KYTNPIAKH AHMOKPATIA

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

AAEIATIA AIAGEZH ZTHN ArOPA KAI XPHZH

AapBdavovrag utroyn:

TNV aitnon e ap. BC-RV020548-07 rou UTroB)\rﬁBr]Ks oto MnTpwo BIokTévwy yia Xopriynon
adeiag oe BIOKTOVO TTaVOHOIOTUTIO HE TO adelodotnuévo Tpoidv Insect Repellent Pump Spray
Lice IR3535 20% pe apiBuéd adeiag KY-0103,

~ A) levika oToiyeia adeiag

1. ApIBudg Adeiac: KY-0134
Huepopunvia xopriynong adelag: 27/09/2018
Huepopnvia Angng adeiag: 06/04/2027

2. Kdaroxog ¢ adeiag: UNI-PHARMA, KLEON TSETIS PHARMACEUTICAL
LABORATORIES S.A.
14° yAu. EBviknig OdouU 1, 14564, ABriva, EAAGDO

B) TautéTnTa BiokTtévou

1. Eutropiké Ovopa: | CY-REPEL By UNI-PHARMA Anti Lice Prevent




2. Tumoc MpoidvTwy: TIM19 — AmTwBnTIKA Kai npooat\xuonmi_

3. Kamnyopia xpnotwv: | MNa spdonsxvmﬁ Xprion

4. Moperi; | AL —Kabe aAAo uypd

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

5. Eyyunuévn ouvBeon:
' BonBntikéc ougieg: £wg 100% B/B

Merck KGaA

6. MapaokeuaoTig OKEUAOUATOG: ]
- ‘ Frankfurter strasse 250, 64293, Darmstadt, Meppavia

I ApaoTiki ouoia

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

2. EAaxion neplsxﬁKémra NG TEXVIKG KaBapng oudiag, | ggo, R/B

ot kaBapr) dpacoTikr ouaia:

3. MapaokeuaaoTrig Tng d.0.: | Merck, Meppavia

II. Eykpiverau n ouvnuuévn lMepiAnwn XapaxktnpioTikwv [poidvrog, 6Twg auth
ETMICUVATITETAI KAl QTTOTEAET AQVATTOOTTACTO HEPOG TNG TTapouong adeiag.

III. Avavéwaon adeiag / Opor avakAnong adsiag / MNpootacia dedopévwy

1. H mapouoa adela 1ox0el pExpr 06/04/2027.

2. Mpiv T ARgn ¢ Trapouong adelag, utroBAAAeTal atré Tov KAToXo auTthg, €@’ doov evOIa@EpETal,
aitnon avaviéwong, cupewva pe 1o apBpo 31 Tou Kavoviopou (EE) apiB. 528/2012 kai cupgwva
pe Tov Kat’ egoucioddtnon Kavoviopd (EE) api6. 492/2014. '

3. H Tapolca adeia PTTopEi va avakAnBei oroiadnroTe OTIYHA €&V 01 OPOI YIA TNV ATTOKTNON TNG
adelag dev TAnpouvral i £Tayav va TAnpolvral | TapacxEBnkav TAAoTA 1 TrapamAavnTika
oToixeia BAoEl TwWY OTToiWY Xopnyrenke autn.

4. Na Tnv TpoaTacia Kai Koivoxpnoia Twyv dedopévwy e@apuolovral Ta dpbpa 59 £wg kai 64 Tou
KavoviopouU (EE) apiB. 528/2012.



IV. TeVIKEG UTTOXPEWTEIG

1. O kdroxog TnG adsiag oeikel va TNPEi TOUG OPOUG TNG TTPWITNG £YKPIONG TOU OKEUAC HATOG,
OTTWG auTh XxopnyRBnke atmd 1o KpAaTog-puéAog agioAdynonc. ‘

2. O kdToxog NG Gdelag gival UTTOXPEWHEVOG OE OTTOIABITTOTE XPOVIKI| OTIYH VO EVUEPUIVEI TNV
Appodia Apxr| yia oTrolecdriTToTe OUCHEVEIG EMIBPACEIS aToV AvBpwTTo Y/ Kai To TEPIBAAAOY TToU
mEPINABaV Ot yvwon Tou armd TNV XprAon Tou Tpoidvrog. Tuxdv amokpuyn HIOG TETOIAG
Anpogopiag amoteAei adiknpa Kai SIWKETAI TTOIVIKA VW TTapdAAnAa avakaAeital n adeia.

