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EAAHNIKH AHMOKPATIA ABrva, 13-10-2015
YNOYPTEIO ArPOTIKHEZ ANANTY=HE & TPODIMQN

FENIKH A/NZH BIQZIMHZ OYTIKHE NAPATQrHZ AptO. Mpwr.: 6901/81457
A/NZH NPOXTAZIAZ OYT. NAPATQrH:

TMHMA OYTONPOZTATEYTIKQN

& BIOKTONQN MPOIONTQN

Tay. A/von: Zuyypou 150
Tax.Kwdwkag: 176 71, KaAAOéa, AORva NPOZ: Néotopag BAayog O.E.-Epsilon Health
TELEFAX: 210 9212 090 K.NoAapa 4,
NAnpodopicg: E. Opayavakn 54352 NuAaia,
K. MntoonoUAou Oecoalovikn
ThAédwvo: 2109287249, 210 9287165

OEMA: Xoprlynon opLoTIKNAG €YKPLONG
0TO BLOKTOVO (amwOnTko)
Noopie Epsilon Health.

ANOODAZH
O NPOIZTAMENOZ THZ FENIKHZ AIEYOYNZHZ BIQZIMHZ OYTIKHZ NAPATQrH:

‘Exovtag unoyn:

1. T dlatagelg Tou KavoviopoL (EE) aptB. 528/2012 tou EupwmaikoU KowvoBouAiou kat
Tou ZupPouliou tng 22a¢ Maiou 2012 oxeTika pe tn S1abeon otnv ayopd Kat Thn Xpnon
Bloktovwy Kal l8kOTEPQ TO apBp. 89 map.2.

2. Tn pe apB. 132428/7.9.2009 (MEK B'/2110/29-9-2009) Anodacn MG ylo TOV
«KOBopLOUO amALTACEWV ylo TNV €ykplon Bloktovwv MNpoioviwv mou pe Baon to M.A.
205/2001 (A" 160) avrikouv oTtoug TUmou¢ poidvtwy 8, 9, 10, 12, 13, 15, 16, 17, 19, 21
KoL 23».

3. Tov kavoviopo 1272/2008/EK (CLP) upe Bépa tnv «TaWVOUNON ETLONMOVON KOl
OUOKEU OO LELYUATWYV » OTIWG LOYXVEL.

4. To MN.A. 70 (DEK 114/A/22-9-2015) kat £l8kotepa to apbp. 4 «Ivotacn Ymoupyeiou
AypoTikn ¢ Avantuéng kat Tpodpiuwvy.

5. To N.A. 73 (QEK 116/A/23-9-2015) «Awoplopog Avtumpoedpou ¢ KuBépvnong,
Yroupywv, AvarmAnpwtwy Ymoupywv Kal YHumoupywvy.

6. Tnv amd 21/07/2015 aitnon tng evdlodpepopevng etatpeiog kat to amo 21/07/2015
TIPWTOKOAAO TANPOTNTAG.

7. To amo 08-10-2015 Ewonyntikd Inueiwpa tng AlevBuvong Mpootaciag DuTikAg
Mapaywyng tou Ymoupyeiou Aypotikrg Avantuéng Katl Tpodipwv.


ΑΔΑ: Ω4ΚΠ465ΦΘΗ-104


AAA: Q4KT1465P0OH-104

Anodaocilovpe

I. XopnyoUue OpLOTIKN £ykplon Ue aplBud TN 19-0203 oto PBloktovo pe ta akOAoubBa
otolxela:

1. Epmopwko ovopa: Noopie Epsilon Health

2. Mopodn: Noolov
3. Eyyunpuévn ouvBeon: IR3535 20 % B/B
Bon®B. ouoiec 80 % B/ B
4. MeplektikOTNTA TNG TEXVIKA KaBapng dpaotikng ouciag oe kabapn Spaotiki ouaoia:

100 % min.
5. a. MNapackevaotig tng 8.0.: Merck KGaA, l'eppavia.
B. Epyootacio mapackeung tng 8.0.: Merck S.L.U., BapkeAwvn.
. a. Karoxog tn¢ £€ykpiong: Neotopoc BAaxog O.E.-Epsilon Health, K.NoAaua 4, 54352
MuAaia, Oscoalovikn.
B. YrieuBuvog yia tn 81a0eon otnv EAARVLIKN ayopd: 0 KATOXOC TN £YKPLoNG.
7. MapaocKeuaoTrg Tou okevaopatog: JAICO RDP NV, Nijverheidslaan 1545, 3660
Opglabeek, BEéAyto.
8. EpYyooTtaolo OPACKEUNG TOU OKEVAoatog: JAICO RDP NV., BEAylo.
9. Epyootdclo cuoKeuaoiag Tou okevaopatog: JAICO RDP NV., BEAylo.
10. Zuokevaoia: Eidog — MéyeBog: OLAAn Twv 70 mL, e KaTtdkL kat avtAia Pekaopou.
YAwO: NMoAvatBuAévio HDPE

()]

Ye endaveC onpEio TNG ETIKETAC TNC cuoKeUaoiag va uTtapyeL n dpaon:
«MAKPIA ANO NAIAIA»

11. Z10)0¢ yLa Tov omoio poopiletal — Tpomnog dpdongc:
AnwONnTIKO yla kouvouTila (OAa ta €ibn cupnepAapBovopEVOU Kal TOU KOUVOUTILOU
Tlypng), okvineg, HUYEG, ToUmoupLa Kal odHKEC.

