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I. Nopog 4419/2016 (A’ 174)

«Mpooappoyn ™ eAAnVIKNG vopoBeoiag mpog tnv Odnyia 2014/40/EE tou Eupwmaikol
KowoBouAiou kat tou ZupBouAiou tng 3" Antpidiou 2014 yia TV MPOCEYYLON TWV VOUOBETIKWY,
KOVOVLOTLKWVY KoL SLOKNTIKWY SLATALEWY TWV KPATWV- LEAWY OXETIKA PE TNV KATAOKEUH, TNV
mapoucioon Kot TNV MWANCN MPOIOVTWY KATvou Kol cUVOPWV TPOLOVIWV ..., KABWG Kot AAAEG
ouvadeig Slatdaelg».

1. NouoOstiko mAaioto - Apuodies apyéc - lledio spapuoyijc

O v. 4419/2016, ou adopd OTNV KATOOKEUN, Tapouciaon Kol MWANCN TPOIOVIWY Kormvou Kot
ouvadwv Tpoildvtwy (evowpdtwon tng Odnylag 2014/40/EE - L 127/29.4.2014 oto eAAnvikd Sikalo)
TePLEXEL SLATALELG YLO TO NAEKTPOVLKO TOLYAPO.

OL véeg outég Slatagelg £xouv WG otOXo TtV KoBLEpwon oe OAn tnv Eupwraikn Evwon (E.E.)
OHOoLOpOpdWY ATOLTHOEWY TOLOTNTAG KOl A0DAAELOC Yl TO NAEKTPOVIKO TOLYAPO, HE OKOMO TV
npootacio TNG uyslag Twv KatavoAwTtwyv. EmutAéov, oL véolL KAVOVEG ylo Tn cuokevooia Kal tnv
emonpaveon e€aodalilouv tnv mMANPECTEPN EVNUEPWON TWV KATAVOAWTWVY.

Ot Slatagelg tou mpoavadepBEvTog vopou oxuouv amnd tnv 20.9.2016.

Apudbiec eBvikég ApxEg

H emoneSouoa eBvikn Apxr eival to:

Yroupyeio Yyelag

Fevikn AtevBuvon AvBpwrivwv Mopwv Kat ALOKNTIKAG YITOoTAPLENG

AteBuvon Wuykng Yyelog

Tunua Napayoviwv Kivduvou, Kowvwvikwy Noapayoviwy yia tnv Yyeia kot E€aptroswv.

To Ynoupyelo Yyelag ouvepyaletal pe:
» 1 levikn Mpappateio Blopnyaviag tou Yroupyeiou Owkovopiog & Avamtuéng kot
» 1t levikn Mpappateio Anpooiwv Ecdédwv (I.I.A.E.) tou Yrioupysiou OlKOVOULIKWY KoL ELSLKOTEPA HE:
- 1 AevBuvon Evepyelakwy, Blopnxavikwy kat Xnuwkwy Mpoiovtwy kKat pe TG Meplbepelakég
Xnuikég Yninpeaoieg tng Fevikng AtevBuvong tou Mevikol Xnueiou tou Kpdatoug (M.X.K.) kot
- 1 levikn AlevBuvon TeAwveiwv kot Edikwv Oopwv KatavaAwong (MLA.T. & E.O.K.) kat ta
TeAlwvela, ou amoteAoLV Ti¢ Mepidepelaké YINPeoieg auThG.



Apuodleg ApxEg emomnTeiag TG ayopag eivat:

YVVYVY

oL Yyelovokeg Yrinpeoieg twv Opyaviopwyv Tormikng Autodioiknong (O.T.A.) B’ BaBuou,
ol Yninpeoieg Epmopiou twv Nepidepelakwv EvotnTwy TnG XWPag,

ol Mepidepelakeg Xnuikég Yninpeotieg tng Mevikig AtevBuvong M.X.K. kau

ta Tehwveia tng Mevikng AtevBuvong TeAwvelwv & E.O.K.

Epyaotripla eA€yyou

Epyaotnpla tng Mevikng AteuBuvong N.X.K.

Nedio edapuoync

O v. 4419/2016 edapuoletal os cupdwvia pe TIC AOUMEG LoxUouoeg SLATAEEL TNG EUPWTIAIKAG Kol

€0viKn ¢ vopoBeaiag.