3. O karoxog g ddelag Ba TPETEl va dIATNPEI CUVEXWGS EVNHUEPWHEVOUS TOUC (PUKEAOQUC TOU
OKEUAOoHATOG TToU TnpolvTal oTnv Apuddia Apxr HE Bdon Ta vedTepa ETIOTNUOVIKA dedopéva yia
otroladrmoTe YEAAOVTIKN ETTAVEEETADT).

4. H dio@Aiuion Tou OKEUAOUATOG ETTITPETTETAN pOvVo e@dooV gival TUH@WYN HE TOUG OpOUG TNG
@adeIag Tou OKEUAOHATOS Kal TNV 1oXUouca vopoBeaia.

5. H eTikéta Ba TpéTTel va eival oUpgwvn he To apBpo 69 Tou Kavoviopou (EE) api8. 528/2012 kai
HE TNV cuvnupévn MepiAnyn XapakTnpioTKWwy [NpoidvTog TTou amoTeAei avamooTaoTo KOPUAT! TNG

TTapouong adeiag.
V. AMAeg TAnpogopieg ~

Huepounvia: . 27/09/2018




MepiAnwn XapakTnpioTiIK®V MPoiovTog

CY-REPEL By UNI-PHARMA Anti Lice Prevent

Ap. Adsiag: KY-0134
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1. Al10IKNTIKEC NANPOWOPIES

1.1. Epynopikin ovopacia Tou npoiovrog

Epnopikn ovopacia

Xwpa (kata nepinTwaon)

CY-REPEL By UNI-PHARMA Anti Lice Prevent

Kdnpog

1.2. Karoyog Tng adsiag

‘Ovopa kai 3istOuvon Tou ‘Ovopa UNI-PHARMA, KLEON TSETIS
KaToxou TnG adeiag PHARMACEUTICAL LABORATORIES
S.A.
AigBuvaon |140 xAy. EBvikng OdouU 1, 14564,
ABriva, EAAGGa
Ap18uog adsiag KY-0134
Huepopnvia xopnynong adsiag (27/09/2018
Huepounvia AQRgng adsiag 06/04/2027

1.3. NMNapaokeuaoTig TOU NPOIOVTOG

‘'Ovolda NapaocKeuaoT

Merck KGaA

Aie0Buvon NnapaocksuaoTh

Frankfurter strasse 250, 64293, Darmstadt,
Meppavia

Aie0Buvaon spyooTagiou
NApAaoKEUNG

Frankfurter strasse 250, 64293, Darmstadt,
leppavia

1.4. NapaokeuaoTnG/£G TNG/TwV dpacTiknG/ v ouciag/i1mv

ApacTIKN oucia

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

'Ovopd NapdocKEUAoTR

Merck. KGaA

AieOuvon NapacKeuaoTi)

Frankfurter strasse 250, 64293, Darmstadt,
Feppavia

- |AiIe@uvon epyooTaciou
NAapacKeung

Confidential

ApacTiki ougia

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

‘Ovopa NapackKeuaoTh)

Merck. S.L.U.

AIgUOuvon NApaoKEUAOTIH)

Calle Maria de Molina, 40 28006 Madrid Ionavia

AigUBuvon epyoocTaciou
NAapacKeUlg

Confidential
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2. SUVvOEON NPOIOVTOC KAl TUNOC OKEUACUATOG

2.1. MoIOTIKN Kdi MOCOTIKN NANPOPOPNON OXETIKA HE TN oUVOECH TOU

npoiovTog

Koivo ovojla |Ovopagia I516TnTa |Ap1OHOG CAS |Ap1OuoG  |MEPIEKTIKOTHTA
kata IUPAC EC (%)

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

N-butyl-B- ouaia ’

alaninate

BonBnTIKEG OUTIEG — EPNICTEUTIKEG NANPOPOPIEG NMOU NEPIEXOVTAl OTO PAKEAD

a&ioAGynong Tou npoiovTog

2.2. TOnog cKevaopaTog

IAL-KEJBE aiAo uypo

3. AnA®OEIC ENIKIVEUVOTNTAG KAl Nnpo®@UAagng

Ta&ivounon kal ENorpaven Tou npoiodvrog oUppwva pe Tov Kavoviouod (EK) 1272/2008

TaZivopnon

Kartnyopia kivéivou

GHS02: EUpAekTO
GHSO07: O&gia To&ikoTNTA

Enicnjupavon

Eikovoypapua

OO

MNposidonoinTikr AEEN

Mpoooxn

ANAWOEIG ENIKIVOUVOTNTAG

H226 EUpAekTO UYPO KAl ATHOG
H319 lNpokaAei coBapo o@BaAuikd epebiopd

AnA®OEIG NpopUAAENG

P101 Eav {ntroeTe 1aTpIKr ouPBouAn, va éxere padi oag
TOV MEPIEKTN TOU NPOTGVTOG N TNV ETIKETA.

