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ANAPTHTEA 2TO AIAAIKTYO

EAAHNIKH AHMOKPATIA Abnva, 20.07.2018
YMOYPTEIO ATPOTIKHZ ANANTY=HZ & TPODIMQN AplBp. mpwt:  7738/102730
FENIKH A/NZH FEQPTIAZ

A/NZH NPOZTAZIAZ OYTIKHZ NAPATQrHz
TMHMA ®OYTOMNPOZTATEYTIKQN NPOIONTQN

Tay . A/von: A. Zuyypou 150 Npog: AADA FEQPTIKA EQOAIA AEBE
Tayx. Kwdwkag: 176 71 - AGHNA EBvikA g Avtiotdoswg 73,
MAnpodopisg: K. MntoonoUAou 15231-XaAavdpt
TnAédpwvo: 21092 87 165
e-mail: kmitsopoulou@minagric.gr e-mail: technical@alfagro.gr
OEMA: «A. Xoprynon oplotikig adsiag S1abeong otnv ayopd oto PpUTOMPOCTATEUTIKO TPOLOV

(TulZavioktovo) SULCOTREK SC (sulcotrione 17,3% B/o + terbuthylazine 32,7% B/o)
B. AvakAnon tn¢ urt’ ap. 7912 éykplong Tou GpUTOMPOOTATEUTIKOU POoiovtog ({L{avioKTovo)
SULCOTREK SC (sulcotrione 17,3% B/o + terbuthylazine 32,7% B/o)»

ANOO®AZH
O YNOYProz ATPOTIKHZ ANANTYZHZ & TPOOIMQN

‘Exovtag unoyn:

Tov Kavoviouo (EK) aptB. 1107/2009 (L 309/24.11.2009) tou Eupwmnaikol KowvoBouAiou Kot Tou
TupBouAiou tng 21™ OktwPpiou 2009 oxeTikd pe Tt S1AOE0N HUTOMPOCTATEUTIKWY TIPOIOVIWY
oTNV Oyopa Kot TNV Katdpynon twv odnywwyv 79/117/EOK kat 91/414/EOK tou JupBouliou kat
eld1kotepa to apbpo 80.5 autou.

To Nopo 4036/2012 (DEK 8/A/27.01.2012) yia tn 61dOeon yewpylkwv Gappakwy otnv ayopa,
opBoloyikn xprion autwv Kot cuvadeic dtatatelg, dnwg TpomomnolBnke Kal LoXUEL.

Tov Kavoviopd (EK) 396/2005 tou Eupwmaikol KowvoBouliou kat tou TupPBoulAiou tng 23n¢
QOeBpouapiov 2005 yla ta avwtata opla KotoAoimwv dutoPapudkwy PECA N} MAVW OTA
TPOda Kol TIC {woTtpodEC PUTIKNCG Kal IWIKAG TIPOEAEUONC KAl ylo TNV TPOTMOMoinon tng
odnylag 91/414/EOK tou SupBouliou.

Tov Kavoviopd (EE) apB. 540/2011 tng Emwtpomng tng 25n¢ Maiou 2011 OXeTIKA UE TNV
edappoyn tou Kavoviopou (EK) aptB. 1107/2009 tou Eupwraikoly KowoBouliou kot tou
JupBouAiou 600V adopd TOV KATAAOYO TWV EYKEKPLUEVWY SPACTIKWY OUCLWVY OTOV OTolo €XEL
ouunepAndOel n Spaotikr ovcia sulcotrione.

Tov Kavoviopo (EE) aptB. 820/2011 tng Emtponng tng 16ng Auyovotou 2011 OXETIKA UE TNV
edappoyn tou Kavoviopou (EK) aptB. 1107/2009 tou Eupwmaikoly KowoBoulAiou kot tou
ZupBouliou 600V adopd TOV KATAAOYO TWV EYKEKPLUEVWY SPOOTIKWY OUCLWV OTOV OToLo €XEL
ouuneplAndBei n dpaotiki ovcia terbuthylazine.

Tov Kavoviopo (EE) aptB. 547/2011 tng Emtpomnig tng 8ng louviou 2011 yia thv edappoyr Tou
Kavoviopou (EK) aptB. 1107/2009 tou Eupwmaikol KowvoBouAiou kat tou IupBouAiouv 6oov
adopa TLC AMALTAOELS EMLOAUAVONG Yla ToL PUTOTPOOTATEUTIKA TIPOiovTaL.

