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ANAPTHTEA ZTO AIAAIKTYO

EANHNIKH AHMOKPATIA Abnva, 25.10.2022
YMNOYPIEIO ArPOTIKHZ ANANTY=ZHZ KAI TPOOIMQN Ap10. npwt: 10790/319820
FENIKH A/NZH rEQPTIAZ

A/NZH NPOITAZIAZ OYTIKHEZ NAPATQrHz

TMHMA OYTONPOZTATEYTIKQN NMPOIONTQN

Tay . A/von: A. Zuyypou 150 Mpog: Sharda Cropchem Espaiia S.L.

Tay. Kwéikag: 176 71 - AGHNA (61t TG UMEVBUVOUL eMIKOVWVIAG, ETALPELC:
MAnpodopieg: . Toohopltn Toutout{idakng Avtwviog Kot Z1A E.E. «Agribiz»
TnAédwvo: 210 9287247 MuyxaAakomouAou 157, T.K. 115 27 ABrva
e-mail: gtsolomiti@minagric.gr TnA.: 210 7471000, 210 6725174

e-mail: info@agribiz.gr

OEMA: «XopHynon adsiwag 61absong otnv ayopd oto GUTOMPOCTATEUTIKO Tpoidv ({{avioktovo) FLYER
(florasulam 5% B/o)»

ANO®AZH
O NPOIZTAMENOZ THZ FENIKHZ AIEYOYNZHZ FEQPTIAZ

‘Exovtag unoyn:

1. T dotatelc:

o) Tou v. 4036/2012 (A’ 8) yia tn 61&Oeon yewpyKwv GopUaKwY otV ayopd, opBoloyLkr Xprion ouTwy Kot

ouvadeic Slatdaelg, OMwWCE TPomonoLBnkKe Kal LoYUEL

B) Tou v. 2690/1999 (A’'45) «KUpwaon tou Kwdika AtokntikAg Atadikaoiog kat AAeg Slatdéelg».

y) Tou apBpou 109 tou v. 4622/2019 «EmiteAikd Kpdtoc: opydvwon, Aettoupyio kat Staddvela g
KuBépvnaong, Twv KUBEPVNTIKWY 0pyAVWY Kal TNG KEVIPLKNG Snuoolag dloiknongy.

2. Toug KavoviopoUG OTIWG TPOTIOTIOLNBNKaV Kal LoXUouV:

a) (EK) pe apBu. 1107/2009 (L 309/24.11.2009) tou Eupwmnaikol KowoBouliou kat tou ZupBouliou tng 21™
OktwPpiou 2009 oxeTiKA Pe TN SLABEC PUTOMPOOTATEUTIKWY TIPOIOVIWY TNV ayopd KAl TNV KATApynon Twv
odnywwv 79/117/EOK kat 91/414/EOK tou ZupBouliou kat stdikotepa to GpBpo 40 autol.

B) (EE) apOu. 2015/1397 tng emutpomnng tng 14nc Auyovuotou 2015 yia TNV ovavewon tng £yKPLong tng
Spaotikng ouvoiag florasulam, ocUpudwva pe tov kavoviopd (EK) apt®. 1107/2009 tou Eupwraikol
KowoBouliou kal tou ZupBouliou oxetikd pe Tn S1ABeon GUTOMPOCTATEUTIKWVY TIPOIOVIWY OTNV ayopd, Kot
TNV TPOMOTMOINGN TOU TIAPOPTAATOC TOU EKTEAECTIKOU Kavoviopou (EE) apB. 540/2011.

v) (EE) pe apOud 546/2011 tng Emwtportg thg 10™ louviou 2011 yia tnv edpappoyr tou Kavoviopou (EK)
aptB. 1107/2009 tou Eupwraikol KowvoBoulAiou kat tou SupBouliou 6oov adopd TG EVIAIEG APXES VLA TNV
afloAoynon kat Tnv adelod0TNon Twv GUTOTPOCTATEUTIKWY TIPOTOVIWV.