P102 KpaTtnoTe TO pakpia and naidia.

P210 Makpia ano BepuoTnTa, BEpUES ENIQPAVEIEG,
onivBnpeg, YURVEG QAOYEG kal GAAEC NNYES avapAEENC.
AnayopeUeTal To Kanvioua. 7

P305 + P351 +P338 + P310 AN TO MPOION MMEI
ETA MATIA ZAZ: ZenAUVETE NPOCEKTIKA HE VEPO YId
QpPKETA AENTA. AQAIPECTE TOUG (PAKOUG ENAPNG av (PopaTe
Kal av €ival eUKoAo va To NpAaeTe-ouvexioTe To EERyaipa.
KaAgoTe apecwg To KEvTpo AnAnTnpiagewy n €va yiatpo.

ZUPNANPWHATIKEG
nAnpo@opisc kivdlvou

4. EYKEKDIUEVEG XPNOEIC

4.1. XpRon 1. M€oo yia TNV anoKpouon KOUVOUNI®WV KAl TOIHNOUPI®MV OTOV

avépwno

TUnog npoiovrog

TrM19 - AnwBnTika Kal npoogeAkuoTIKA.

AkpIBiig neplypa®n Tng
EYKEKPIPEVNG XPioNng

AnwBnTIKO
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Opyavicuoi-oToxol EnioTnuovikni ovopacia: Pediculidaé
(oupnepiAayBavopsvo

U Kal Tou oradiou Koivr) ovopagoia: Weipeg
avanrtugng) ZTadio avanTugng: akpaia
Medio eappoyng 2 € EOWTEPIKOUG XWPOUG.

EowTepikoi Xwpol o KaAa agpilopeva PeEpn.

To Insect repellent Pump Spray Lice IR3535® 20% civail éva
£TOIMO yIa Xpron anwdnTiké npoidv yia TNV npoAnwn Tng
pHOAuvang ano yeipeg Tng avBpwnivng ke@aAng (Pediculus
humanus capitis). Mpénel va epapudleral ota palAida, orov
auxéva kai nicw and Ta auTid.

M£0030G spappoyng LUsmouoq
To £ToIdO Yia Xpran npoiov ival £va Exvscpcoua HE avTAia nou
yekaleTal kaTeuBeiav oTa palAia.

Aoon Kai cuxvoTnTa EvnAIkeg: £wcg kal 1,05 g npoiovTog f nepinou 9 Wekaopoi
£EQappoyng ava sgappoyn,

naidia nAikiag ano 0 €wg 11 eTwv: 0,5 g ) nepinou 4
WEKAQOPOI ava epapuoyn

To npoiov ouvnBwg s@appoleral povo pia gopa Tnv nuepa.
Kata tnv enavaAnnTikh s@appoyn, TNeEiTe ToV EMTPENOUEVO
péyioTo apiBud epapuoywv ava nuepa:

*EviAIkeG ka1 naidia nAikiag avw Tou 1 €Toug: 3 QOPEG TNV
nuepa.

*[1a1d1a nAikiag and 0 €wg 1 £TOuG: 2 QOPEC TNV NUEPQA.

‘'OTav 1o BiokTOVO Npoiov epappoleral o naidid nAikiag KaTw
Twv 11 eTwdv, Ba npenel va epappodleTal and eviAika.

KaTtnyopisg xpnoTov Mn enayyeApaTieg XproTeg

M£ye0og kai €idog ®1aAn, nAaoTikn: HDPE, =25,0 - <250,0mL
OUOKEUaoiag
H @iaAn kAgivel pe KeaAn nou nepiexel avrAia, n onoia
kaAUunTeTal and kandki.

4.1.1. E1dIkéEG OONYIEG yIa TN CUYKEKPIUEVN XPRon

BeBalwbeite 0TI dev undapxouv Weipeg. XpnoILonNoIRCTE NpwTa PBEIPOKTOVO.