Tov Kavoviopd (EE) aptB. 1272/2008 tou Eupwrnawkot KowoBouliou kat cupBoAiouv tng 16"
AgkepBpiov 2008 yia tnv Talvounon, TNV EMLONLOVON KAL TN CUCKELAGCLO TWV OUCLWYV KAl TWV


mailto:kmitsopoulou@minagric.gr
mailto:technical@alfagro.gr
ΑΔΑ: ΩΧΞΖ4653ΠΓ-52Ο


AAA: OX=74653IIM-520

HELYHATWYV, TNV TPOTOTIOLNGCN KAL TNV KATtapynon Twv odnywwv 67/548/EOK kat 1999/45/EK ka
TNV Tpomomnoinon tou Kavoviouou (EK) apBu. 1907/2006.

8. Tn upe aptB. 1606/16641/14.02.2017 (DEK 629/B/01.03.2017) Anddoaon tou YmoupyoU Kal
Younoupyou YNAAT «MetaBifaon tou Sikalwpatog umoypadng «ue evtoAn YmoupyoU Kal
YoumoupyoU» otoug: levikd [lpappotéa, levikd poppatéa Aypotikng MOALTIKAG Ko
Awaxeiplong Kowotikwv Moépwv, MNpoiotapévoug Tlevikig AlevBuvong, [Mpoiotapévoug
AlevBuvong, Mpoiotapévoug TuRuatog katl YrevBuvoug Mpadeiou Tou Ymoupyeiou AypoTLKAG
Avarmrtuéng kat Tpodipwv».

9. Tnv afloAdynon tng apuddiag oapxng kat tnv ddewa SlabBeong otnv ayopd Tou OUOLOU
okevaopotog SULCOTREK otnv Italia (aptBpog éykplong: 10585/06.09.2000).

10. T HE aplop. TPWT. 8249/79652/21.07.2017, 1675/15852/13.02.2017,
9582/108981/08.10.2015, 2193/26926/26.02.2014 kot 13286/154697/12.12.2013 aLtrOELC TNG
evéladepopevng etatpeiag.

ANODAZIZOYME
XopnyoUue oplotikn €ykplon 6wabesong otnv ayopd, oclvudwva pe to ApBpo 80.5 Tou
Kavoviopou 1107/2009, oto ¢putonpootateuTiko npoiov SULCOTREK SC tng etatpeiag ANDA
FEQPTIKA E®OAIA AEBE, pe ta akoAouBa otolxeia:

TautdtnTa ToU GUTONPOOTATEVTIKOU POIOVTOG

AplOuog Adslag AuaBsong otnv Ayopad (AAAA) 70287
1.1.a Huepounvia xoprynong 20.07.2018
1.1.B Huepopnvia Ajéng 31.12.2022

1.2 QUTOMPOCTATEUTLKO TPOLOV
1.2.0 Eumopiko ovopa SULCOTREK SC
1.2.8 Mopodn: JUUTIUKVWHEVO atwpnua (SC)

1.3 ApaOTIKEG OUOILEG

Apaotikn Ovucia 1

Kowvn ovopacia tg dpaotikng ovoiag kata ISO Terbuthylazine
MePLEKTIKOTNTA TNG TEXVIKA KaBapng Sdpaoctikng | 96% (B/B) min
ouoiag og kaBapn dpaotikr ovcia
Xnuwn opdada XAwpotplaliveg
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MapaoKEVAOTAG ADAMA Agan, Ltd.

Northern Industrial Zone,

P.0. Box 262, 77102 Ashdod, lopanA
Dr. Tali Ehrlich

Tel.: +972 7 3232 1330

Fax: + 972-7-3232 1315

E-mail: tali.ehrlich@ma-industries.com

European address

ADAMA Agriculture BV.

c/o Feinchemie Schwebda GmbH
Edmund Rumpler Str. 6

51149 Koln, leppavia

Mr. Wolfgang Busch

+49 2203 5039-501

E-mail: Wolfgang.Busch@fcs-
feinchemie.com

Epyootdoio mapaockeung tng 6.0. | MNapaokeuAleTAL OTIC EYKATAOTACELG TWV ETLXELPHOEWV:
1. ADAMA Agan, Ltd.