6) (EE) pe aptB. 547/2011 tng Emurpomnic tng 8ng louviou 2011 yia tnv edoppoyn tou Kavoviopou (EK) pe
optB. 1107/2009 tou Eupwmaikol KowoBouliou kat tou JupBouliou 6oov adopd TG OMALTHOELS
ETLONUAVONG YLO TA GUTOTPOCTATEUTIKA TTPOTIOVTAL.

g) (EK) 396/2005 tou EupwmaikolU KowvoBouliou kat tou TupPouliou tng 23ng OeBpouapiouv 2005 yia ta
avwtata opla KataAolmwy dutoPapudkwy HEoA N TAVW ota TPodLUA Kal TIG {woTtpodEC GuTIKNAC Kat LwikAG
T(POEAEUONG KOL YLO. TV Tpomormoinon the odnyiag 91/414/EOK tou TupPouliou.

ot) (EK) pe aptOu. 1272/2008 tou Eupwraikol KowoBouAiou kal tou SupBouliou tng 16ng AskepBpiouv 2008
yla tnv Taglvopnaon, Ty €MNOHNUAvVon Kol TN CUCKEUAGCLO TWV OUCLWV KOl TwV HELYUATWY, TV Tpomonoinon
KOL TNV Katdpynon twv odnywwv 67/548/EOK kat 1999/45/EK kat tnv tpomomnoinon tou kavoviopou (EK) pe
apBu. 1907/2006.

3. Tnv apBu. 1881/286212/13-10-2020 Anddaon Yroupyol «MetaBifaon tng e€ouaoiag umoypadrc « e EVIOAR
Mpoiotapévou/-ng Tevikng AlevBuvong» tou Ymoupyeiou Aypotikig Avamtuéng kat Tpodipwv, o€
MPOoioTAUEVOUC LEPOPXLKWG KATWTEPWY OPYAVIKWY HOVASWY TIOU UTAYOVTaL oTnV olkeia Mevikr AleuBuvon»
(B'4612/19-10-20).
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Tnv apOu. 7807/207777/30.08.2021 Anddaon Yroupyol «EBVIKEC amattroslg ota mAaiola tou Kavoviopol
(EK) aptBu. 1107/2009 tou Eupwraikol KowoBouAiou kat tou SupBouliou, tng 21ng OktwPpiouv 2009 (L 309)
Kol Twv Kavoviopwv (EE) aptBu. 283/2013 ka 284/2013 tng Emttponig, tng 1ng Maptiou 2013 (L 93), oxetikd
He T 61aBe0n PUTOMPOOTATEUTIKWY TIPOIOVTWY OTNV ayopd TNG XWPAG.»

Tnv apOu. 5163/145140/30.05.2022 eykUkAlO TNG Ymnpeoiag pag pe BEpa «Xoprnynon Katdloyou Ttwv
ekOE€0ewV SOKLUWV KAl LEAETWY EVOC PUTOMPOOTATEUTIKOU Tipoiovtog (DMM)».

Tnv apOu. 14449/164163/29.12.14 eykikAio tng AcvBuvong Mpootaociag QutikAg Mapaywyng, n omoia
e€eldIkeVEL Ta amaltoUEvVa oTolEla TNG altnong yla xopnynon adstag dtabeong otnv ayopd pe apolBaia
avayvwplon cUpdwva pe to apbpo 40 tou Kavoviopou (EK) 1107/2009.

Tnv aplBu. 2020-04-08 P01 (SZ) €ykplon KukAodopiag kabBwg kal Tn OXeTkn £kBeon afloAdynong twv
apHOSLWV apyxwv tng MaAtag Tou poiovrog FLYER (SHA 8700 A).

Tnv elonynon tou Mnevakelou Qutonaboloyikol IvotitoUtou (EMMN 1542/19.07.2022) ywa thv aloAoynon
NG QAMOTEAECUOTIKOTNTOG TOU OKEUACLATOG.

Tn upe opld. mpwt. 4761/128338/19.05.2020 aitnon kabwg kat to pe aptOu. 1044/308939/17.10.2022

OUUMANPWHOTIKA oToLXEla TTou KaTéBeaE n evladepduevn etatpeia.

n XopnyoUpe adela tabeong otnv ayopd, cupdwva pe to dpBpo 40 tou Kavoviopol (EK) 1107/2009, oto

ANOMAZIZOYME

(Qlavioktovo) FLYER tng etatpeiag Sharda Cropchem Espaiia S.L., e ta akdAouBa otoyeia:

TautétnTa ToU PUTONPOCTATEUTIKOU TTPOidVTOG

ApBudc Adsrac AvdBeonc otnv Ayopd (AAAA) 70470

1.1.a Huepounvia xopriynong
1.1.p Huepopnvia Anéng

1.2 DUTONMPOCTATEUTLKOG TPOIOV
1.2.a Epmoptko ovopa:
1.2.8 Mopdn:

1.3 ApaoTikr ouoia

Apaotiki oucia 1

Kowvr) ovopaoia tng §paoTikig ouolag
kata 1SO:

MePLEKTIKOTNTO TNC TEXVLKA KOBapng
SpaoTIKAG oualag og kaBapr dpaACTLKA

ovola:

Xnuikn opada:

25.10.2022
31.12.2031

FLYER

JUMITUKVWHEVO evalwpnpa (SC)

Florasulam

98,5 % (B/B) min

| tpLalolomnuplutdvwv-couAdovavihdiwy
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MopaoKEVAOTAG:

Epyootaoia mapaokeung tng 6.0.:

Texvikég podlaypadEg TNG SPACTIKAG
ouoliog:

1.4 NAnpodopicg yra To okeLOCHA
a) Katoxog tng adelag:

YmevBuvog emikovwviog:

B) YreuBuvoc yia tnv teAikn dtabeon otnv
ayopa:

AAA: WAZWA4653MT-4H5

SHARDA CROPCHEM LIMITED

2nd floor , Prime Business Park

Dashrathlal Joshi Road

Vile Parle ( West )

Mumbai - 400056 , Ivéia

TnA.: + 91 22 6678 2800

Fax: +91 22 6678 2828 / 2808

Email: regn@shardaintl.com, Shardaint@vsnl.com

Me Eknpdowrno atnv Evpwrnn:
Sharda Cropchem Espaiia S.L.
Edificio Atalayas Business Center,
Carril Condomina n2 3, 12th Floor,
30006 Murcia, lomavia

MapaokeuAleTAL OTLG EYKATOOTACELG TNG EMLXELPNONG:

Weifang Sino-agri Union Chemical Co., Ltd.
Binhai Economic development Area, Weifang City,
Shandong Province, 262737 Kiva.

OL texvikég mpodlaypadec TNG SPAOCTIKAC ouaiag, OMWG QUTEG
£€xouv katatedel pe tnv pe apld. mpwt. 4761/128338/19.05.2020
aitnon tng evlladepouevng etalpeiag kat mpoodlopilovtal oto
PART C tng oxetikng EkBeang ASloAdynong tng ELonynTpLOG XWPOS,
elval gumioteutiky MANpodopia Kol Mapapévouv oto apyeia tng
2EA.

Sharda Cropchem Espafia S.L.

Edificio Atalayas Business Center,

Carril Condomina n2 3, 12th Floor,

30006 Murcia — lomavia

TnA.: +34 868127589

E-mail: e.nieto@shardaintl.com
regn@shardaintl.com

Toutout{idakng Avtwviog Kat ZIA E.E. «Agribiz»
MuyahakomouAou 157, T.K. 115 27 ABnva
TnA.: 210 7471000, 210 6725174

E-mail: info@agribiz.gr

SHARDA BALKAN ArPOXHMIKA MONOMPOZQMH E.N. E.
Movaotnpiou 9, TK 54627, O@ecoalovikn

TnA.: 2310 521045

Email: athinasarakini@gmail.com

2e nepintwaon UeAAovTiknic tpomonoinong tng napouoas adelag we
7POo¢ TO £V Aoyw onueio, o avwtepw unevBuvoc Stadeong da Exet
Kat tnv euBuvn yla Ta UIAPYOVTA ATOTEUATA TOU OKEUAOUATOG TTOU
rapnydnoav n/kat kukAopopnoav otnv eAANVIKA ayopd UEXPL THV
nUeEpPoUNVia UTTOYPAENG TNG OXETIKNG aITopaong Tpomomnoinong. Ma
TIC TOOOTNTEC TOU OKEudouatro¢ mou va mapaydouv kat Ga
KUKAOQOPoouv atnv ayopa omd ThV NUEPOUNVIO UIoypa®nc tng
armoQEoonNc TPOMOMoinonNG Kal LETd, TV euduvn Ba EPEL O VEOC
unevBuvog diadeong.
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v) NapaokeuaoTnG OKEUACUATOG:

8) Epyootaaoia mapaoKeUNG Tou
OKEUAOUOTOC:

€) Epyootdola cuokevaoiag Tou
OKEUAOUOTOG:

AAA: WAZWA4653MT-4H5

SHARDA CROPCHEM LIMITED
2nd floor , Prime Business Park
Dashrathlal Joshi Road

Vile Parle ( West )

Mumbai - 400056 , Ivéia

TnA.: +91 22 6678 2800

Fax: + 91 22 6678 2828 / 2808
Email: regn@shardaintl.com

MopaoKeUATETAL OTLG EYKATOOTACELG TWV ETLXELPNCEWV:

1.

LERIDA UNION QUIMICA S.A. (LUQSA)
C/ Afueras, s/n - 25173, Sudanell, (Lleida), lortavia

. SPACHEM S.L.

Pol. Ind. Guadasequies,
s/n — 46839 Guadasequies (Valencia), lonavia

. Chemark Kft.

Industrial Zone, H-8182 Peremarton-gyartelep, Ouyyapia
I.R.C.A. SERVICE S.p.A.

24040 Fornovo San Giovanni (BG), ItoAia

Ningbo Sunjoy Agroscience Co., Ltd.

No. 1165 Beihai Road, Chemical Industry Zone of Ningbo,
Zhenhai District, Ningbo, Zhejiang Province, Kiva

. Synthos Spoétka Akcyjna

ul. Chemikow 1, 32-600 Oswiecim, NoAwvia

. AGROLOGY MNAMAOIKONOMOY ABEE

BI.ME.O. Xivéog, Oso/vikn, T.0 1089, T.K.570 22

JUOKEUALETAL OTLG EYKATAOTACELG TWV ETILYELPHOEWV:

1.

LERIDA UNION QUIMICA S.A. (LUQSA)
C/ Afueras, s/n - 25173, Sudanell, (Lleida), lortavia

. SPACHEM S.L.

Pol. Ind. Guadasequies,
s/n — 46839 Guadasequies (Valencia), lonavia

. Chemark Kft.

Industrial Zone, H-8182 Peremarton-gyartelep, Ouyyapia
I.R.C.A. SERVICE S.p.A.

24040 Fornovo San Giovanni (BG), ItoAla

Ningbo Sunjoy Agroscience Co., Ltd.

No. 1165 Beihai Road, Chemical Industry Zone of Ningbo,
Zhenhai District, Ningbo, Zhejiang Province, Kiva

. Synthos Spoétka Akcyjna

ul. Chemikow 1, 32-600 Oswiecim, NoAwvia

. AGROLOGY MNAMAOIKONOMOY ABEE

BI.ME.O. Xivéog, Oso/vikn, T.0 1089, T.K.570 22
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ApaocTtikA oucia: florasulam 5 % B/o

OKEUAOUOTOG: BonOntikég ovuaieg: 95,01 % (B/B)
H mAnpng eyyunuévn olUvBeon TOU OKEUAOUATOG, OTWE AUTH E€XEL
katatedel pe tn pe apd. mpwrt. 4761/128338/19.05.2020 aitnon tng
evbladepopevng etalpelag kol mpoodlopiletat oto PART C tng
OXeTIKAG EkBeong AfloAoOynong Ing elonyntplag xwpag, eivat
EUTULOTEUTLKN TIANpodopia Kal mapapével ota apxeia tng ZEA.
Juokevaoliec
A/A Eidog MéyeBog YAkO
1. OuaAn 250 Kk.eK. €wg 5 Altpa HDPE
) OLaAn 250 K.gk. £Ewg 5 Altpa HDPE
) Koutl xaptwo
3. @OwaAn n doxelo 5 €éwg 20 Altpa HDPE

IEll o5nvics xpriong:

Mpoopiletatl pévo yla enayyeApatieg XpHoTeC.

Tpémog edpappoyrc:

KaBoAwog Pekaopos GUAAWUATOG HE UTEK TUTIOU OKOUTIOC HE TIEON ULKPOTEPN
and 2,5 atpoodalpeg kol UMO ocuvexn avadeuon pe Ta ouvnOn PeKaOTIKA
e6adoug kat pe 20-40 Altpa PeKAOTIKOU UYPOU OTO OTPEUUAL.