EqappooTe opolopop®a To npoidv o kabapd Kal oTEyva ) OKouniopéva PE NETOETA
paAAla, kovta oTo déppa TNG KEPAAnG, @povTilovTag va EEKIVIIOETE and ToV auxXEva Kal
TNV NEPIOXN Nicw and Ta auTid. ZTn CUVEXEIQ WEKAOTE OAA Ta PaAAId onwg
xpnoigonoleite pia Aak. BeBaiwBeiTe OTI To dEPUA TNG KEPAANG KAl Ta HAAAIG £XOUV
diaBpaxei Enapkwe.

H scpopuoyr'] npenel va enavaingeoei usTt':f TO AOUCIHO TWV pu)\)\ld)v 'OTav 1o BIOKTOVO
npoiov spappoleral os nadid nAikiag katw Twv 11 eTov, Ba npsna va spappdleral ano
gvnAika.

To npoidv cuvnRBwe epappoleTal povo Wia popa Tnv nuEpa. Karta tnv enavaAinnrikn
£(Qapuoyr), TNPEITE TOV ENITPENOUEVO HEYIOTO APIOUO EQapuoywv ava nUéEpa: eEvnAIKEG
kal naidia nAikiag avw Tou 1 £TOUG: 3 POPEG TNV NUEPA. »aidid nAikiag ano 0 £wg 1
£TOUC: 2 (POPEG TNV NUEPA.

Ma ouveyxn npootacia: EqpappooTe Eava To apyOoTePO PETA and 2 nUEPEG o€ kKaBapd Kkai
crrsyvc':l n cxoumcpéva HE NETOETA paAAid. Eqmppc‘:crrs Eavé vu)piTspa gav Ta uu)\)\ld
Exouv £pBel og enagn pe vepo (ONwC JETA anod Bpoxr] f KoAUuni), €éwg 6Tou NAWe! va
undapye! Kivouvog poAuvong.
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4.1.2. Eidika peTpa auBAuvonc Tou KivBUVOU yia TI) CUYKEKPILHEV) Xpron

Xpnoigonolgite To anwbnTIKG pE OdcpﬁAEIG.-AIGBﬁCETE navTa Tnv £TIKETA Kal TIG
NANPOQOPIEC. TOU NPOIOVTOC NpIv and Tn Xpnon.

Mnv WekaleTe OTO NPOCWNO M EPAPUOIETE OTNV NEPIOXN TWV HATIWV.

MpooTaTeUeTe Ta paTia Twv naidiwv kal npooTaTeleTe To naidi and ionvon Kata Tn
B1GpKEId TOU WEKATUOU. '

Mnv epappdleTe o ekdopeg, TpalpaTa f epebiopévo dépua.

MoOvo yia eEWTEPIKN Xpnan.

XpnoipgonoleiTe o kKaAd aepi{OPEVA PEPN.

Ano@eUYETE TNV E10NVON ATHOV/EKVEPWLUATOG.

Ta ouvBeTika uAIka Ba npenel va npooTaTeUovTal KaTa Tr 81apKeIa ToU WEKAoHoU.

O1 xpnoTeg Ba npenel va evnuepwvouv av n Bepaneia gival avanoTEAECHATIKN Kal va To
ava@EépPouv APECWS OTOV KATOXO TNG Adelag KukAogopiag

4.1.3. AenTopépeieg yia TIG NIBAVEG AUECES KAl EPYUECEG EMNIMNTWCEIG, 0ONYIEG
npwTwv Ponbeiwv Kal NETPA EKTAKTNG avdykng yiad npooracia Tou
nepiBAAAOVTOC OXETIKG UE TI] OUYKEKPIUEVT) XPION

MpokaAei cofapo opBaiuikd peBigpo.

MeTda ano sionvor): kabapog aépacg.

MeTd and enaer pe Ta pdria: EenAUveTe pe apBovo vepd. KahéoTe o@BaApiaTpo.

MeTa and katanoon: dMOTE auéows oTov nabovTa va niel vepd (Ewc dUo notrpia).
JUUBOUAEgUTEITE 1aTPO. .