Ov. 4419/2016 éev edapuodletal :

> 0T NAEKTPOVIKA TOLyAPA KoL OTOUG TEPLEKTEG EMAVATIANPWONG TIOU UTIOKELWVTAL OE amaitnon
adelodotnong:

>

>

w¢ ¢apuaka (apt6.31637/21.6.2004 - B’ 1176 Kowr) Aodaon Twv Ynoupywv Otkovouiag
& Owovoulkwyv Kal Yyetog & Kowwvikig ANANAgyyUng )

WG latpotexvoloyilkad Tmpoiovra (aptB.AY86/I.M.01k.130648/30.9.2009-B’ 2198 Kouvn
Amnodaon twv Ynoupywv Otkovopiog & Otkovoplkwy Kat Yyeiag & Kowwvikng AAANAgyyUNng
Kat tou Yédumoupyou Avarmnrtuéng).

> 0TO UypPO XWPLG VIKOTiVN yLa NAEKTPOVLKO TOLyApo.

Ymrodoxn vypot
i avamAfpwons

Didrpo

Mmarapia

Atpomomig

AwaxodémTng
Azttovpyiag

To HAektpovikd Towyapo!

Oplouol yia To NAEKTPOVIKG TOLYAPO KAL TOV TTEPIEKTN EMAVATIANPWOTIS

«HAeKTpOVIKO TOLYyApO»: TPOIOV TIOU WMOopel va xpnoulomolnBel ylia katavaAwon atpou Tou
TEPLEXEL VIKOTIVN UE EMLOTOULO N OTOLKElO TOU v AOyw Tpoidvtog, cuumeplapBovouévou Tou

TEPLEKTN, TOUu Ooxeiou Kol TNG OoUOKEUNG Xxwplgc mepléktn i Soxeio. Ta nAektpovika Tolydpa
pUmopoUV va elval 1 eMOvVAmMAnpWOLUO, HECW TEPLEKTN emavamAnpwong kot &oxelou 0
ETOVATIANPWOLUO UE TIEPLEKTEG Uiag xprionc.

«MNepLéktng emavamAnpwonc»: Soxelo mou mepLEXeL UYPO, OTO OMOLO MEPLEXETAL VIKOTIVN, TO omolo
UTOpEL va emavaypnolpomnotnOel yla va emavanAnpwosl NAEKTPOVIKO TOLYApo.



3. Baoikéc mpodilaypapéc yia To nAEKTPOVIKO TOLYAPO KL TOV TEPLEKTN
EMAVATIANPWOIG

>

To uypO TOU TEPLEXEL VIKOTIvn OlotiBetal otnv ayopd HOVO Ot ELSIKOUG TEPLEKTEG
enavanAnpwong.

O OyKo¢ Tou TtepléKTn emavaninpwong dev untepPaivel ta 10 ml kot o dykog tou GpLaALdiou piag
xpnong r tou doxeiou Sev umepPaivel ta 2 ml.

Ta NASKTpOVIKA Tolydpa Yopnyouv TG 800l vikotivng ote otabepd  emimeda umo
duaLoAoyIKEG GUVBNKEC XproNG.

To NAEKTPOVLKA TOLYAPO KOIL OL TIEPLEKTEC EMAVOTTANPWONC E(VAL TTPOOTATEVHEVA OTIO TOL TLALSLAL
Kal anapafioota, npootatevovtal anod tn Opavaon Kat tn Siappon kot Stabétouv pnxoviopod
niou e€aodalilel TNV emavanAnpwon Xwpig dtappon.

(ExteAeotikn Antddaon (EE) 2016/586 tng Emutpomnng tng 14ng Anpthiov 2016 OXETIKA HE TEXVIKA
T(POTUTIA VLA TOV LNXAVLOMO EMOVATTANPWONG NAEKTPOVIKWY Tolydpwv - L 101/16.4.2016).

H vikotivn oto uypo dev uniepPaivel ta 20 mg/ml

TO UYPO UE VIKOTIVN 8V MEPLEXEL MPAGOETA, OTIWG, VLA TTAPASELYLLOL:

- Butapiveg i mpooBeta mou Snuoupyouv TNV evtUnwaon OTL To Poiov woeAel Tnv uyela n
EXEL LELWPEVOUC KLVEUVOUC yLa TNV UYEla,

- kadeivn i taupivn i Ao pOoOeTa KAl TOVWTIKEG EVWOELC TIou Bewpeltal otL ivouv
evEpyela Kat {wTikoTNnTA,

- mpbdoBeta pe KAPKLVOYyOveg, HeTaAAOELyOveG, ToElkEC otnv avarapaywyh (KMT) 18iotnteg
K.ATL

4. Baoikéc mpodiaypapéc Hovadwv oVOKEVaoIa¢ Kal TEPLEKTWV EMAVATIAT)PWOTC

H povada ouokeuaciag kot KABe eEWTEPLK) OUOKEUOOIO NAEKTPOVIKOU TOLYAPOU KOL TIEPLEKTN
enavaninpwong dEpet:

KATAAoyo OAWV TWV CUOTATLKWY TOU Tpoiovtoc katd ¢pbivouoa ospd Bapoug,
TO TIEPLEXOLEVO OE VIKOTIVN,

Xxopnynon vikotivng ava oon,

aplOuo noptidag mapaiang,

N ovotaon va GpUAACOETOL TO TTPOIOV HaKPLA Ao maldLd,

v

nmpoeldomoinon ylatnv UYEla: «To TPOIOV AUTO MEPLEXEL VIKOTIVN, n omoia eival

falpetika eGioTikn ouoia.

Eniong, péoa otn povada cuokevaoiag Tou NAEKTPOVIKOU TOLYAPOU KOL TOU TIEPLEKTN EMOVATIARPWONG
TIEPLEXETAL EVNUEPWTLKO GUANASLO Kal oTa eAANVLKA pe TLG £€n¢ TAnpodopliec:

odnyleg xprong kot amobnkeuong,

pvela OTL N xprion Tou POoLOVTOG 8 GUVIOTATAL OE VEOUG KL [N KOTIVLOTEC,

avtevoeitelc,

TPOELSOTIOLNOELG YLOL CUYKEKPLUEVEC OUASEC KvSUvVoU,

TUXOV BAaPepPEG CUVETELEG,

Kivéuvo €BlopoU Kat TofLkoTNnTa,

oTolxela EMUKOLWVWVIAC KATOOKEUAOTH I ELOAYWYEQ KOL VOULKOU 1) GUOLKOU TIPOCWTTOU EMAGN G EVTOG

E.E.



5. Baolkéc amaitioeis mapovoiaonc Tov mpoidvtog

5.1 H povada cuokevaoiag kol kaBe efwteplk ocuokevaoia, koBwg kat to (6lo To mMpoiov bev
nepAaBAVOUV KAVEVO OTOLXELO 1 XOPOKTNPLOTLKO TO OTolo:

v mpowBsi to mpoidv | evBappUVEL TNV KATOVAAWOH Tou SnULoUPYWVTAC E0GAAHEVN EVTUTIWON
yLlaL TAL XAPAKTNPLOTIKA TOU Kl TIG EMULOPACELG OTNV UYELQ, TOUG KIVEUVOUG h TLG EKTIOUTTEG,
uTtoSNAWVEL OTL lval Alyotepo emiPAaPEC amo alla,

QTTOOKOTIEL OTN HElwoN TWV EMUMTWOEWY OPLOPEVWYV ETLRAAPBWY CUOTATIKWY,

EXEL LBLOTNTEC AvOlWOYOVNTLKEG, TIOU TTAPEXOUV EVEPYELX ) BDEPATIEUTIKES, OVAVEWTLKEC, PUOLKEC
1 BLOAOVYIKEG,

npoodEpel GAAA 0pEAN yLa TNV UYELD 1] TNV KOWWVLIKA CUUTtEpLpopa,

avadépetal og yelon, o LUPWBLA 1} o€ AAAO TIPOCOETA ] EMIONUALVEL TRV amoucia Toug,
HoLAlEL e TIPOTOV SLOTPODNC 1 UE KAAAUVTIKO,

urtodnAwvel BeAtiwpévn Blroamodopnaotpuotnta rj aAAa meptBalAovTikd odEAN.

ANENEN

ASENENEN

5.2 OLpovadeg cuokevaoiog kal kKaBe e¢wteplkn cuokevaoia §gv UTIOSNAWVOUV OLKOVOULKA 0hEAN

v Ppépovtac Tunwuéva Koumovia,
v' mpoodépovroag ékmtwon f Swpedv Stavoun,
v nepapBdvovrog npocdopéc TUToU «SVU0 GTNV TR TOU €VOC» ] TAPOUOLEC TPOTHOPEC.

5.3 Ta amoyopsupéva OTOLXELD KOl XOPAKTNPLOTIKA UMopel va mepthapfavouv: cuppola, ovouarta,
EUTOPLKA CHOTA, OTTELKOVIOELG N} AAAQ orjpaTa, Xwpic va e€avtAolvTal o€ aUTA.




IL. Yypo pe viKoTivl] YL JAEKTPOVIKO TOLYXAPO
Kavoviopot (EK) 1907/2006 “REACH” ko 1272/2008 “CLP”

To UypO ME VIKOTIVN ylol NAEKTPOVLKO TOLYAPO, WG XNHUKO MELYHA, E€UMIMTEL KAl OTLG SLATALEL TWV
Kavoviopwv (EK) 1907/2006 “REACH” (EE L 396/30.12.2006) kat 1272/2008 “CLP” (EE L
353/31.12.2008).