TpOMoGg MAPACKEUN G TOU PEKOOTIKOU UypOoU:

lepiote to 6oxelo TOU YPEKOOTIKOU HNYOVAUATOC HEXPL TNV HEON ME VEPO.
MpocBéote TNV OUVICTWHEVN 800N OKeUAoHATOGC OTo PeKOoTIKO Soxeio
avadelovtag. TUMMTANPWOTE e To UTOAOLTO vepO ocuvexilovtag tnv avadeuon.
Mpaypotomnolnote Tov Pekaopud UTIO CUVEXH avadeuon.

KaBaplopog Pekaotrpa:

Apéowg peta tov Pekaoud eival amapaitnto¢ o oXOAAoTIKOG KaBaplopdg Tou
Pekaotnpa we e€NC:

e Adeldote teheiwg To PButio.

e [epiote 1o Butio pe KaBapd vepd, pe 1o 10 % TNG CUVOALKAG XWPNTIKOTNTOC TOU
KOL KAVIE TO va TEPAOEL PEoa amd OAa ta PEpn Tou Yekaotikol (avtAia,
PEeKAOTIKO aUAO) Kal adeldoTe to fova.

e EmavaAaupBavete tnv Sladikacio GAAeG TpeLg dopég, yia va adalpebolv OAa ta
xvn tou StaAvparoc.

06nyigg yia tnv acpaln andcupon Tou GUTOTPOCTUTEUTIKOU MPOLOVTOG KoL TNG
cuoKevaolag:

Ta kevd UAKKA ouokevaoiog (oakiSio kot koutld), adol karaotpadouv
T(PONYOUUEVWG ME OKioo, ywa tn SlacdAaAlon TNG N TEPALTEPW XPNONG,
evamnotiBevtal 6Aa os onpeia yLa avakUKAWON | OVAKTNGON EVEPYELOC.

Ta Kevd UAka ouokevaoiag (dlaAeg, doxela) EemAévovtal UG Tieon f yivetat
TPUTAG EEmMALUA (Ta vepd Tou EEMAUUATOC Ta plXYVOULE OTO PEKAOTIKO Uypo) Kot
0Tn ouveéxela adol KataotpadoUV TPONYOUUEVWE LE TPUTNUA, Yia T StaoddaAion
NG N MEPALTEPW XPNONG, evamotiBevtal oe onueia cuAloyng yla avakOkAwon n
QVAKTNON EVEPYELAG.

ZuvduaoTtikotnTaL: -
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Katnyopia kot Tpomo¢ | EKAEKTIKO SlacuoTNUATIKO UETAGUTPWTIKO {I{AVIOKTOVO ylo TNV KOTATOAEUNGN
S6paong: mAatupuMwy {Waviwv ota otnpd. Anoppodadtal Kuplwg amd 1o GUAAWUA Kol
SeUTEPEVOVTWCE Ao TIC pIleg KoLl LETAKIVELTOL OTA OKpaia peplotwpata, PAactol
kot pilag mapepmodilovrag tnv avamrtuén toug. Apa w¢ TAPEUTOSLOTHC TOu
evlUpou ofuyahaktikry ouvBetdon (ALS), pe amOTEAECUA TNV TMAPEUTOSION TNG
BloolvBeong TwV OUWVOEEWY KAl TNV avaoToArn Tt avantuéng twv {llaviwv péoa
OTLG EMOUEVEG NUEPEG amd TtV edappoyn. Kataotpodr twv gvaicOntwv edwv
EMEPYETAL LEOA O 2 £WG 8 eBSoUAdSeC avaloya Ue TIG KAAALEPYNTLKEG CUVONKEG.

