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ANAPTHTEA 2TO AIAAIKTYO

EAAHNIKH AHMOKPATIA ABnva, 04.04.2024
YMNOYPTEIO ArPOTIKHZ ANANTY=HZ KAl TPOOIMQN Ap1O. npwrt: 56/1016
FENIKH A/NZH FEQPFIAZ

A/NZH NPOZITAZIAZ OYTIKHZ NAPATQrHz

TMHMA OYTOMNPOZTATEYTIKQN MPOIONTQN

Tay . A/von: A. Zuyypou 150 Npog: Albaugh TKI d.o.o., ZAoBeviag
Tayx. Kwéwkag: 176 71 - AGHNA (61 Tou umeBuvou emikowViag TNG
MAnpodopieg: A. Mnpatidouv NapAamnavn etalpeiog Toutout{tdAKkng Avtwviog Kot
TnAédwvo: 210 92 87 228 3IA E.E. «Agribiz»,

Muyahakomoulou 157, 115 27, ABrva)
e-mail: abratidou@minagric.gr e-mail: info@agribiz.gr

OEMA: «XopHynon adslag 51d0song otnv ayopd oTo PUTOTPOOTATEUTLKO TTPOioV ({L{avIoKTOVO)
ANGELUS (6.0 clomazone 36% B/o)»

ANO®AZH
O NPOIZTAMENOZ THZ FENIKHZ AIEYOYNZHZ FEQPTIAZ

‘Exovtag unoyn:

1. T Slatatelc:
a) tou v. 4036/2012 (A’ 8) ywa tn S1aBson YEWPYIKWY Gapudkwy otnv ayopd, opBoloyikn xprion
QUTWV Kal ouvadeic Slatdelg 6w TpomonoliOnKe Kal LoYUEL.
B) tou v. 2690/1999 «KUpwon tou Kwdika Alokntikng Atadikaoiog kat GAAeg Statdéelg» (A'45).
y) Tou apBpou 109 tou v. 4622/2019 (A'133) «EmiteAikd Kpdtoc: opydavwon, Asttoupyia kat Stadavela
™¢ KuBEpvnong, Twv KUBEPVNTLKWVY OPYAVWY KOl TNG KEVTPLKNG Snuootag Sloiknong»

2. Toug KOWOVLOHOUG OTIWE TPOTOTIOLBnKav Kol LoxUouv:
o) Tov Exteheotikd Kavoviouo (EK) pe apBud 1107/2009 (L 309/24.11.2009) tou Eupwmaikou
KowoBouAiou kat tou ZupBouhiov tng 21™ OktwPpiov 2009 oxetkd pe TN SLABeon
$UTOMPOOTATEUTIKWV TIPOLOVIWY 0TV ayopd KAl TNV Katdpynon twv odnywv 79/117/EOK kat
91/414/EOK tou XupBouliou kat eldkotepa to apbpo 33 autol.
B) (EK) aptB. 1272/2008 tou Eupwraikol KowvoBouliou kat tou ZupBouliou tng 16" AskeuPBpiou 2008
yla tnv taflvopncn, TNV EMOAUOVON Kol TN OUOKEUAGCIO TwV OUCLWV Kal TWV HELYHATWY, TV
Tpormornoinon Kal Ty Katdpynon twv odnywwy 67/548/EOK kot 1999/45/EK Kal Thv Tpomomnoincn tou
kavoviopou (EK) apt8. 1907/2006.
v) (EE) ap8. 547/2011 tng Erutponng tng 8™ louviou 2011 yia thv edappoyr] tou Kavoviouol (EK)
aptB. 1107/2009 tou Eupwrmaikoy KowoPouliou katl tou JupBouliou 6cov adopd TIC AmMAITAOELG
ETLOAOVONG YLa TA GUTOTIPOCTATEUTIKA TpoidvTa.
8)(EE) aptB. 2023/1757 tng Emutpomrg tng 11™ IemtepBpiou 2023 yiwa tnv Tpomomoinon Tou
ekteAeoTIkoU KavoviopoU (EE) aptB. 540/2011 6cov adopd tnv mapdtacn Twy MEPLOSWY EYKPLONG TWV
6paCTIKWY OUCLWV ...clomazone...
ot) Kavoviouo (EK) aptB. 396/2005 tou Eupwmaikol KowoBouAiou kat tou fupPouliou tng 23ng
@OeBpouapiou 2005 yia Ta avwtata opla KataAoinwy GuToPapUdKkwy HESH N TAVW OTA TPODLUA KAl
TG {wotpodec GUTIKAC Kat {WIKAC TIPOEAEUONC KaL YLo TNV Tpormormoinon tng odnyiag 91/414/EOK tou
JupPouliou, 6TWCE TpoTOMOLNBNKE Kal LoYUEL.

