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ANAPTHTEA 2TO AIAAIKTYO

EANHNIKH AHMOKPATIA Abnva, 26.01.2026
YMNOYPIEIO ArPOTIKHZ ANANTY=HZ KAI TPOOIMQN Ap10. npwrt: 18367
FENIKH A/NZH FrEQPTIAZ

A/NZH NPOITAZIAZ OYTIKHEZ NAPATQrHz

TMHMA OYTONPOZTATEYTIKQN NMPOIONTQN

Tay . A/von: A. ZuyypoU 150 Npo¢g: Sharda Cropchem Espafia S.L.

Tay. Kwéikag: 176 71 - AOHNA (6o Tou umeBUVOU eMLKOLVWVIAC,
MAnpodopieg: . TooAouUtn K. Navaywwtn Znapayyn

TnAédwvo: 210928 7164 DA€Yk 69, 184 52 Nikawa, ATtk
e-mail: gtsolomyti@minagric.gr e-mail: p.sparangis@shardaintl.com )

OEMA: «A. Xopriynon adsLag 51dbsong otnv ayopd oto GpUTONPOoTATEUTLKO Poiov ({i{avioktovo) STENO 12.5 EC
EC (fluazifop-p-butyl 12,5 % B/o).
B. AvakAnon tng pe aplOpo 7858 adelag 61dBeong otnv ayopd oto (HUTOMPOOTOTEUTIKO TPOIOV
(Qavioktovo) STENO 12,5 EC.»

ANO®AZH
O NPOIZTAMENOZ FENIKHZ AIEYOYNZIHI FEQPTIAZ

‘Exovtag unoyn:
1. Ticdatatelc:
o) Tou v. 4036/2012 (A’ 8) yia tn 61&Oeon yewpyKwv GopUAKwY otV ayopd, opBoloyLkr xprion ouTwy Kot
ouvadeic Slatdaelg, OMwWC TPomonoLBnkKe Kal LoXUEL
B) Tou v. 2690/1999 (A’'45) «KUpwaon tou Kwdika AtokntikAg Atadikaciog kat AAeg Statdéelg».
y) Tou v. 4622/2019 «EmuteAikd Kpdtog: opydvwon, Aewtoupyia kat Staddveia tg KuBépvnong, twv
KUBEPVNTIKWY 0PYAVWYV KaL TNG KEVIPLKAG dnuodactag Stoiknong» kot eldikotepa to apbpo 109 autol.
2.  Toug KavoviopoUg OTwG TpoTonoLndnkayv Kot LoxUouv:
o) (EK) pe aptBu. 1107/2009 (L 309/24.11.2009) tou Eupwnaikot KowoBouAiou kat tou Tuppouliou tng 211
Oktwppiou 2009 oxeTikd pe TN SLAB0N PUTOMPOOTATEUTIKWY TIPOLOVTWY OTNV ayopad KOL TNV KATAPYNon Twv
odnywwv 79/117/EOK ka1 91/414/EOK tou ZupBouliou kat el6ikotepa to dpbpo 80 §5 autol.
B) (EE) pe aptOu. 2023/2592 tng emitpornig tng 21ng NogpPBpiov 2023 yia TNV TPOTOMOLNON TOU EKTEAECTIKOU
kavoviopoU (EE) aptOu. 540/2011 6oov adopd tnv mapdtacn Twv MePOdwV £ykpLong Twv SpacTIKWV
ouowwv... fluazifop-P ...
v) (EE) pue aplBp. 546/2011 tng Emttponic tng 10" louviou 2011 yia tnv epappoyr tou Kavoviouo (EK) aptOp.
1107/2009 tou Eupwmnaikol KowoBouAiou kat tou SupPouliou 6ocov adopd TIC eviaieC OpXEG yla TNV
afLloAoynon Kal tnv adelodotnon Twv GuUTOMPOCTATEUTIKWY TIPOIOVTWV.
6) (EE) pe apOy. 547/2011 tng Emwtpornng tng 8ng louviou 2011 ywa tnv edpappoyr tou Kavoviopol (EK) pe
apB. 1107/2009 tou Eupwrmaikol KowoBoulhiou kal tou JupPBouliou 6cov adopd TIC OTALTHOELS
ETLOAOVONG YLa TA GUTOTIPOCTATEUTIKA TTpoidvTa.
g) (EK) pe apBu. 396/2005 tou Eupwnaikol KowoBouliou kat tou Suppouliou tng 23ng OePpouapiouv 2005
yla Ta avwtata opla KataAoinwyv ¢putodapudkwy YT N TAVW ota TPOdLUa Kot TI¢ {woTpodEC GUTLKAC Kal
{wikNG TMPOEAEUONG Kol yla thv Tpormoroinon tng odnyioc 91/414/EOK tou ZupPBouliou, Omwg £xel
TpormomnolnBel kat LoYVEL
ot) (EK) pe aptOu. 1272/2008 tou Eupwraikol KowvoBouliou kal tou SupBouliou tng 16ng AskepBpiouv 2008
yla tnv ta€lvopunon, TV MO UAVON KOL TN CUGKELOOLO TWV OUCLWV KL TWV HELYUATWY, TNV TPOTomnoinon Kot
™V Katdpynon tTwv odnylwv 67/548/EOK kat 1999/45/EK kat tnv tpomomnoinon tou kavoviopoU (EK) pe apby.
1907/2006.
3. Tnv apBu. 108414/28.04.2025 «MetaBifaon tng e€ouaoiag umoypadng «ue evtohn Npoiotapévou/-ng Fevikng
AlevBuvong» tou Yroupyeiou Aypotikng Avamtuéng kat Tpodipwy, o NMPoioTaUEVOUC LEPAPXIKWEG KATWTEPWV
OPYOVIKWY HOVASWV ToU uTtdyovtal otnv otkeia Mevik AtebBuvon» (B'2339/14.05.2025).
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Tnv apOu. 7807/207777/30.08.2021 Antddaon Ymoupyol «EBVIKEG amaltioelg ota mAaioto tou Kavoviouol
(EK) aptBu. 1107/2009 tou Eupwraikot KowoBouliou kat tou SupBouliou, tng 21ng Oktwppiou 2009 (L 309)
kal twv Kavoviouwv (EE) aptBu. 283/2013 kat 284/2013 tng Emttpornig, tng 1nc Maptiou 2013 (L 93), oxetikd
He T 61aBe0n PUTOMPOOTATEUTIKWY TIPOIOVTWY OTNV ayopd TNG XWPAG.»