Northern Industrial Zone,

P.O. Box 262, 77102 Ashdod, lopanA

2. Zhejiang Province Changxing First Chemical Co., Ltd.
No. 15-1 Zhengzhou Road, Jiangbei,
Jilin City Jilin Province, 132021 - P.R. Kiva

3. Anhui Zhongshan Chemical Industry Co., Ltd.,
Chemical Industrial Park, Xiangyu, Dongzhi,
Chizhou Anhui Province, 247260 -P.R. Kiva

4. Shandong Binnong Technology Co., Ltd.
No. 516, Yongxin Road, Binbei Town,
Binzhou, Shandong, Kiva

Texvikég  mpodlaypadéc  tng | Ou teXVIkEG Tmpodlaypadéc TG OSpaocTKAG ouoiag
SdpaoTikig ouoiag: npoaodlopilovral otn ue oplOuo TPWT.
13286/154697/12.12.2013 aitnon tn¢ evdladepduevng
etalpeiac. Elval epmioteutikn) mAnpodopia Kot mapapével
ota oapxela tng ZEA kat oto part C tng €kBeong
afloAdynongc (registration report).

ApoaoTtiki ovoia 2

Kowvn ovopaocia tng Spaotikng ovoiag kata ISO Sulcotrione
MeplekTikOTNTA TNG TEXVIKA KaBapn¢ Spaotiknc | 95% (B/B) min
ouotag os kaBapr dpacTtikr ovcia
XnUwn opada TPLKETOVEC
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Texvikéc  mpodlaypadeg
SpaoTikig ouolag:
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1.4 NAnpodopieg yia to okeLACHA

a) Kdtoxog tng adelag:

B) YmeuBuvo( emikolVwVILOG:
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ADAMA Agan Ltd.

Ha’ashlag st.

Northern Industrial Zone,

P.O. Box 262, 77102 Ashdod, loparA

Vardit Danziger

Tel.: +972 73 2321328

Fax: +972 73 2321328
E-mail: vardit.danziger@ma-
industries.com

European address

ADAMA Agriculture BV.

c/o Feinchemie Schwebda GmbH
Edmund Rumpler Str. 6

51149 Koln, Feppavia

Mr. Wolfgang Busch

+49 2203 5039-501

E-mail: Wolfgang.Busch@fcs-
feinchemie.com

MopaoKEUALETOL OTLG EYKATOOTACELG TWV ETIXELPNOEWV:
Shangyu Nutrichem Co., Ltd.

Hangzhou Gulf Fine Chemical Zone

Shangyu, Zhejiang Province

312369, P.R. Kiva

OL Ttexvikéc mpodlaypadéc NG OpAOTIKAG ouoiog
npoaodlopilovral otn ue oplOuo MPWT.
13286/154697/12.12.2013 aitnon tng evoladepouevng
etalpeiag. Eival epmioteutiky mAnpodopia Kot mapapével
ota oapxeia tng ZEA kaL oto part C tng €kBeong
afloAdynong (registration report).

ANDA FTEQPTIKA EQOAIA AEBE
EBvikn¢ Avtiotdoewg 73

T.K. 15231 — XaAdvépt

TnA.: 211 120 5570

Fax: 211 120 5572

E-mail: technical@alfagro.gr

ANDA TEQPTIKA EQOAIA AEBE
EBvikn¢ Avtiotaoswg 73

T.K. 15231 — XaAavépt

TnA.: 211 120 5570

Fax: 211 1205572

E-mail: technical@alfagro.gr
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y) YmeuBuvog vy tnv TEAKA
61aBeon otnv ayopd (edpdcov dev
EXeL €6pa oTn Ywpa)

6) MapaoKeVAOTAG OKEUAOUATOC:

€) Epyootdola mapaoKeUNG Tou
OKEUAOUOTOG:

ot) Epyootaoia cuokevaoiag Tou
OKEUAOUOTOC:

) Eyyunuévn ocuvBeon tou
OKELAOUATOC:

AAA: OX=74653IIM-520

ANDA TEQPIIKA EQOAIA AEBE
EBvik g Avtiotdoswg 73

T.K. 15231 — XaAavdpt

TnA.: 211 120 5570

Fax: 2111205572

E-mail: technical@alfagro.gr

ADAMA Agan Ltd.

Ha’ashlag st.

Northern Industrial Zone,

P.0O. Box 262, 77102 Ashdod, lopanA
Vardit Danziger

Tel.: +972 73 2321328

Fax: +972 73 2321328

E-mail: vardit.danziger@ma-industries.com

MopaoKeUALETOL OTLG EYKATOOTACELG TNG ETUXEIPNONG:

ADAMA Agan Ltd.