E daopa dpacng

AGOELG OKEVLAOHATOC Méylotog
aplBuog
MNedio , ‘Oykog , , edapuoywyv ava
Edopoyric 210X0G K.E,K. / DEK. Xpbvog edapuoyng KAMEPYNTIK
oTpEUMA . ,
uypou nepiodo
Aitpa / otp
Xewepva Etiow 10-15 20-40 MetaduTpwTKn edpapuoyn 1
outnpa: mAatupuAia HETA Ta 3 GUAAQ TNG
- KpBapt {avia* KOAALEPYELOG KAl LEXPL TNV
(HORVX) dnutoupyia tou 3°°
KOupou.
BBCH 13-33
- Swtépt
OKANPO
Kall LOAQKO
(TRZDU,
TRZAX)
- Bpwun MetaduTtpwTikn epopuoyn
(AVESA) ano to otddo tov 2%°
KOUPOU HEXPL TNV TANPN
- SikoAn £kmtuén tou «dUAAou
(SECCE) onuaia»
BBCH 32-39
Avollatika 10 MetaduTtpwTikni epopuoyn
ounpa amnd to otadlo
- KpiBapt ETUUAKUVONG TOU
(HORVX) OTEAEXOUG UEXPL TO OTASLO
tou 2% kOuPou
BBCH 30-32

NAPATHPHZEIZ:
1. Ta Qwlavia eival evaloBnta otav sivatl puikpad kat Bpiokovral oe {wnpn avamtuén.
2. Hxprion oto owtdpt mephapPBavel tov 2ito Inédta/OAupa Katl to TPLTIKAAE

*KATANOAEMOYMENA ZIZANIA:

- XEIMEPINA ZITHPA:
Metpiwg EvaioBnta {llavia
XopounAL (Matricaria chamomilla) MATCH
MNanapouva (Papaver rhoeas) PAPRH

- ANOIZIATIKO KPIGAPI
Metpiwg EvaiocBnta {llavia
Bepovika (Veronica persica) VERPE
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ﬂ ELOIKEC OUVONKEG YEWPYLKEG,

dutoiyelag N mepBaANOVTIKEG UTIO
TIC OTIOLEC TO OKEV OO UIMTOPEL val
XpnotpormnotnBei ) va amokA&LloTEL:

Xpoviko dlaotnua aopaleiag

petall epappoyng Kat:
-omopd¢ R ¢uteuong NG
T(POOTATEUOHEVNG KOAALEPYELAG

-onopag N ¢uteuong  Twv
KOAALEPYELWV TTOU aKoAouBouv

- TN¢ MpocPacncg Tou avBpwmou N
Twv lwwv otnv KaALEpyELla oTtnv
omola  €xeL edappootel TO
okeLOOUO

AAA: WAZWA4653MT-4H5

- Mnv ekdoete oOtav ¢uodel. [Apte TG AMOPATNTES
npodulaelg yia va anodeuyxBolv Ta otayovidla tou Pekaouol
va petadepBolV o€ YEITOVIKEG evaioBNTEG KAAALEPYELEC.

- Na pnv xpnolgormoleital otav n kKaAAlEpyela BplokeTal umo
stress Aoyw kpuou 1 Enpaociog f EAAewdng Almavong KA.

Awaxeipion avBektikoTnTOG:

To okeboopa nepLléxel tn dpaaotikn ovoia florasulam, {LllaviokTovo
TIOU QVAKEL oTnv opdda 2 katd HRAC.

Juviotdral n evoAiayr pe {avioktova oy SV avnkouv O€ aUTH
v opdda f/kat evaAoktikég péBodol avtipetwrniong {laviwv
(unxaviky pEB0SOCg, KOAALEPYNTIKA HETPA), TIPOKELUEVOU vV
anogeuxBel n avamntuén avOekTIkOTNTAG.

Je meplmtwon amotuxiag TG KAAALEPYELOG, VA OMEPVETE HUOVO
oltnpa Kat apapootro.

‘Otav €XeL OTEYVWOEL TO PEKOOTIKO UYPO MAVW OTNV KOAALEPYELQ

Jtolyeia putotolikotntag, evalodnoiag | To okelaopa Oev  eivol  GUTOTOEIKO  OTIC  OUVIOTWEVEG
TIOLKIALWV KoL KABE AAANG Ttapevepyelag | KaAALEpyeleg kol 600elg ot EAANVIKEG  €8adOKALUATIKES
ota GUTA N Ta TPoiovTa TOoUC: ouVvOnKeC.
Elkovoypaupoto
KwoUuvou:
% NPOZOXH
GHS09
AnAwoelg H410: MoAL TofLko yLa Toug USPOPLOUG OPYAVLOUOUG LE LOKPOXPOVLEG ETITTWOELG.
ETKIVOLVOTNTOC:
EUH208: Nepléxel 1,2-benzisothiazolin-3(2H)-one. Mmopel va tpokaAéoel GAAEPYLKD
avtidpaon.
EUH401: Mo va amnoduyete Toug KWwOUVOUG ylo TV avBpwrivn uyesia Kal To
nieptBaAlov, akoAouBrote TIc odnyieg xprionc.
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Nl AnAwoelg
npoduAagng:

B MNpwrteg PonBeleg —
Avtiboto:

AAA: WAZWA4653MT-4H5

P405+ P102: Quldooetal KAEWOWHEVO, LOKPLA Ao TtaLdLa.