To aplOy. 7261/173922/13.09.2019 eyypado tng Ynnpeoioag pog pue Ogpa «Adbson amobepdtwy HETA amo
QVAKANGCELG | TPOTIOTIOLNOELG AdeLWV SLABeoNG oTNV ayopd GUTOTMPOCTATEUTLKWV TTPOLOVIWVY.

Tnv apOu. 6691/70609/29.05.2014 anddaor pag yia tnv opdu. 7858 adeta Sudbsong otnv ayopd tou
duTtompootaTeUTIKOU Tipoiovtog ({llavioktovo) STENO 12,5 EC, omwg €xeL TpomomnolnBel kal LoxUeL.

Tnv pe aplBp. 70571 £ykplon tou PpUTOMPOOTATEUTIKOU Tipoiovtog avadopdc ({ilavioktovo) YPSILON FLORIN
12,5 EC, n omoia xopnynonke pe tnv aptdu. 386121/06.12.2024 anddach Lag.

Tnv apBy. 13668/159478/20.12.2013 aitnon kabwg kot ta aptOp. 21094/24.01.2025 kat 17277/26.01.2026
OUUMANPWHOTIKA oTolXEla TTou KaTéBeae n evlladepduevn etatpeia.

ANOMAZIZOYME
XopnyoUpe adela d1aBeong otnv ayopd, cuudwva pe to dpBpo 80 §5 tou Kavoviopo (EK) 1107/2009, oto

¢dutonpootateuTikd TPoidv ({illavioktovo) STENO 12.5 EC tng etaupeiag Sharda Cropchem Espaiia S.L.,
lomaviag pe ta akoAouba otolyeia:

TautotnTa TOU PUTOPOCTATEUTIKOU TTPOIOVIOG

ApBudg Adsrag AuaBeong otnv Ayopad (AAAA) 70609
1.1.a Hpepopnvia xoprynong 26.01.2026
1.1.8 Hpepounvioa AQéng 31.05.2027
1.2 DUTONPOCTATEUTIKO POLOV

1.2.a Epmoptko ovopa: STENO 12.5 EC

1.2.8 Mopdn: Yypo FoAaktwpatonotnoiyo (EC)

1.3 ApaoTiki ouoia
Apaotiki oucia 1

Kown ovopaoia tng SpacTikig ouoiag Fluazifop-p-butyl

kata 1SO:

MePLEKTIKOTNTA TNG TEXVIKA KABapNg 94,8 % (B/B) min

S6paoTIKAG ouciag og kaBapn SpacTiki

ouoia:

Xnuikn opada: ‘ Apulotudalvotuaikavoikd Otéa
MapaocKkeuaoTNG: SHARDA CROPCHEM LIMITED

Prime Business Park
Dashrathlal Joshi Road

Vile Parle (West)