Ha’ashlag st.

Northern Industrial Zone,

P.O. Box 262, 77102 Ashdod, lopanA

JUOKEUATETOL OTLC EYKOTOOTAOELG TNG ETILXELPNONC:

1. ADAMA Agan Ltd.

Ha’ashlag st.

Northern Industrial Zone,

P.O. Box 262, 77102 Ashdod lopanA

2. ANOA TEQPTIKA EQQOAIA AEBE
AlevBuvon epyootaciou:
Owodouta, O¢on Motauld, Bowwtiag
Tay. A/von:

32 011 - Owodvuta, Bowwtiag

TnA.: 2262 —30821-3

FAX: 2262 — 30820

E-mail: nikos.kosmidis@alfagro.gr

Apaotikég ouoieg: Terbuthylazine 32,7 % B/o
Sulcotrione 17,3% B/o
BonOntikég ouoieg: 56,53 % B/B

H mAnpng eyyunuévn oUvOEeon TOU OKEUAOHOTOG OTWG
outl  Kototédbnke  pe TNy HE  aplB. TpwT.
13286/154697/12.12.2013 aitnon tng evdladepOUevng
etalpeiag. Elvat  eupmiotevtiky  mAnpodopia  Kal
TIAPOUEVEL OTO apXeia TNG ZEA.
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- Juokevaoisg

A/A Eidocg MéyeBoc¢ YALKO
1 OLaAeg 200mL-2L MoAvatBuAévio uPnANg MUKVOTNTAG
(HDPE)
2 Aoxela 2-20L MoAvatBuAévio uPnARG MUKVOTNTAG
(HDPE)
g Obnyieg MNpoopiletal yia smayyeAHATIEG XPOTEC.
Xpriong:

Tponog edappoyng: Opowopopdog YeKAOUOC HE MMEK TUTOU
okoumag, Tieon Pekaotikou pEXpL 3 atm (45 psi) kat unmd ouvexn
avadeuon.

TpOMOG MAPACKEUNG TOU PEKAOTIKOU UYpPOoU: AVOKLVIOTE KaAAQ TtV
dlaAn mpwv tn xpnon. rleupiote to Ooxelo TOU PEKAOTIKOU
HNXOVAUATOG HE VEPO HEXPL TN HEoN. MPOoCoBECTE TNV CUVIOTWHEVN
TMOOOTNTA OKEUAOMOTOG OTo PeKaoTikd OSoxeio avadevovtac.
JUMIMANPWOTE JLE TO UTIOAOLTTO VEPO UTIO CUVEYXH avadeuan.

KaBaplopdg Yekaotipa: Metd Tov Pekaopd Kol ylad vo pnv
NpokAnBouV {NULEG OTIC KAAALEPYELEG OTLG oTtoleg Ba xpnotuomnotnBet
0TnN OUVEXELA TO PEKAOTIKO HECO, adelAOTE TeEAElWG TO PEKAOTIKO
Butio. BePawwBeite oOTL £€xouv amopakpuvBel OAa Tta (xvn TOU
OKEUAOMOTOG. ZeMAUVETE TO PuTtio kal OAa ta efoptApaTa TOU
PekaoTikoU, Tpeig (3) popég pe kabapod vepo.

Oényieg ywa v acdaln andcupon Tou PUTOMPOCTATEUTLKOU
TPOIOVTOG Kol TG ouoKevaoiag: To kevd Soxeia cuokeuaoiag
EemAévovtal UMo Tiieon PE KATAAANAO pNXOVIOUO A yivetol TputAo
EEmlupa (Ta vepa tou EemAupatoc pixvovtal oto Pekaotikd Soxeio)
KOl 0TN CUVEXELX adoU KATAoTPpadOUV TIPONYOUUEVWE LE TPUTINHA
yla tn dtaopaiion tTNg pn TMEPALTEPW XPAOoNG, evamotiBevral oe
onuelo GUAANOYNAG yla AVAKTNON EVEPYELAC.

Zuvduaotikotnta: Juvdualetal pe to NICOGAN 4 OD, NIGOX 4 OD,
NOVUM 4 OD kot to STEMA 4 OD.