3. Tnv apBu. 5163/145140/30.05.2022 EykUkAlo tng Yrmnpeoiog pe B£pa «Xopriynon KatdAoyou Ttwv
eKOECEWV SOKLUWYV Kal LEAETWY EVOG GUTOMPOOTATEUTIKOU Tpoiovtog (DMM)».
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4. To apBu. 79/2023 M.A. “Aoplopdg Ymoupywv, Avaminpwtwv Ymoupywv kat Ydumoupywv”
(A"131/27.06.2023).

5. Tnv aptB. 1881/286212/13-10-2020 Anodoaon Yroupyol “MetaBiBacn tng €ovoiag umoypadnc «Ue
gvtoln Mpoiotapévou/-ng Mevikig AlebBuveong» tou Ymoupyeiou Aypotikng Avamtuéng kot Tpodipwy,
oe MNPoIlOTOUEVOUG LEPAPXIKWG KATWTEPWY OPYAVIKWY HOVASWY TIOU UTAYOVTAL OTNV OLWKelo MeviKA
AleBuvon” (B'4612/19-10-20).

6. Tnv amno6 07/2023 oxetkn EkBeon A€loAdynong tou MOI (EMN 1589/27.07.2023).

7. Tic ap. mpwt. 3400/96576/08.04.2022, 7104/208009/19.07.2022, 8749/254475/02.09.2022 «a
56/1016/02.01.2024 aitoEelg TNG EVOLADEPOLEVNG ETALPELQG.

ANODAZIZOYME
Xopnyouue adela S1aBeong otnv ayopd, cUudwva Ue to dpbpo 33 tou Kavoviouol 1107/2009, oto
dutonpootateuTikOd TPoiov ({il{avioktovo) ANGELUS (6.0 clomazone 36% B/o) tng etalpeiag

Albaugh TKI d.o.0., ZAofeviag, pe ta akoAouba otolela:

Tavtdtnta Tou GUTONMPOCTATEVTIKOV TTPOIOVTOG

ApBuoc Adelag AldBeong otnv Ayopd (AAAA) 70529
1.1.a Huepounvia xopriynong: 04.04.2024
1.1.B Huepopnvia Anéng: 15.06.2026
1.2 QuUTONPOCTATEVUTIKO MPOLOV

1.2.a Epmoptko ovopa: ANGELUS

1.2.8 Mopon: Evaiwpnua pkpokapoulwv (CS)

1.3 Apaotikr) oucia
Kown ovopaoia tng Spactikig ouciag katd I1SO: ‘ clomazone

MePLEKTIKOTNTA TNG TEXVIKA KABaprig SpACTIKAG 96% (B/B) min
ouolag og kaBapn Spaotikni ovata:

Xnuwn opada: ‘ Isoxazolidinones

Napackeuaotng Ing 6.0. : Rotam Agrochemical Co., Ltd.
33/F, E-Trade Plaza, 24 Lee Chung Street, Chai
Wan, Xovyk Kovyk

Epyootdctio mapaockeung tng 6.0.: MapaokeuAleTaAl OTIG EYKATAOTACELG TNG EMLXEIPNONG:

Rotam Agrochemical Co., Ltd.
The Economic Development Area, Boxing Country, Shandong
Province, Kiva

Texvikeg TpoSLlaypadEg TG OL TexVIKEG tpodlaypadEg TNG SpaoTLKNG ouciag, OMWE AUTEG
S6paoTIKAG ouolac: katatédnkav otnv apldu. 3400/96576/08.04.2022 aitnon tng
evlladepopevng etatpeiag kat mpoodlopilovtal oto PART C tng
oxetikng ExkBeong AfloAoynong tou MOI, eival EUMIOTEUTIKN
mAnpodopia kal mapapévouy ota apxela tng ZEA.
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1.4 NAnpodopieg yla To OKELAOUA
a) Katoxog tng adelac:

YneuBuvocg eEMKOVWVIaG:

B) YmeBuvog yLa tnv TeAKn
Sl1aBeon otnv ayopd:

y) MapaoKkeLaoTHG OKEUACUATOC:

8) Epyootdcia mopooKeUNG Tou
OKEUAOUOTOC:

€) Epyootacla cuokevaciag Tou
OKEUAOUOTOG:

AAA: W4AT46531T-1061

Albaugh TKI d.o.o.
Grajski trg 21, SI-2327 Race, Aoevia

Toutoutlidakng Avtwviog Ko ZIA E.E. «Agribiz»
MuaAakomoUAou 157, 115 27, ABrva
TnA.: 210 7471000

E-mail: info@agribiz.gr

YBPIAIA EANAZ ABEE

Ok Etaupeiag 3, Metapopdpwon Attikig, T.K. 144 52
TnA: 210 2836440

Fax: 210 2836240

Y& mepintwon HeANOVTLKAG TPOTOTIoinong TG mapoloag AdeLag
WG TPOC TO €V AOYw OnUelo, 0 avwTtépw uTeUBuvog dLdbeong
Ba £xel koL tnv €uBUVN ylo Ta UTIAPYOVTA amoBEpata Tou
OKELAOPOTOC TIou mapnxOnoav f/kal kukhododpnoav otnv
eAANVIKN ayopd LEXPL TNV NUEPOUNVIO UTIOYpadHG TNG OXETLKAG
anodacng tpomomnoinong. Na tig mocoTNTEG TOU OKEUACLATOC
Tou Ba napayxBouv kal Ba kKukAodopricouv oTNV ayopd amo tnv
nuepopunvia umoypadng tng amdédoong TPomomnoinong Kot
LETA, TNV €UBUVN Ba dEpeL 0 véog umevBuvog Slabeaonc.

Rotam Agrochemical Co., Ltd.
33/F, E-Trade Plaza, 24 Lee Chung Street Chai Wan,
Xovyk Kovyk

MapaokeuAETAL OTIG EYKATAOTACELC TWV ETLYELPHOEWV:

1. Jiangsu Rotam Chemistry Co, Ltd.
No.88 Longdeng Road, ETDZ, Kunshan, Jiangsu Province, P.R.
Kiva

2. SIPCAM spa

Via Vittorio Veneto 81, 26857 Salerano sul Lambro Lodi,
ItoAia

3. Albaugh TKI d.o.o.

Grajski trg 21, SI-2327 RACE, 2hoBevia

4. Industrias Afrasa, S.A.

Ciudad de Sevilla 53, P.l., Fuente del Jarro, 46988 Paterna
(Valencia), lomavia

JUOKEUATETAL OTLG EYKATAOTACELG TWV ETLYELPHOEWV:

1. Jiangsu Rotam Chemistry Co, Ltd.

No.88 Longdeng Road, ETDZ, Kunshan, Jiangsu Province, P.R.
Kiva

2. SIPCAM spa

Via Vittorio Veneto 81, 26857 Salerano sul Lambro Lodi,
ItoAia
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3. Albaugh TKI d.o.o.
Grajski trg 21, SI-2327 RACE, 2hoBevia