Mumbai — 400056, Ivéia
E-mail: regn@shardaintl.com

Me eknpoowrto otnv Evpwrnn:
Sharda Cropchem Espafia S.L.
Edificio Atalayas Business Center,
Carril Condomina n? 3, 12th Floor,
30006 Murcia — lomavia
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Epyootdoia mopaokeung tng 6.0.:

Texvikeg TpoSLaypadEC TNG SPAOTLKAG
ouaiac:

1.4 NAnpodopieg yLa T0 oKeLACHA
a) Katoxog tng adelag:

YrieuBuvoc entkowvwviag:

B) YnevBuvog yla tnv tehwkn dtabson otnv
ayopa:

y) MapaoKkeLaoTHG OKEUACUATOC:

8) EpyooTtdcia mopooKeUNG Tou
OKEUAOUOTOG:
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MapaokeuAleTal OTIG EYKATAOTACELG TNG EMLXEIPNONG:

SHANDONG BINNONG TECHNOLOGY CO., LTD
No. 518, Yongxin Road, Binbei Town,
Binzhou city, Shandong Province, KINA

O texVIKeG TtpodlaypadEg TG SPOOTIKNG OUOLOG, OTIWE QUTEG
katatédnkav otnv aplOu. 11948/331442/30.10.2024 aitnon tng
evbladepopevng etalpeiag yia to mpolov avadopdg, sival
EUTLOTEUTLKN TTANpodopia Kal mapapévouy ota apxela tng ZEA.

Sharda Cropchem Espaiia S.L.
Edificio Atalayas Business Center,
Carril Condomina n? 3, 12th Floor,
30006 Murcia — lomavia

E-mail: regn@shardaintl.com

MNavaywtng Znapdyyng

OAEULVYK 69, 184 52 Nikata, ATTIKA
TnA: 6979 254969

e-mail: p.sparangis@shardaintl.com

SHARDA BALKAN ATPOXHMIKA MON. E.N. E.
Movaotnpiou 9, 54627 @scoalovikn

TnA.: 2310 521045

E-mail: athinasarakini@gmail.com

J€ mepintwon UEAAOVTIKIC TPOTOMOINONG TG MAPOUCAC ASELOG
WG TTPOC TO €V AOyw onueio, o avwtépw uneuduvoc Stadeonc da
EYelL kat TNV €uduvn yla To UTTAPYXOVTO ommoUEUaTA TOU
oKeudouato¢ mou mapnydnoav nf/kat kukAopdpnoav otnv
EAANVIKN ayopd UEXPL TNV NUEPOUNVI UTTOYPAPHC TNG OXETLKAC
andpaonc tpomnomnoinong. Ma T mooOTNTEG TOU OKEUAOUATOC
tou Ba apaydouv kat da KUKAOQOoOpPHoouV atnv ayopd aro thv
nUEPoUnvia urToypPAPNG TNE ATOPAONG TPOTTOMOINCNG KL UETA,
v evuvn Sa pEpet o véog urtevduvoc Stadeang.

SHARDA CROPCHEM LIMITED
Prime Business Park
Dashrathlal Joshi Road

Vile Parle (West)

Mumbai — 400056, Ivéia

MapaokeuAleTAL OTLG EYKATAOTACELG TWV ETILXELPHOEWV:

1. Zaktady Chemiczne ,,Organika-Sarzyna” S.A.

ul. Chemikéw 1, 37-310 Nowa Sarzyna, MOAQNIA
2. Chemia SPA

Via Statale, 327 44047 Dosso (Ferrara), ITAAIA
3. LLR.C.A. SERVICE S.p.A

24040 Fornovo San Giovanni (BG), ITAAIA
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€) Epyootdaocia cuokeuaoiag Tou
OKEUAOUOTOG:

ot) Eyyunuévn olvBeon tou
OKEUAOUOTOC:

AAA: 9M8I'4653I1MT-I'9

4. Chemark Kft
Industrial Zone, H-8182 Peremarton-gyartelep, OYITAPIA
5. Spachem S.L.
Pol. Ind.Guadasequies (VAL), IZNANIA
6. LUQSA (Lérida Union Quimica/SA)
Afores s/n CP: 25173, Sudanell (LLEIDA), ISNANIA
7. Shandong Binnong Technical Co., Ltd.
No. 518, Yongxin Road, Binbei Town,
Binzhou city, Shandong Province, KINA
8. EANATPET ABEE,
T.0. 58, O¢on =npomnnyado, Mavédpa Attikig T.K. 196 00

ZUOKEVATETAL OTLG EYKATAOTACELG TWV ETLXELPOEWV:

1. Zaktady Chemiczne ,,Organika-Sarzyna” S.A.

ul. Chemikoéw 1, 37-310 Nowa Sarzyna, MOAQNIA
2. Chemia SPA

Via Statale, 327 44047 Dosso (Ferrara), ITAAIA
3. LLR.C.A. SERVICE S.p.A

24040 Fornovo San Giovanni (BG), ITAAIA
4. Chemark Kft

Industrial Zone, H-8182 Peremarton-gyartelep, OYITAPIA
5. Spachem S.L.