! Katnyopia kat | EKAEKTIKO TPODUTPWTLKO-UETADUTPWTIKO  {{OVIOKTOVO yla TNV
TPOMo¢ dpdong: | kKatamoAéunon Kupiwg MAATUGUAAWY KAl OPLOUEVWV aypwOoTwdwV
{Waviwv otnv koAALépyela tou apafooitou. Amoppoddral and ta
UM KaL TIG pileg Twv {laviwv.

Elvar piypa tng dpactikng ouciag sulcotrione mou avikel otnv
OMAda TwV TPLKETOVWY KoL TNG SpaoTikig ouciag terbuthylazine mou
avAkel otnv  opada Ttwv YAwpotplaltvwv. To sulcotrione
napeunodilet tn PloolvBeon TwV KOPOTWOEWWV EVW TO
terbuthylazine avaotéAAeL TNV pwTtooUVOEDH KAl TV AVOTIVON.
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_ ddopa Spaong

Nebio ITOX0G AOOELG OKEUAOUATOG Tpomog Kkat MéyLotog
Edbapuoyng XPOVog apLOpog
K. €K./ Oykog edpapuoyng edapuoywv
OTpEUMA y.u. ava
Aitpa/otp. KQAALEPYNTLKNA
neplodo
Apapodottog Etnowa 200-260 30-50 MNpoduTtpwTIKA 1
ZEAMX mAatudpuAa Kat NG KOAALEPYELOG
OpLOMEVQ (BBCH 00-09)
aypwotwdn n
Qwava* Nwpig
HETADUTPWTLKA,
NG KAAALEPYELQG
ota 1-5 dUuAAa
(BBCH 10-15)
NapatnpnosLg:

(1) H xaunAn 66on va epapudletal oe ehadpldg, evw n vPnAotepn oe péong N Bapldg cvuotaong
edadn.

(2) Anodevyete TNV Xprion tou o€ TIOAU appwdn, ehadpd, Ptwyd o€ opyavikr ovoia (< 1%) edadn oe
TIEPLOXEG ME TIOANEG BPOXOTITWOELG.

(3) Meta tnv edapuoyn €av 6ev akoloubnoet Bpoxry touAdxlotov 10-15 xWAlootwv eviog Suo
eBSopadwyv va epappocBet ehadpu nOTIOUA.

*KatanoAepovpeva {Lavia:

Npo-dutpwrikn edapuoyn:

Etiola evaiodnta nAatvdpulda {lavia:
AyploBappakia (Abutilon theophrasti - ABUTH)
Ayplomunepla (Polygonum persicaria - POLPE)
Ayplotopartia (Solanum nigrum - SOLNI)
AvtpakAa (Portulaca oleracea - POROL)

Aormpo BAATo (Amaranthus albus - AMAAL)
BANTo tpaxV (Amaranthus retroflexus - AMARE)
NouBoudia (Chenopodium album - CHEAL)
Tatoulac (Datura stramonium - DATST)

Etiola evaiocOnta aypwotwdn {llavia:
Mouxpitoa (Echinochloa crus-galli - ECHCG),

Metadutpwrtikn epapuoyn:

Etnowa evaicOnta nAatupuAia {lavia:
AyploBappakid (Abutilon theophrasti - ABUTH)
AyplopeAitiava (Xanthium strumarium - XANST)
Ayplotopartid (Solanum nigrum - SOLNI)

BANto (Amaranthus lividus - AMALI)

BAnTo tpaxV (Amaranthus retroflexus - AMARE)
KapéMa (Capsella bursa-pastoris - CAPBP)
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NouBoudLa (Chenopodium album - CHEAL)
ZkapoAaxavo (Mercurialis annua - MERAN)
TatouAag (Datura stramonium - DATST)

Etiola evaiocOnta aypwotwdn {llavia:
Mouxpitoa (Echinochloa crus-galli— ECHCG, Echinochloa oryzoides - ECHOR)
Awpatoxopto (Digitaria sanguinalis - DIGSA)

ﬂ EtSkeg ouvOkeg

YEWPYLKEG, puToUyelag n
TEPLBAVTOAAOYLKEG UTIO TLG
omoleg To okevaoUA
umopel va xpnotpomnotnBet
f va amokAeLoTel

Xpoviko Slaotnua
aopaleiag

HETAEL edapuOyNnC KaL:

- omopaA¢ i pUTELONG TNC
TIPOOTATEVOUEVNC
KOAALEPYELOC

- omopd¢ A puTELONG TWV
KAAALEPYELWV TIOU
akoAouBouv

- Tn¢ mpoéoBaong Tou
avBpwrmou N Twv {wwv otnv
KAAALEPYELO OTNV OTtola £XEL
epapuooTel TO okEVACUA

Jtolxeia ¢putotofikotnTag,
guaLoOnolag MOLKIALWVY Kol
KaBg AAANG TapEVEPYELAG
ota ¢uTa ) Ta mpoiovia
TOUG

Ewkovoypdpupata kivduvou

Na pnv epappoletal o€ YAUKO KOAAOUTIOKL KOl O€ KOAALEPYELEG
apapooitov ou npoopilovral yla Croponapoywyn.