4. Industrias Afrasa, S.A.
Ciudad de Sevilla 53, P.l., Fuente del Jarro, 46988 Paterna
(Valencia), lomavia

ot) Eyyunuévn ouvBeon tou Apaotikn oucia: clomazone 36% B/o
OKEUAOMOTOG: BonOntikég ovoieg: 67,57% B/B

H mAnpng eyyunuévn olOVBEON TOU OKEUAOWOTOG, OMWG AUTH
katatednke otnv oplBy. mpwt. 3400/96576/08.04.2022 aitnon
¢ evlladepouevng etalpeiag kal npoodlopiletatl oto PART C
NG oxeTIknG EkBeang AfLloAdynong tou MOI, elvol EUMLOTEUTIKN
mAnpodopia kat mapoapével ota apxela tng ZEA.

Juokevaoiec:
A/A Eidog MéyeBocg YALkO
1 OudAeg 100 k.ek. €wg 1 Aitpo HDPE
2 @OuaAn oe koutl 100 k.ek. €wg 500 k.&k. HDPE, Kouti xaptivo
3 Aoyeia 1,2 Aitpa €wg 25 Aitpa HDPE

n 0Obényisg xprionc: | Npoopileton povo yia emayysApotieq XpHoTeG.

Tponog epappoyng: Opolopopdog Pekaonog Tou e6ddous. XpnoLUOmoLEioTE
PEKAOTIKA PEoa Pe akpodUOoL TUTIOU GKOUTIO.

Tpomnog napackeung PeKAoTIKOU uypou:

Avakiveiote kaAd to Soyelo mplv tn xpnon. Fepiote to oxeio Tou Pekaotikol
HUNXOVALOTOG UE VEPO HEXPL TN UECH KaL TTPOOBECTE TNV CUVIOTWHEVN 860N Tou
OKEUAOUOTOG avaSeUovTag. ZUMMANPWOTE LE TO UTIOAOLTIO VEPO HE OUVEXN
avadevon. H avadeuon tou Pekaotikol SlaAlpatog cuveyiletal katd tnv
Slapkela Tou Pekaopou.

KaBaplopog PEKAGTIKWY PNXOVNLATWV:

Apéowg peta tnv edappoyn adeldote tedeiwg To Pekaotikd Butio. ZemAUvete
PELC (3) Popéc pe kaBapd vepd TOo Putio kol OAa Ta efapthpaTa TOU
Pekaotikol péXpL va gfadaviotolv MARPWS 0 adpog Kol OAa Ta ixvn Tou
npolovTod.

06nyigg yla tnv achoadn andcupon Tou PUTOTTPOCTATEUTIKOU TIPOIOVTOG Kal
NG cUoKeVACiag:

Ta keva doxela cuokevaciog EemAEévovtal UTO Tieon UE €LKO UNXOVIOUO N
ylvetal TputAo EEmlupa (Ta vepd Tou EEMAUATOC TA PLXVOUUE OTO PEKOOTLKO
UypPO) Kal otn cuVEXELa adol KataoTpadoUV TPONYOUUEVWE LE TPUTINUO, YLa
N SLaopaALon TNG KN MEPALTEPW XPHONG, evamnotiBevtal os onpeia cuAloyng
yla avaKUKAWGN 1] aVAKTNON EVEPYELAG.

Zuvduaotikotnta: -

4/8


ΑΔΑ: Ψ4ΔΓ4653ΠΓ-1ΘΙ


Katnyopia kat
TpOmocg dpaonc:
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EKAEKTIKO TIPOPUTPWTIKO JYIAVIOKTOVO Yyl TNV KOTATMOAEUNON ETACLWV
mAatupulwv kal aypwotwdwv {llaviwv o eupl dAcUA KOAALEPYELWV.