Pol. Ind.Guadasequies (VAL), IZNANIA
6. LUQSA (Lérida Union Quimica/SA)

Afores s/n CP: 25173, Sudanell (LLEIDA), ISNANIA
7. Shandong Binnong Technical Co., Ltd.

No. 518, Yongxin Road, Binbei Town,

Binzhou city, Shandong Province, KINA
8. EANATPET ABEE,

T.0. 58, O¢on =nponnyado, Mavédpa Attikig T.K. 196 00
9. ®APMAXHM ABEE

BI.ME.O. Zivdog, Oeooaiovikn, T.0. 1026 - T.K. 570 22
10.NITPOOAPM A.E.,

Ow. Tetp. 20 B 35, 57022, JINAOZ — Oecoalovikn
11.KAPBEAAZ ABEE

80° YAl ABnvwv-Aapiag, Yrato Bowwrtiag, T.0. 1315,

32200,0nBa, Bowwtia
12.AGROLOGY NANAOIKONOMOY ABEE.

BI.ME.O. ivdog, Oso/vikn, T.O 1089, T.K.570 22
13.2.E.T.E. A.B.E.E.

©éon Maddpw, Owvoduta Bolwtiog
14 XEANADAPM A.E.

Jtulida, Aylog lwavvng, 35300, PBlwTLSO
15.TECHNOFARM SA

BI.ME. N€éa Zavta, 61100, KiAkic
16.MAGMA AGRO SA

@¢on NotauLld, Owoduta Bowwrtiag

Apaotikec ovoieg: fluazifop-p-butyl 12,5 % B/o

BonOntikég ovoiec: 87,03 % B/B

H mARpng eyyunuévn ouUvBeon TOU OKEUAOUATOC ONMWG
Katoatédnke otnv apldu. 11948/331442/30.10.2024 aitnon g
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evbladepopevng etalpeiag yia 1o mpoidv avadopdg, eival
EUTTLOTEVTIKN TTANpodopla Kal mapapével ota apyeia tng ZEA.

Juokeuaoleg

A/A Eidocg Méeyeboc¢ YALkO

1 DuaAn / Aoxeio 200 k.eK. €wg kot 10 Altpa HDPE/PA

2 DA péoa o€ koutl 200 K.eK. €wg Kat 500 K.&ek. HDPE/PA - Kouti xaptwo

3 Aoyxeio 20 Altpa Fluorinated HDPE

Obnyieg xpriong:

Katnyopia kat tpomnog
Spaong:

MNpoopiletal povo yLa emayyeApATIiEG XPHOTES.

Tponog edpappoyng: Wekaopnog tng GUuAAKnG emidavelag Twv {Iaviwy, Ye Uek
TUTIOU OKOUTIOG KL LIE Ttieon ULkpoTepn amod 3 atm (45 PSI).

TpOMOG MOPACKEVUNG TOU PEKAOTIKOU UYpOoU:

lepiote to Soxelo TOU YPEKAOTIKOU HNXOVAUATOC HE VEPO UEXPL TN HEON.
Avakivelote KaAd tnv GLAAn mpwv T xpnon. NpooBéote TNV amattoUPEVN
MOOOTNTOL TOU OKEUAOMATOC oto PekaoTikd Soxelo umd avadeuon.
JUUMANPWOTE HPE TO UTOAOLTTO vePO ocuveilovtag tnv avadsuon kab’ oAn tn
Slapkela Tou Pekaouou.

KaBaplopog Ppekaotipa:

Auéowg peta tnv epappoyn adeldote TeAelwg to Pekaotiko Butio. BeBalwbeite
OTL £XOUV ATMOUAKPUVOEL OAa Ta (Yvn TOU OKEUAOUOTOC. ZEMAUVETE OXOAOOTLKA
To PButio kal 6Aa ta eéaptiuata Tou PeKAoTkoU adalpwvtag OAd Ta 0paTd
UTTOAELJOTA KoL OTN CUVEXELD EEMAUVETE TPELS (3) dopEC pe KaBapod vepd

08nyisg yia tnv acpalnl andcupon tTou GUTONPOCTATEUTIKOU TTPOIOVTOG Kot
NG CUOKELAOLOG:

Ta keva UALKA cuokeuaotiag (pLaleg, Soxela) EemAévovtal UTIO Ttieon 1) yivetal
TPUTAO EEMAUMA (Ta vepA Tou EEMAULATOG Ta piXVOULE OTO PEKAOTIKO UYPO) Kol
otn ouvéxela adol KotaoTpadoUV TPONYOUMEVWE HE TPUTNUA YloL TN
Slaodalion TG Un MepALTEPW XpPNong, evamnotibevtal oe onueio cuAAoyng yla
avakUKAWGN 1| avAKTNON EVEPYELOC.