Awayxeiplon avOekTikOTNTOG:

Xpnion evoAloktikwv —HeEBOSwvV  avtetwriiong  {Wlaviwy
(Unxavikn pEB0SOG, KAAALEPYNTIKA METPA) OMOU AUTO elval
Sduvatov kat va yivetal evaAlayn pe UaviokTova TTou avhiKouy
oe GA\eg opadeg pe Sladopetikd TPOmo Spdong, yla TNV
arnoduyrn avantuéng avoeKTIKOTNTAG.

e mepimtwon oamotuxiag tng KOAALEPYELAG OTNV ormola
xpnowlomnow)bnke to okevaocua, otov (Slo aypod, tnv Wbl
nepiodo, pmopel va omapBst povo apapoéoltog  adou
nponynBet apoon.

Mn omépvete Kal pun ¢GuteVeTe AAAN KOAALEPYELD €KTOG QT
apapootto, mpLv EPACOUV 7 PAVEG yla oltned kot 10 pAveg
yla AAAEC KAAALEPYELEG.

e Otav £XelL OTEYVWOEL TO PEKAOTIKO UYPO MAVW ota GuTA.
e Na pnv mpoopiletal yia {wotpodn mpLv mepACOUV 67 PEPEC
amno tnv epapuoyr TOU OKEUAGHUATOG.

Aev  mpokoAel  dutoToElKOTNTA  OTAV  XPNOLUOTIOLE(TAL
ocUpPwva e TIC 0dNYLEG XpONE OTNV ETIKETA TOU TIPOIOVTOG,
oTLG EAANVIKEC E60POKALLATIKEG CUVONKEG.

MNPOzZOXH

O

GHSO07 GHS08 GHSO09
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AnAwoeLg
eTkvduvoTnTag

AnAwoEeLg
npodpUAAENG
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H302: EruPAafeg og mepimTwon KATAMOoNG.

H317: Mnopeti va tpokaAEoel aAAepyLKn SeppaTIKn aviidpaon.

H361d: Yromto yia mpokAnon BAGBNC oto éuppuo.

H373: Mrmnopel va mpokaAéoel BAABn ota oOpyava Uotepa amod
TIAPOTETAUEVN I EMAVEIANUUEVN EKOEON.

H410: MoAU to€k6 oToug USPOPLOUC OPYAVIOUOUC UE LOKPOXPOVLES
ETIUTTWOELG,.

EUH 401: lNa va amoduyete Toug Kivbuvog yla tTnv avBpwrivn vyeia
Kot To mepLBarlov, akoAouBrote Tig odnyleg xprong.

NepLéxel: 1,2-Benzisothiazolin-3-one.

P102: Makpld amo matdid.

P405: QuAdooetal KAELOWEVO.

P270: Mnv tpwte, Tivete 1 Kamvilete, OTaV XPNOLUOTIOLEITE AUTO TO
Tpolov.

P201: Edodlaoteite pe eldIkéG 06nyieg mpLv T xpron.

P260: Mnv avanvéete avabuuldoelg/ otayovidia/ ekvedwpata.

P270: Mnv tpwte, Tivete 1 Kamvilete, OTAV XPNOLUOTIOLEITE QUTO TO
Tpolov.

P280: Na ¢opdte MPOOTATEUTIKA yAvTla/ MPOOTATEVUTIKA evduuata/
HECO OTOWLKNA G TpooTaciag yla Ta patia/ mpoowro.

«Dopdte KatdAANAa yavtia kat oAdowun ¢oppa Katd tnv avaugn/
doOpTWON KAl KATA TNV EPappoyn»

«H edappoynl Tou MPOIOVTIOC va YIVETOL HE TPOKTEP ME KAELOTH
KOpTtivon»

P501: AldBson tou TEPLEXOUEVOU/TIEPLEKTN OUUPWVA PE TNV €OVIKA
vouobBeaia.