Ta nio onuavTikd gupnTowpata kal enidpacelg, oEeiec kal dWiyeg: epeBIoTIKEG EMIBPATEIC

‘EvdeIEn TuXOV anairoluevng APeonc IaTpIKNG opovTidag kal s131kng Bspanceiag: Asv
unapyouv d1aBECIPEG NANPOPOPIEG

Npoownikec npo@UAAEeIC, efonAioudc npooraoiac kal 51adiKaoieC EKTAKTOU avayknc

JUPBOUAN Yia NPoCwNIKO EKTOC EKTAKTOU avaykng: Mnv avanveers aTpouc Kai
aspoAlpaTta. Ano@eUyeTe TNV enagn Pe TNV oucia. EEaopalioTe enapkr) agpiopo.
ExkevwoTe TNV neploxn kivéuvou, Trnpnote TIg 31adIKagieg EKTAKTOU avaykng,
gupBouAsuTeite Evav £101KO.

Mpo@uAd&eig via To nepiBaiAov: Mnv anoppinTeTE.UNEPPOAIKN MOCOTNTA UYPWV OTNV
anoxETeuon.

4.1.4. 0dnyiec yia Tnv ac@aAn d1GBe0T) TOU NPOIOVTOC KAl TNC CUCKEUATiag
TOU OXETIKA [E TN CUYKEKPIUEV XPHon

Ta anoBAnTa UAIKA NpENEl va anoppinTovTal cUPQVA PE TNV eUpwnaikn odnyia
2008/98/EK kabwc kar aAloug €BvikoU¢ Kal ToNIKoUC KavoviouoUc. APrVETE Ta XNUIKA-
OTOUC apyXIkoUg NEPIEKTEG TOUG. Mnv avapiyvUeTe pe alha andBAnTa. O XEIpIOPOG TWV HN
kaBapiopévwy nepliekTwy Ba npénel va gival idlog pe To kKaBauTo Npoidy.

Mnv anoppinTeTe UNEPBOAIKN NOCOTNTA UYPWV OTNV ANOXETEUON.
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4.1.5. Zuvlnkeg anoBnkeuonc kKai Xpovog LG Tou npoiovroc umno
KAVOVIKEG OUVONKEG anoBKEUOTG OXETIKA LE TI) OUYKEKPIUEVT XPRon

ZuvBOnkeg @UAAENG: AIaTNPEITE TOV NEPIEKTN KAAQ KAEIOPEVO OE ENpPo Kal KaAa
agpifopevo pEPoG. AlaTnpeiTe pakpid and BepPoTNTa Kai NNyEg avapAeEng.

To npoiov dev Ba npénel va QUAACOETAl YIa NapaTeTapgéva Xpovika diaornuara os
Bepuokpaacieg >40°C.

Alapkeia {wng: 18 pnveg

SupBouAr nepi ac@aiolic xeipiopol: TnpeiTe TIC NPOPUAGEEIC TNC ETIKETAC. AlaTnpEiTe
HAKpPIA anod YUPVEG PAOYEG, KAUTEG EMIPAVEIEG KAl NNYEG ava@AeEng. Aappavere
NPOANNTIKG HETPA EVAVTI NAEKTPOOTATIKMV EKKEVWOEWV.

MéETpa eAeyxou ekBeong Tou nepiBdAAovrog: Mnv a@nveTE TO NPOIOY va EICXWPNOE! O
anoxeTeUCEIC.

5. Odnyieg via Tn ¥Xpnon
5.1. Odnyisg xpnong

BA. 0dnyieg Xpnong 18IkEC YIa OUYKEKPIPEVES XPNOEIG

5.2. MeTpa auBAuvong Tou KIviivou

BA. HETpO peiwong Tou KiviUvou €1B81KA YIA OUYKEKPIPEVEG XPROEIG

5.3. AenTopépeieg yia TIg NIBavEg APECEG KAl EPHECEG ENINTOOEIG, 0dNYIEG
npwTwV Bonbsiwv Kal HETPA EKTAKTNG avayKng yid npooracia Tou
nepifaAAovrog

IB)\. oToixeia E10IKA YIa CUYKEKPIPEVEG XPNOEIG

5.4. Odnyieg yia Tnv ac®aAn 31d8eon Tou NPoIOVTOG KAl TNG CUOKEUAOIOG
Tou

BA. 0dnYieC €I0IKEG VIO GUYKEKPIPEVEG XPOEIC

5.5. ZuvBnKeg anoBnKeUoNG Kal Xpovog ZwnG Tou NpoidovToG UNO KAVOVIKEG
CUVONKEG anoOnKeuong

BA. CUVBNKEG €10IKEC VIO CUYKEKPIPEVEG XPNOEIC

6. AAAEC NANPOWOPIES

|
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