Tuvdvaotikotnta: Asv  €xel eheyxBel n  ouvduaotikOTNTA HE  AAAQ
$UTOMPOOCTATEUTIKA OKEUACOTA.

EKAEKTIKO SLACUOTNUATIKO UETADUTPWTIKO JI{OVIOKTOVO YLa TNV KATOTTOAEUNON
€TNolwv KoL TTOAVETWY aypwotwdwv {Waviwv. Altoppodatal ano ta GuAAa Kal
LETOKLVE(TOL LECO OTOUC UTIEPYELOUC KOl UTIOYELOUG LOTOUG TWV GUTWV.
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n daopa dpacng
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AOOELG OKEUAOUATOG Méylotog aplBuog
Nedlo , K.ek. / | Oykog Pek. TpOTMOog KOl XpOvog edappoywv ava
. 2T0X0G \ , ,
Edappoyng oTp. uypou epapuoyng KOAALEPYNTLKA
Aitpa/otp. neplodo.
Otav ta {lavia £xouv
1-3 UM Epappoletal
MnAwa , A OTNV YPOUUN, 0 AwpLoeg
(MABSD) Etnota favia 200 20-60 Ttou KaAuTttouy to 30% 1
TNG GUVOALKNG
eMLpAVELAG TOU aypoU.
EALa , A Otav ta {lavia €xouyv 1-3
(OLVEU) Etnoa (llavia 200 20-60 bOMa. 1
MeAwlava . , ,
(unaidpou) Etnola {lavia* 150 20-60 S:&;\;j Qavia exouv 1- 1
(SOLME) '
oy , , ,
, , Otav ta {Iavwa exouv 1-3
* -
(GLXMA) Etnola {lavia 150 20-60 GUMG, 1
, , Otav ta {lavia €xouv 1-3
* —_—
Etnowa (lavia 150 20-60 HOMa
HAiav@og Ortav ta {lavia 1
(HELAN) R Bplokovral oto otadlo
MoAuetn {Wavia** 300 20-60 , ,
™G Taxeiag avamtuéng
(10-50 &k. Uog)
ZaxapOTteUTAQ , . .
(BEAVA) Etiolo QWi 150 20-g0 | OtV T Emow davia 1

€xouv 1-3 UM

NAPATHPHZEIZ:

KotoamoAepoupeva {I{avia:
*Etnola {Wlaviat:

‘Hpa (Lolium sp - LOLSS)
AyploBpwun (Avena sp. - AVESS)
Bpwpog (Bromus sp. - BROSS)
Alpatoyopto (Digitaria sanguinalis - DIGSA)

Mouxpitoa (Echinochloa sp - ECHSS)

Ietdpla (Setaria sp - SETSS)

AAemovoupa (Alopecurus sp - ALOSS)

**MNoAuetn AWlavio:

BéAloupag (Sorghum halepense - SORHA) péxpt ta 25 ek. Uog
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n ELSLKEC OUVONKEG YEWPYIKEG,
dutolyelag i mepPAAAOVIIKEG UTIO
TG OTIOlEC TO OKEVAOUA UTtopEL va
XpnotpomnotnBei f va anokAeLloTeL:

Xpoviko dlaotnua achaleiog
petal epappoyng Kat:
- oTopag n duTELONG ™ng
T(POOTATEUOHEVNG KOAALEPYELAG
- oTopag n dltevong  Twv
KOAALEPYELWV TIOU 0KoAouBouv

- TNG MpooBacng Tou avBpwrmou N
Twv {Wwv otnv KoAALEPYELD OTNV
ormolaa  €xeL  edapuootel 1O
oKkevaoua

Itolxela putotofikotnTag, evalocbnaiag
TIOLKIALWV Kol KAOE AAANG TTaPEVEPYELOC
ota ¢uTA N Ta TPOIoVTA TOUC:

AAA: 9M8I'4653I1MT-I'9

1. Mnv edapudlete to okevaopa o {LAvia Tou Bpiokovtal und
ouvOnkeg otpeg (Enpaocia, xapnAég Bepuokpaoieg, Bookn). H
QITOTEAECUATLIKOTNTO TOU TPOIOVTOG Unopel va eAaTtwOel otav
1o £6adoc elval oTEYVO Kl N OXETIKN vypacia UKPOTEPN TOU
60%.

2. Na xpnotgormoleite KATAAANAEG YEWPYLIKEG TEXVIKEG WOTE TO
okevaopa A To Pekaopévo €5adog va Unv EpXETaL o emaodn
LLE TOUG KOPTIOUC TWV KAAALEPYELWV EALAC KOl LNALAG.