P270: Mnv TpWwTE, TIVETE 1| KATVIIETE OTAV XPNOLLOTIOLELTE AUTO TO TPOIOV.

«@Dopdte UNKPUUAVIKO TOUKAULOO Kol HAKPU TOVIEAGVL KAtd TNV
avausién/poptwon Kat spapuoyn.

2€ MePINTWON EMAVELOOS0U UETH TOV YEKAOUO (POPUTE UAKPUUAVIKO TTOUKAULOO
KoL UoKpU mavTeAOVL. »

P501: AlGdO=on TOoU TIEPLEXOUEVOU/TIEPLEKTN CUMPWVA UE TNV £OVIKN vopoBeaia.
SP1: Mn pumaivete To vePO e TO MPOIOV N TN cuokevaoia tou. (Na unv kabapilete
Tov e€omALlopd edappoyng kovtd oe emipavelaka éata. Na anodeuxbel n poAuvon
MECW TWV CUCTNUATWY OITOXETEUONG MO T ALOOOTPWTEG eMIPAVELEG KAl TOUG
Spououg).
SPe3: Na va mpootateéete Ta GUTA Un OTOXOUG va adnoete plo aékaotn {wvn
TPOOTACLOG ATO [N YEWPYLKN YN:

e 10 pétpwv dtav xpnotpomnololvtal cupBatikd akpoduola f

e 5 péTpwy Le TAUTOXPOVN Xprion akopduoiwv Heiwong Tng Stacmopdg tou

Yekaotikol védoug katd 50% n
e ypnoluomnolnote akpoduoia peiwong tou PekaoTtikol vépoug Katd 90%.

Ie nepintwon enadng HE TA MATIOL ZEMAUVETE TIPOOEKTIKA UE VEPO yLA QPKETA
Aemtd. Eav unapyouv dakol emadng, adatlpéote Toug, epdoov ival EUKOAO.

Ze nepintwon enadpng Le to déppa: APaLPEOTE TA EUMOTIOUEVA LE TO PEKAOTIKO
UYypPO poUxa OHECWE Kal TAUVETE KAAQ Ta MPooPBePAnuEva LEPN TOU CWHATOC UE
VEPO KOl OATIOUVL.

e mepinTtwon ELOTMVONG: QATMOUOKPUVETE dAUeca To Tabovta amd tnv TMePLOXN
€kBeonc kal adnoTe Tov va EEKOUPAOTEL 0 0TAON TTOU SLEUKOAUVEL TNV aVaTIVON).

e mepimtwon koatdmoong: Mnv TPOKAAE(Te €UETO. ZNTHOTE QAUECWE LOTPLKN
oUMBoUAR. Mn Sivete Timota and To oTopa o€ avaicbnto atopo.

Avtidoto: Asv untapyel £l61kO avtidoto. EopUooTe CUUMTWHATIKY Bepaneia.
THA. KENTPOY AHAHTHPIAZEQN: 210-7793777

el Mpootacia Twv KATAVOAWTWY

Teleutaia eméuPaon

TPV TN CUYKOULEN 1 TIPLV TN Dutika npoiovia

Sl1aBeon otnv ayopa
OTaV MPOKELTAL YLa

METOOUAAEKTLKEG XPNOELC:

JuvBnkeg amobrkeuong,

(Kwdwkog pe Baon tov Kavoviouo (EK) Huépeg
2018/62)
KpBapt (0500010), Zwxdpt (0500090) Aev opiletal, KaAUmTeTAL QMO
Bpwpn (0500050), ZikaAn (0500070) T0 otadlo avantuéng g
Zitog ZnéAta/OAvpa (0500090-005), KoAALEPYELOG KoTa ™mv
TputwkdAe (0500090-006) edappoyn.