12. Tponog epappoyng:
WeKAOTE TO MPOIOV OTA AKAAUTITA HEPN TOU OWUATOC KAl odAeiPTE opoLlopopda L Ta
XEpLa.
Mnv Balete aneuBeiag oto mpdowmo. MNa va To XPNCLULOTOLCETE OTO MPOCWTO,
PEKAOTE OTLG TIAAGEC TWV XEPLWV OOC KOL AMAWOTE TTPOCEXTKA OTO TIPOCWITO TOU
eviAwa n Tou matdlov, amodelyovtag T LATLA KOL TO OTOUA.
Mo eEwtepLKn Xpron HLovo.
Na 1N XpNOLUOTIOLEITOL KOVTA OE TPAUUATIOMEVEG TIEPLOXEG TOU SEPUATOG.
MAUVETE Ta XEPLA OOC LLETA TNV XPNON.
H epappoyr o matdLd mpEMEeL va YIVETOL OTTOKAELOTIKA artd TOUG EVAALKEG.
Na pnv XpNOLLOTOLELTOL O TTALSLA KATW TOU EVOG £TOUG.
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13. daopa dpaong:

AAA: Q4KT1465P0OH-104

MEAIO 2TOXOI AOZEIZ XPONOz
EOAPMOTIHZ E®APMOTHZ
AKGAUTITO LEPN Kouvoura 5-6yekacpotl /mnxn xepLov Ka®’ 6An tn
Tou owpatog  |(oupmephapBavopév | (Iml /600 cm?) SLapkeLa Tou
(e€wtepikn OU TOU KOUVOUTILOU £TOUG
xpnon). tlypnc), okvineg, TPOOTAOLO £WE 6 WPEC amod Ta

KOUVOUTILOL KOLL
£w¢ 3 WPEC amod Ta KouvouTLa
Twypng

TomoupLa PUYEG,
odnkeg

Mia (1) popd/nuépa

14

15.

16.

17.

18.

19.

Ermuonuavon cupdwva e tov Kavoviouo (EK) apif. 1272/2008

. Elkovoypappata kwvéuvou:

Nposiwdornowntikn AEEn: Npocoyxn

AnAwoelg emkwvduvotnTag:-
H319 NpokaAel coBapo opOaApKO epeOLONO.

AnAwoelg npodpuAagng

P101 Edv {ntroete LaTplk OUMPBOUAR, va €xete Mall o00g TOV TEPLEKTN TOU
T(POIOVTOG N TNV ETLKETA.

P102 Makpld oo motdid.

Npwteg BorBeieg:

P305+P351+P338 3E MEPINTQIH ENA®H:Z ME TA MATIA: ZEMAUVETE TPOCEKTIKA
HE VEPO yla apkeTd Aemtd. Edv umtdpyouv dakoi emadng, adalpéote toug, epocov
elval evkoho. Juveylote va EemAéveTte.

P337+P313 Edv 6ev unoxwpel 0 opOBaApkOG epeBLoNOG: ZupBouleuBeite/
emokedOeite ylatpo.

Avtidoto: Aev untdpyel. EQapuoleTal CUUMTWHATIKY Bepareia.

TnAédpwvo Kévtpou AnAntnpirdocswv: 210 7793777

XpOVLKK) oTafepOTNTA TOU OKEUACHATOG:

Ze xwpo Spooepo, ENpo , LakpLd ard TNV nAlakn aktvoBoAia otnv apxtki KAELOTH
Tou ocuokevaoia, datnpeital otabepd yia tpia (3) xpovia amd tnv nuUepopnvia
TIAPO.OKEUNC.
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20. Kataotrpata nwAnong:
Emutpénetal n mwAnon tou Kot and kotaoctApata Tpodipwv kot dopuakeio o€
WSraitepoug xwpoug (pddla, mpobrikeg KAT.) pall pUe AMOpPUTAVTIKA OAAA paKPLA
oo TPODLUA, KOAAUVTIKA Kot GAapHUOKAL.

Keipevo EtikéTog:

a. Na eivatl oUpdwvo pe to apbpo 69 tou kavoviopoU (EE) aptB. 528/2012 kol pe thv
napovoa anodaon.

B. Mo kdBe ouokevacia, mpww amd tn O61dBeon) g otnv EAAnVIK) oayopd, va
nipookopiletal otnv Yriinpeoia n TeAKN €TKETA TNG.

H mapouoca £ykplon LOXUEL MEXPL va KataxwpnOei n dpoaotiki ovoia IR3535 mou
nepLéxetan oto Noopie Epsilon Health, oto MAPAPTHMA |y IA fy IB tou MA 205/2001
(A’/160) yio TN19 Kal cuykekpluEva €wg TNV nuepounvia (date of inclusion) mou Ba
opilel n amoddoon Kataxwpenong tng n vo eykplBel ovudwva pe to apb. 9 tou
Kavoviopou (EE) aptB. 528/2012, pe tnv emudpuAagn tou apb.89 nap.2.

H NPOISTAMENH THZ FEN. A/NZHZ
BIQZIMHE DYTIKHE NAPATQrH:

E. AOANAZONOYAOY
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