3. LA TIG EALEG ETUTPEMETAL N CUYKOULEN TOUG LOVO oo To SEVTPO
Kol OxL oo to £6adoc.

4. Aev erutpEnetal N epoppoyr OTI TECUEVES 0TO £€6adoG EALEG.

5. Na pn ocuMéyovtal gAlég amd 1o £6ad0C¢ TPOKELUEVOU va
anodevyxBolVv uToAEippaTa.

6. MMpoooxn Katd TNV edapuoyr TOU OKEUAOUATOC OTaV N
KOAALEPYELA YELTVIATEL UE KAAQUTIOKL.

Awayeiplon avBektikdTnTAC:

To okevaopa meplExel tn Spaoctikr) oucia fluazifop-P-butyl n
omola avrkel otnv opada 1 katd HRAC Zuviotdtal n evailayn pe
{llavioktova Tou Sgv avikouv os auti tv opdada /Kot
eVOANOKTIKEG MEBoSOL  avtiuetwrong JWaviwv  (Hnxovikn
HEBOSOG, KAAALEPYNTIKA UETPA), TPOKELUEVOU va amodeuxBel n
QVATTUEN aVOEKTIKOTNTOC.

Yrapxel kivbuvog avamnrtuéng avBektikotntag oto fluazifop-P-butyl
yla ta {llavia adenovoupd (Alopecurus myosuroides -ALOMY), pa
(Lolium sp - LOLSS), ayploBpwun (Avena sp. - AVESS).

Mn onépvete Kal pPn uteveTe AAAN KOAALEPYELO TIPLV TIEPACOUV 2
MUAVEG amo tnv edapuoyn Tou.

Mnv OTEPVETE OLTNPA.

Mnv elo€pxeoTe oTNV PEKACUEVN TIEPLOXI) TIPLV OTEYVWOEL TARPWG
TO PEKAOTIKO LYPO.

Aev elval ¢utotolikd oOtav edapupoletal cUpdwva He TaA
avaypadOUEVO OTNV ETIKETA TOU.
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Elkovoypapparta
Kwduvou:

IOl AnAwoeLg

ETUKIVOLUVOTNTOG:

ikl AnAwoelg
npoduAaéng:
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% KINAYNOZ

GHS07 GHSO08 GHS09

H304: Mrmnopel va TpokaAéoel BAvato os Meplmtwon Kotarmoong kat dlelobuong otig
OVOTIVEUOTLKEG 060UC.

H317: Mrnopei va ripokaA€oel aAepyLkn Seppatikn avtidpaon.

H361d:'Yrortto yia ipokAnon BAABNG oto Euppuo.

H410: MoAU To€LKO yLa Toug USPOPLOUG OPYAVLOMOUG, LE LOKPOXPOVLEG ETITTWOELG.
EUHO066: lMapatetauevn ékdeon umopei va mpokadéoel Enpotnta SEpUATOC N
OKAoLLO.

EUH401: o va armopUyete kwwduvougs yia tnv avipwriivn vyeia kat to neptBaiiovy,
akoAoudnote Ti¢c 0bnyisc ypnong.

P405+P102: QuAdooetal KAEWOWUEVO. MaKpLd oo TtadLa.

P270: Mnv TpwTe, TVETE 1| KATVIIETE, OTOV XPNOLLOTIOLEITE QLUTO TO TIPOIOV.

P201: Edpoblaoteite e TIg ELOIKEG 0ONYLEG TIPLV ATTO TN XPNoN.

P261: Amodelyete va avanvéete avabupidoslg/ aépla/ otayovidia/ atuolg/
ekvedwUOTA.

P280: Na ¢popATe MPOOTATEUTIKA YAVTLO,/ TIPOCTATEUTIKE EVOUUATO/ HECO ATOUIKNG
npootoaoiag yla ta patia / mpoowro.

«@opdte oAoowun POPUA EPYACIAC, YAVTIO KOl UECA QTOULKNG TTPOOTACING ylo
UATIO/TIPOOWTTO KATA TNV aAVAUELEN, POPTWON KAl EQAPLUOYH.

«2€ MEPIMTWON EMAVELGOO0U OTNV KaAALEPYELA UETA TOV YEKATUO POPATE OAOOWUN
Popua epyaoiac. SUCTAVETAL ) Xprion YavTiwv».

P501: AlGOon TOU MEPLEXOUEVOU/TIEPLEKTN OUdWVA LE TNV €BVIKT vouoBeaia.

SP1: MH PYMAINETE TA NEPA ME TO 3KEYAZIMA'H TH ZYZKEYAZIA TOY. Mnv mAévete
Tov e€oMALOO edpappoyng kKovta os emidavelakd oata. Na amodeuyBei n pumavon
MECOW TWV CUOTNUATWY OTTOXETEUONG ATO TIC ALBOOTPWTEG EMIPAVELEG KOL TOUG
Spopouc.