Spl: Mnv pumaivete To veEPO UE TO OKEVOOUA ) TN cuokevuaoia tou. Na
UNV TMAEVETE ToV eEOMALOUO edapPUOYAG KOVTA OE eTdaveELaKA UdaTa.
SPe3: MNa va nmpootatéPete Toug USPOPLOUC OPYAVIOUOUC VO Ol OETE
dutikr {wvn avAoXeEoNC 5 PETPWV E TOUTOXPOVN XPrion akpodUoLwy
pelwong Staomopadg Tou Pekaotikol védoug katd 50%.
SPe3: Mo va nmpootatéPete T PUTA LN OTOXOUG:
e xpnolwomoleiote akpoduoia peiwong NG Olacmopd¢ Tou
Pekaotikol védoug kata 90% n
e adnote pa aPékaotn {wvn 10 HETPWV ATO KN YEWPYLKA yn N 5
HETPWYV, HE TOUTOXPOVN XPnon akpoduoiwv Helwong tng
Slaomopdg tou Pekaotikol vepoug katd 50%.
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P308+P313: E TIEPINTQXH EKOEZH:X H TMIGANHXZ EKOEZH2:
JupBouleuBeite/ EmokedOeite yLatpo.

P314: >upPouleubeite/ EmokedBeite ylatpd e€dv  awobavOeite
adlabeoia.

P302+P352: XE NMEPINTQIH EMNA®HI ME TO AEPMA: NMAUvete pe
adBovo vepod Kal camouvl.

P333+P313: Eav napatnpnBel epebBlopog tou dépuatog i epdaviotel
e€avOnua: JupBouleuteite/eniokedteite ylotpo.

P362+P364: BydAte ta poAucpéva pouxo Kal TIAUVIE Ta TPV Ta
ETAVAXPNOLLOTIOL | OETE.

Avtidoto: Asv umapxel e6kO avtidéoto. AKOAOUOELOTE CUUMTWUATIKA
Bepaneia.

TnA. Kévtpo AnAntnpidoswv: 210-7793777.

13 . .
Mpootacia Twv KatavaAwtwv

Teleutaia emépPaon mpLv TN
ouykopdA A ripw T b1dBeon QuTtika poiovta Huépeg
oTNV ayopad OTaV MPOKELTAL YL
HUETAOUANEKTLKEG XPNOELG
Apapodottog --

ZuvBnkeg amoBrkeuong, | ZTnV apxLKn KAELOTH) cuokevacoia Tou o 6pooepo, Enpo Kal KOAA
XPOVLKN otaBepotnTa aep{OUEVO  XWPO, TIPOOTOTEUMEVO amd  AMECOn  NAlakA

TOU OKEUAOHOTOG

aktwofoAia, mapapével otabepod ywa duo (2) xpovia amod tnv
NUEPOUNVIA TAPACKEVAG TOU.

AvakAnon tng £yKpLong-mapAatach tng £yKpLong
H napovoa adela d1abeong otnv ayopd pmopetl va avakAnBel omoltadimote otyur €av ol

OpoL yla TNV amoktnon t¢ 6ev mAnpouvtal N énadav va mAnpouvtal 1 mapaoxEdnkav
mAQOTA ) TTapamAavnTIKA otolxeia BAcel Twv omoiwv xopnynobnke auth.

Npootatsuopeva otoxeio kat PEAETEG

Y10 Napaptnpa lll kataypadovtal oL LEAETEG OTLG OTOLEC oTnpixOnke n mapovoa anddaon
KaBwg Kal n mepiodog mpootaciog autwyv. Ol HEAETEG QUTEG, ANV TWV EUTLOTEUTIKWY,
mapopévouv ota apxeia tng ZEA otnv d1abeon twv evéladpepopevwy.

Katd0eon UUMANPWHOTIKWY OTOLXEiWV/IEAETWV

O KATOX0G TNG £YKPLONG OPeilel VIOC 24 unvwv amo tnv nUeEpounvia £€kdoong tng mapouoag
anodaong va pookopiosl otnv 2EA to akoAouBo:

e Final results of the storage stability study at ambient temperature need to be submitted.
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AvakoAOUUE TN HE aplBpo 7912 £ykplong Tou GUTOMPOCTATEVUTIKOU TTPoiovTog ({L{avIoKTOVOo)
SULCOTREK SC (Sulcotrione 17.3% B/o + Terbuthylazine 32,7% B/o) n omola xopnynObnke pe
™ pe aplb. mpwt. 126258/31-12-2008 Ymoupylkn Antodaon, Onwg autr £xeL Tpomonotndel
Kol LOXUEL ZUYKEKPLUEVAL

Emutpénetal amd tnv umoypadry TNG TaApoUca¢ N TIHOAOYNon TwV UTIAPXOVIWV
omOBEUATWY MO TOV KATOXO TNG £YKPLONG TPOG TOL KATOOTAUATA EUMOPLOG YL TPELG
ETWUTAEOV UNVEG.