JTNV apxwkn Tou, KAELOT ouokeuaoia, o Ywpo &npod, Spooepd, Kal KaAd

XPOVIKI otaBepoTnTO TOU oepl{Opevo Tapapével otabepo yla Suo (2) xpovia amd TNV nUeEpounvia

OKEUOAOUOTOG.

TLOPOAOKEVUNG TOU.
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AvakAnon th¢ €ykplong/mapdtoon tne EYKpLong
H napovoa abdesla Slabeong otnv ayopd pmopel va avakAnBel omolwadnmote otypr €av oL 6pol yla TV
amoktnor tng dev mAnpouvtal ) émadav va mAnpolvtal i mapacxEBnkav MAAoTA ) TAPATTAAVNTIKA oTolyela
Bdoel Twv omolwv xopnynodnke autn.

KatdAoyog TpooTATEVOUEVWVY MEAETWV
Ztnv EkBeon AfloAdynong kataypddovral oL LEAETEG OTLC Oomoieg oTnpixBnke n mapoloa anddacn KabwS Kat
n nepiodog mpootaciog autwv. Ol HEAETEG AUTEG, TTANV TWV EUTILOTEUTIKWY, TIAPAPEVOUV OTa apXeia TnG ZEA
otnv 61aBeon Twv evdladepopEvwy.

KatdBson cUUTANPWHATIKWY OTOLXELWV/HUEAETWV
O KATOXOC TNG £YKpLong odellel evtog 24 Unvwv amo thv nuepopnvia €ékdoong tng mapoloag anodaong va
TipooKopioesl otnv 2EA ta akolouba :
- A shelf life study concerning the analysis of the relevant impurity.

Il revucc unoxpeiosis:

1. O kAtoxo¢ TNC Adelag elvol UTIOXPEWIEVOG OE OTIOLASHTIOTE XPOVIKN OTIYUA va evnUePWOEeL TNV ZEA yia
omolecbnmote SUCPEVEIC EMUMTWOELC oToV AvBpwro r/kal Tto meptBallov mou TeptiABe og yvwon Toug
amo TNV Xpnon tou mpoidvtog. Tuxov amokpuPn plag Tetolag mAnpodopiog amotedel adiknua Kat
SUWKETAL TTOWLKA evw TtapAaAAnAa avakoAeital n €ykplon.

2. O katoxoG¢ NG €ykplong Ba mpémel va Slatnpel OUVEXWC EVNUEPWUEVOUG TOUG GAKEAOUG TOU
OKEUAOUOTOG TIOU Tnpouvtal otnv ZEA pe Bdaon ta veOTEPA EMIOTNHOVIKA SeS0UEVA yla OTIOLAdNTIOTE
MeAAOVTIKN enaveéTaon.

3. H etkéta tou okevdopatog Oa sival cpudwvn pe tov Kavoviopo (EE) 547/2011 kai tnv mapovca
anodaon

4. H dladnLon TOU OKEUACHATOC EMITPEMETAL LOVO £’ 600V ival CUUGWVN LE TOUG OPOUC TNG EYKPLONG
TOU OKEUAOUATOG KaL TNV LoxVouoa vopoBeaia.

5. N kaBe eykekpuuévn cuokevaoia va umoPAnBel otnv ZEA TEAKN E€TIKETA TPV TO MPOIOGV HUE TNV
OUYKEKPLUEVN cuoKkeuaoia Slatebel otnv ayopd.

6. O katoxoc tng adelag odeilel va TNpel yla Touldylotov Mévie (5) xpdvia apxeio Twv MOCOTATWY MOU
€LOAyeL Kal SLaBETEL oTNV ayopd Tou GUTOMPOCTATEUTLKOU MPOIOVTOC OTO omoio avadEpetal n mapoloa
anodoaaon Kol vo TPOoKOWIoEL Ta oTolyela autd otnv ZEA omote autd {ntnbouv.

7. H evlladepopevn etalpeia €xel Sikailwpa va UTtoBAAeL €évotaon evtog tplavta (30) nuepwv amo tnv
avaptnon autng otnv AIAYTEIA.

«Me evtolr Mpoiotapévou Mevikig A/vong Mewpyiogy»
H NPOISTAMENH THE A/NEHZ

Ap A. MAYPIAOY
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