SPe2: lNa vo TPOOTATEPETE T UMOYELD VEPQ, UN €PAPUOTETE TO OKEVAOUO OF
emupavela peyoAutepn amo to 30% TG OUVOALKAG emidAveELaG TOU aypol, o€
KOAALEPYELO LNALAG.

SPe3: lNa va npootatéPete ta GUTA un otdxoug va adnoete pLa apekaotn {wvn
npootaciog 5 HETpwV amd N YEWPYLKN YN N Xpnotomnoleiote akpoduola Peiwong
NG Sloomopdg katd 75%.



ΑΔΑ: 9Μ8Γ4653ΠΓ-ΓΙ9


9/10

AAA: 9M8I'4653I1MT-I'9

Pl MNpwrteg fonbeleg —
Avtidoto:

P308+P313: SE MEPINTQIH €kBeong r mbavdtnrag €kOsong: SupPouleubeite /
EmokedBeite ylatpo.

P301+P310+P331: XE MEPINTQXH KATAMOZHZ: KaAéote oapéowg to KENTPO
AHAHTHPIAZEQN 1 éva ylotpo. MHN mpokaA£oeTe EUETO.
P302+P352+P333+P313+P362+P364: XE MEPINTQZH ENA®HZ ME TO AEPMA:
MAUvete pe adBovo camouvL Kal vepod. Eav mapatnpnOel epeBlopog Tou d€ppartog i
epdaviotel e€avOnua: IupBouleuBeite / EmokedBeite ylotpd. BydAte ta
HOAUGHEVA poUXa KOL TIAUVETE Ta PLV Ta EAVOXPNCLULOTIOLNOETE.

ZE NEPINTQZH EIZNNOHZ: Metadépete Tov aoBevr) otov kKaBapo agpa Kat adrote
Tov va fekoupaotel og otdon mou SleukoAUveL tnv avarmvor. SupBouleuBeite /
EmokedBeite yatpo.

ZE NEPINTQZH ENA®HI ME TA MATIA: ZemAUVETE TPOCGEKTLKA LLE VEPO YLl APKETA
Aenta. Eqv umapyouv dakol enadng, adalpéote toug, £poOcov eivol €UKOAO.
Juveyiote va EemAEveTE.

Avtidoto: Asv umdpyel 161K avtiboto. AkohouBeiote cuumTwATIKA Bepareia.
THA. KENTPOY AHAHTHPIAZEQN: 210-7793777

El Mpootacia Twv KUTAVOAWTWY

Tehevtaia eméuPaon

TIPLV TN CUYKOULON 1 TTPLV TN
61aBeon otnv ayopa

OTaV TPOKELTAL YL
HLETOOUAAEKTLKEG XPIOELC:

JuvBnkeg amobrikeuong,

DuTKa TpoiovTa Huépeg
MnAuéa (0130010, EAwé (0402010) (0161030)) 28
MeAuZava (Y) (0231030) 35
Zoyla (0401070), HAiavBog (040105) 90
ZaxapoteutAa (0900010) 56

AmnoBnkeUetat KAELOWHUEVO GTNV APXLKK) TOU amapoBilaoTn CUCKELOOLO OE XWPO

XPOVLIKN otaBegpdTNTA TOU &npo, 6pooepd Kal KOAQ OEePL{OUEVO. ZE QUTEC T OUVONKEG TO TPOIOV

OKEVAOUOTOG.

AvakAnon tng €ykplong/

napapével otaBepo ylao 800 (2) xpovia amod TNV NUEPOUNVIA TTAPUCKEUNG TOU.

Tapatoon tne £yKpLong

H mapouoca adela StabBeong otnv ayopd UmMopel va avokAnBel omoladAmote oTLyUn €AV OL OpOL yLa Thv
amnoktnon tng dgv mAnpouvrtal f émaav va TAnpolVTaL 1) tapacxEBnKay MAACTA i TOPATTAQVNTIKA OTOLXELA
Baoel Twv omoiwv xopnynbnke autr.

KatdAoyog TpOoTATEVOUEVWY HEAETWV

Jtnv €kBeon aflohoynon
OTLG omoieg Paoiotnke N
TIANV TWV EUTTLOTEUTIKWY,

G OU OTNpixtNKe N anddacn Tou MPoidvtog avadopdg, Kataypddovtal ol LEAETES
napovoa anodacn kabwg kot n meplodog npootaciag autwyv. OL PEAETEG QUTEG,
apapEvouyv ota apxeia tng ZEA otnv S1a0gon Twv evdladepopévwy.