Erutpénetal n mwAnon Twv UMAPXOVIWV AMOBEUATWY Ao T KOTOOTAUATA TTWANONG YLo
€€L eMUTAEOV PNVEG Ao TtV uTtoypadr) tng mapoloag.

Erutpénetal n xprion Twv UMapXOVIwV amoBeUATWY oo TOUC EMAYYEALOTIEG XPNOTEC yLO
€va aKOpa £T0G OO TNV NUEPOUNVIA TNG Mapaypddou 2 aVwTEPW.

Opiletal OTL TuXOV adLABETEC 1 KN XPNOLUOToLNOeloeC MOCOTNTECG TOU OKEUAOUATOG UETA
TO MEPAG TWV 0pLoBelowv MpoBeaulwy, Ba mpémeL va emotpadouv oTtov UTtEUOUVO yLa TN
S61a6e0n TOU OKEUACHATOG OTNV ayopad ylo emaveaywyn 1 kataotpodn, He euBUvVN Kat
Sdamaveg avtou.

IToug mapaPAteg TNG mMapoVoag EMBAAAOVTOL OL TIOWIKEG KAl SLOLKNTLKEG KUPWOELG TIOU
nipoBAEnovtal amno tnv wyxvouvoa vouobeaia.
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r , .
- FEVIKEG UTIOXPEWOELG
1. O katoxog tNG Adelag elval UTIOXPEWHEVOC OE OTMOLASHTIOTE XPOVIKA OTLyUNn va

evnuepwoel tn ZEA yla OmoleEcSNTOTE SUOUEVELG ETIMTWOEL] OTOoV AvBpwmo r/kal to
nepBaArlov mou nepnABe o€ yvwon Toug and Tnv Xpron tou mpoiovrog. Tuxov anokpudn
pLloG Tétolag TAnpodopiag amoteAel adiknua Kal SLWKETOL TIOWIKA €Vw TOPAAANAQ
avakaAeital n €ykplon.

2. O KkAtoxog TNG £yKpLong Ba mPEMEeL va SLatnpel CUVEXWE EVNUEPWHEVOUG TOUG haKkEAOUG
TOU OKEUAOMATOC TIOU TnPouvtal otn ZEA pe BAon ta VEOTEPA EMLOTNHUOVIKA dedopEva yLa
omoladnmote LEANOVTLIKN EMaveEETAON.

3. H etukéta tou okevaoparog Ba sivat cupdpwvn pe To apBpo 65 tou Kavoviouou (EK)
1107/2009 kat tnv mapovoa anodaaon.

4. H SlopriiLon Tou OKEUAOUATOC ETILTPETETAL LOVO £’ 000V gival oUudwWVN LE TOUG OPOUC
NG €yKPLONG TOU OKEUAOUOTOC KAl TNV LoxVouaoa vouoBeaoia.

5. Na umoPAnBet otn ZEA TeAK ETIKETA UOVO NAEKTPOVIKA TPV TO TIPOIOV HE TNV
OUYKEKPLUEVN cuokevaoia Statebel otnv ayopa.

6. O katoxog tng adelag odeilel va tnpel yla touhdylotov mévte (5) xpovia apyeio tTwv
TIOOOTATWV TIOU £l0AYEL Kot SLaBETeL oTNV ayopd Tou GUTOTPOCTATEUTIKOU MPOIOVTOC OTO
omoio avadépetal n mapovoa anoddoon KoL vo MPOCKOWIoEL Ta otolxela autd otn ZEA
omnote autd {ntnbouv.

7. H evbladepopevn etalpeia €xel Sikaiwpa va umoBaAel évotaon evtog tplavra (30)
NUEPWV ATIO TNV AvAPTNON auTh otnv AIAYTEIA.

H NMPOIZTAMENH THZ AIEYOYNZHZ

Ap A. MAYPIAOY
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