUYKEKPIPEVEG XPNOEIG

5.3. AeNTOHEPEIEG YIA TIG NIBAVEG AUECEG KAl EPHECEG ENINTWOEIG, 0dnyieg
npOTWV PBonbsei®v kal PETPA EKTAKTNG avaykng yia npooTacgia Tou
nepipaAAovTog

|BA. odnyieg xpnong €IGIKEG Y1 CUYKEKPIPEVEC XPNOEIG
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5.4. 0dnyieg yia Tnv ac@alAn 31aBson Tou NpoidovTog Kal TNG CUCKEUACIiag
Tou

BA. 0dnyieg xpnong ISIKEG YIa CUYKEKPIUEVEG XPrOEIG

5.5. ZuvOnRKeG anoBnKeUONG KAl XpOvog NG TOU NPOIOVTOG UMO KAVOVIKEG
ouvOnKeg anoBnKeuUoNg

BA. 0dnyieg xprong I8IKEG VIO OUYKEKPIPNEVEG XPNOEIG

6. AAAEC NANPOWOPIEG

L
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