To Tevikd Xnueio tou Kpatoug (M.X.K.) elvat n appoddia eBvikn apxn yla thv edappoyn Kot Tov EAsy)o
edpappoyng twv Kavoviopwv “REACH” kat “CLP” mou adopolv ota XnUKa poiovta.

P - - N o - »
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1. Emionuavon - eTikéta

Emopévwg, Epav Twv poovadepOUeEVWY SLATAEEWY EMLOAAVONG KAl CUOKeuaoiag tou v. 4419/2016,
LoxUouv Kal ot Slatdéelg taflvopnong, emonuavong kal ouokevaoiag tou Kavoviopou 1272/2008
“CLP”.

AapBavovtog urt’ oYy OTL 0 OYKOG Tou TiepLEKTn emavanAnpwong sv unepPaivel ta 10 ml kal o0 6ykog
Tou ¢LaAdiou pLog xpnong r tou doxeiou dev  umepPaivel ta 2 ml, woxvouv e€alpéoelg amo Toug
YEVIKOUG Kavoveg, oUpdwva He Tov kavoviopud “CLP”, o6cov adopd OTO TEPLEXOMEVO KOL OTNV
TomoBETnon TG ETIKETAG :

» [a ouokeuaoleg e OYKo HIKPOTEPO Twv 125 ml Ko yla gUYKEKPLUEVEC, LIOVO, KATNYOpPieg KvdUVoU
propoUv va napaieldBolv ot SnAwoslg emkivduvotntag (H) kat ot dnAwoelg mpodulaéng (P), e
NV npoindBeon otL ta pelypata dev SlatiBevral oto eupl Kowo (mapdptnua l - tuRpa 1.5.2).

> Emiong, e€ap€oelg amo Toug YevikoU G KaVOVEG TOOOETNONG TNG ETIKETOC LOXUOUV YLA CUCKEVOOLEG,
AOyw “oxNuatog i HopdNg 1 UIKPoU OYKou” Kol OTOLXELO TNG EMLONUOVONG UITOPOUV VA TTapEXOVTOL
o€ €TKETA avaduthoUpevn N 8etl N o ewteplkn ouokevaocia (apbpo 29.1 kot mapdaptnua | -
unua 1.5.1).

Ouwg, n ermonuaveon os KABe ecwWTePLK cuokevaoia TeEPLEXEL, TOUAAYXLOTOV, TA ELKOVOYPAULOTO
KwOUVOU, TOV OvVayVWPLOTIKO KWOKO Tipoidvtog, to dvoua kat tov aplBud tnAedwvou Tou

npounBesutn.




2. ElSikéc anaiti)oels EMONUAVONC KAL CUOKEVATLAC

2.1 AvayAudn npoetdomnoinon Kivduvou

H ouokevaoia mpémnel va dépel avayAudn npostdomnoinon kvduvou katd to nmpotumo EN ISO 11683,

avefAPTNTA TNG XWPNTIKOTNTAG TNG, €AV TO LUYPO e VIKOTIvN SlatiBeTal oto eupl Koo Kat Tagvopeital

OTLG KATWTEPW Katnyopieg kwvduvou:

- Ofelag tofikotntag kat. 1-4
and Tou otoparog (H300, H301 kat H302), dua tou dépuartog (H310, H311 kat H312), S tng
elonvong (H330, H331 kat H332),

- AloPpwTikd yla to déppa kat.1 (H314),

- EvawoBntomolo tou avarmnveuotikol cuotnuatog kat.1 (H334),

- EWdwn tofikotnta os 6pyava — atoxoug (STOT) kat. 1 kat 2 — epamag kot emavelAnupévn €kBeon
(H370, H371, H372 kaL H373),

- Napouoldlel kivbuvo anod avappodnon (H304),

- EUdAexto aéplo kal uypo kat. 1 kat 2 (H220, H221, H224 kot H225).