Kotd®eon cUUMANPWHATIKWY OTOXELWV/HEAETWV
O katoxoc TG £ykplong odeilel va mpookopiostl otn ZEA ta akolouba:

- the content of t

he relevant impurity 2-chloro-5-(trifluoromethyl) pyridine in the formulation should

be determined before and after storage.
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AvakaAoUpe Tn pe aplOu. 7858 ddela S1aBeong otnv ayopd oTo GUTOMPOCTATEUTLKO TIPoiov ({lavioKTovo)
STENO 12,5 EC, 6nwg Siapopdpwbnke pe tnv aplOu. 6691/70609/29.05.2014 anddacr pag Kol OTWG
TpomomnolNOnke Kol LOXUEL LETETIELTAL.

Mo ta anobépata LoYUOUV TA MOPAKATW:

1. H TioAdynon Twv UTIOPXOVTWY AMOBEUATWY aId TOV KATOXO TNG £YKPLONG P0G TAL KATAOTA LOTO EUMOPLag
dUTOTPOCTATEVUTLKWVY TIPOIOVTWVY ETUTPEMETAL IO €EL (6) U VEC amd TV untoypadn TN mopoUoag, £wG Kal
T1G 26.07.2026.

2. H nmwAnon twv umapXoviwv amobeudtwyv omd To KOTOOTAUATA XOVOPIKNG KoL ALOVIKNG TWANONG
ETUTPEMETAL YIa S€Ka €MTA (17) eMMA€OV UNVEG Ao TNV UTtoypadr TNG mapoloac, £we Kal Ti¢ 26.06.2027.

3. H xprion twv uTapXoviwy amoBeUATWY armd TOUG EMOYYEALATIEG XPNOTEG EMITPENETAL Yia Sekaoktw (18)
ETUTALOV UNVEG amd Thv UTtoypadh ThG mapoloog, £wg Kal 26.07.2027.

4. Tuxov adlabetec i un xpnotpomnolnBeioeg moooTNTEG LETA amd TNV 26.07.2027, Oa ripEmel va emotpadouy
OTOV KATOXO TNC €YKPLONG, Yla emavefaywyn N kataotpodn, Le euBUVN Kal Samaveg autou.

FEVIKEG UMOXPEWGCELG:
1. O katoxog tng adelag elval UTIOXPEWUEVOC OE OTIOLASTIOTE XPOVLKA OTLYUHN VA EVNUEPWOEL TNV ZEA yla

ornoleadnmnote duopeveic emumtwoelg otov avOpwro r/kat to meptBallov rou TeptiABe og yvwon Toug
Oamo TNV Xpnon tou mpoidvtog. Tuxov amokpudn piog tétolag mAnpodopiag amoteAel adiknua kat
SLWKETOL TTOLWVLKA eVw TtapAAAnAa avakaAeital n €ykpLon.

2. O KkAtoxog NG €ykplong Bo mpEmel va Slatnpel OUVEXWC EVNUEPWHEVOUG TOUC daKEAOUG TOU
OKEUAOMOTOG TIOU TnpouvtaL otn ZEA pe BAon ta vedtepa EMLOTNUOVIKA SeSopéva yla omoladnmote
HeANOVTIKN emaveeTaon.

3. H stkéta tou okevdopartog Ba sival cvudwvn pe tov Kavoviouo (EE) 547/2011 kot thv mapovoa
anddaon

4. H dladnuion Tou oKEUACUOTOG ETUTPEMETAL LOVO €0’ 600V gival cUUdWVN LE TOUC OPOUC TNG EYKPLONG
TOU OKEUAOUOTOG KL TRV LoxUouoa vopoBeaoia.

5. Mo kaBe eykekpluévn ouokevaoia va umoPAnBel otn ZEA TeAWK €TIKETA TPV TO TPOIOV HE TNV
OUYKEKPLUEVN ouoKeuaoia dlatebel otnv ayopda.

6. O kaAtoxog Tng adelag odeilel va Tnpel yla Touldylotov mévte (5) xpovia apyeio Twv MOCOTATWVY MoU
£l0dyeL Kal SLoBETEL 0TNV ayopd TOU PUTOTPOOTATEUTIKOU IPOIOVTOC 0TOo OoTtoio avadEépetal n napovoa
anodacn Kol va TPooKOoUIoEL Ta oTolxela autd otn ZEA omote autd {ntnbouv.

7. H evbladepopevn etalpeio €xel Sikalwpa vo UTOBAAEL €votaon evtog tplavta (30) nuepwv omo tnv
oavaptnon autng otnv AIAYTEIA.

«Me evtoln Mpoiotapévng Frevikig A/vong Nrewpyiog»
H NPOISTAMENH THZ A/NZHZ

Ap A. MAYPIAOY
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