2.2 Nwpa acpaleiog ya atdid

H ouokevooia mpénel va ¢épel mwua achadeiog yio madid katd to mpotuna EN ISO 8317
(emavakAelopeveg cuokevaoieg) 1 EN I1ISO 862 (un-emavoKAELOPEVEC CUOKEUAOIEG), aveEdptnTta TNG
XWPNTLKOTNTAG TNC, EAV TO LYPO UE VIKOTivn SlatiBetal 0Tto eupl KOO Kot TAELVOUELTAL OTIC KATWTEPW
Katnyoplec kwvdvvou:

- O¢elac toflkotnTac Kat. 1-3
ard tou otopartog (H300 kat H301), Sta tou dépuartoc (H310 kat H311), Sta tng etomvonc (H330 kat
H331),

- AlaBpwtiko yia to S€pua kat.1 (H314),

- Edwn to€ikotnta og 6pyava — otoxouc (STOT) kat. 1 — edpamaf kat emavelAnupévn €kbeon (H370
kot H372),

- Napouotalel kivbuvo amd avappodnaon (H304).

To nwua aodaleiag ya maldid miotomnoleital pall e Tov TEPLEKTN ATIO €PYOOTHPLA TIOU TNPOUV Ta
npotuna EN I1SO /IEC 17025.
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II1. ZuXVEC EPWTNOELG KAL ATIAVTIGELG

1. e noia vouodsoia eUminTeL to vypo yLa NAEKTPOVIKO TOLyapo ;

» To uypo LE VIKOTIVN YL NAEKTPOVLKO TOLYAPO EUUTTEL OTIG SLatAgelg Tou v. 4419/2016 Kol Twv
Kavoviopwv (EK) 1907/2006 REACH ko 1272/2008 CLP.

» To uypd xwpilg¢ vikotivn ylo NAEKTPOVIKO TOlyApo eumintel otlg Slatdfelg tg apid.
73/2810/14.10.2004 (B’ 1885) «leviki Aoddlela twv Mpoidvtwv- Evapuodvion pe tnv Odnyia
Tou Eupwmaikol KowoPouliou kat tou ZupBouliou 2001/95/EK tng 3ng AskepBpiouv 2001»
Kowng Amddaong twv Ymoupywv Ecowteplkwv, Anupdolag Aloiknong & Amokévipwong,
Owovopiag & Owovoulkwy, Avamtuéng, Yyelag & Kowwvikng AANAgyyung, Alkaoolvng Kot
Twv Kavoviouwv (EK) 1907/2006 REACH kat 1272/2008 CLP.

2. To uypo yLa NAEKTPOVIKO TOoLydpo Kataxwpeitat oto Edviko Mntpwo Xnuikwv Mpoiovtwv (E.M.X.11.) ;

To UypPO YL NAEKTPOVIKO TOLYAPO, WE XNHULKO HEIYUQ, EUTIITTEL KAl OTIG Statdéelc tou Kavoviopol (EK)
1272/2008 “CLP” (EE L 353/31.12.2008) kot epdoov Talvopsitol cUUPwVa E TO KPLTHPLA TOU EV AOyw
KOVOVIOUOU Ww¢ €MLKIVOUVO, BACEL TWV EMUMTWOEWY TOU OTNV UYELX | TwV GUOLKWV TOU EMIITTWOEWV,
TPETEL VA KaTaxwpeital oto E.M.X.M.

To oxetkd vouLko mhaioto kabopilstal amo to dpbpo 45 tou Kavoviopou (EK) 1272/2008 “CLP” kat to
apBpo 3 tg apb. 3015811/2663/12.8.2010 (B’ 1410) «KoOoplopodg HETPWY EAEYXOU KOl KUPWOEWV YL
NV ektéAeon tou aptB. 1272/2008/EK kavoviopou tou Eupwraikol KowvoBouliou kot tou SupBouAiou»
Kowng Anodaonc twv Yrioupywv Otkovoutkwy, Otkovopiag, Avtaywviotikotntag & Navthiag, Yysiag &
Kowwvikng ANMANAgyyUNng, Aypotikng Avamtuéng & Tpodipwvy».

To E.M.X.M. tnpeital otn AtevBuvon Evepyelakwyv Blopnyovikwy kKat Xnuikwv MNpoildvtwv tng FEVIKAG
AlevBuvong M.X.K. H kotaxwpnon yivetal nAEKTPOVIKA, XWPELG OLKOVOLKN €MBAPUVON KL OXETLKEG
Aemtopepeic mAnpodopieg kal 0dnyleg mapexovral otnv Lotobéon tou IN.X.K.:
http://www.gcsl.gr/index.asp?a_id=310&txt=y&show sub=1

N CH3
NICOTINE

BiBAoypadia
1. N.4419/2016 (A’ 174).

2. Koavoviouog (EK) 1272/2008 “CLP” (EE L 353/31.12.2008), 6mwc LoXUEL.
3. Guidance on labeling and packaging in accordance with Regulation (EC) No 1272/2008 Version 2.0 -
September 2016.
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