Anoppodartal anod T pileg kot toug BAaotolg Twv {laviwv Kal HETAKLVELTAL
TPOG TO MAVW MEPOG TOU dutoU. e BLOXNULKO emimedo n Spaoctikn oudia
clomazone mapeunobilel tn PloovvBeon TwWV KAPOTEVOELSWV KAl TNG

YAwpodUAANG.
Oadopa Apdong
AOCELC OKEUAOUATOC MéyLotog
, Tpomoc kot opLOuoG
MNebio Edpappoyng 2TOX0G KK/ 0T OVS\?;OLI:,JEK' XPOVOG epoppoywv ava
o ) , epapuoyng KOAALEPYNTLKA
Aitpa/otp. ,
neplodo
EAalokpaupn KatamoAépunon 33 20-40 WeKkaopog 1
BRSNN £TNOLWV TPOGUTPWTLKA
mAatupuAwv Twv {Waviwv ot
{laviwv OAn Tnv
empAveLX TOU
edadoug,
TO apyoTeEPO 5
NHUEPEG UETA TN
OTopPA TNG
KOAALEPYELOG
(xewepwne i
QVOLELATIKNG).
(BBCH 00-05)
NapatnpnosLg:
1. Edapuoletal mpoduTtpwTKA Twv {laviwv.
2. Anodeuyete tnv Slaomopd PeKAOTIKWY OTAyoVLSiwY o Ttapakelpeves evaiobnTeg KOAALEPYELEC.
KatanoAspolpeva Ziw{avia:
METPIA EYAIZOHTA ZIZANIA: Solanum nigrum (SOLNI), Sonchus asper (SONAS)

n El81kég ouvOnKeg
VEWPYIKEC, puTolyelag
N nepBAANOVTIKEG UTIO
TLC OTIOLEC TO OKEVACUA
prnopel va
xpnotgomnotnBei n va
arokAeloTel:

METatL edbapUoOYnC KaL:

Xpoviko dlaotnua aopaleiag

Awaxeipion avOekTikoTNTAG
To okebaopo TeEPLEXEL TNV OpacTIK) ouoia
{WlavIoKTOVO TIoU avnkeL otnv opada 13 kata HRAC.

clomazone, é£va

Na edapudlovial evalhakTikéG PEBoSoL avtipetwrniong {Wlaviwy
(Unxavikn pEB0SOG, KOAALEPYNTLKA HETPA KATT) OTIOU QUTO elval Suvatod
Kot va yivetat evalhayn {lovioktovwy ({laviokTovo e SLadopeTiKo
TPOMo 8pdong) ylo tnv amoduyrn OVATTUENG avBekTIKOTNTAG TwV
Waviwv.

- omopac¢ f $pUTELONG TNG TPOO- -

TOTEVUOWUEVNG KAAALEPYELAG:

- omopac¢ N dpUTELONG TWV
KOAALEPYELWV TIOU 0KoAouBouv

Y€ MePIMTWON aMoTUXLOg TWV KOAALEPYELWV 1 EDAPUOYAC
TOU oKeuAopatog Alyotepo amd 30 nUEPEG TPV amod TN
ouykoudry, MHN o¢utédete yia 90 nuépec amd TNV
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epoppoy] TOU OKEUAOUOTOC KOAALEPYELD  HLKPOU
BlooyikoU kUKAou (mepimou 30 nuépesg amd tn onopd /n
TN ¢UTELVON KL TN cuykoudh).

- TNG mMpooPBacng Tou avbpwrmou Mnv eloépyeote otnV PEKATHUEVN TIEPLOXN TIPLV OTEYVWOEL
N Twv {wwv otnv KaAALEpYELD TANPWCE TO PEKOOTLKO UYPO.

otnv omola £xeL epapUOOTEL TO

oKevaoua

n Itolxeia puToTOEIKOTNTAG,

Aev mpokalel duToTOEIKOTNTA OTAV XPNOLUOTOLETAL OTLG

guaLoONolag MOWKIALWY Kal KABe OUVLOTWHEVEG SOOELG KAl KAAALEPYELEG.

AGAANG apevepyelag ota Gputa 1 Ta

TPOLOVTA TOUG:

Mmopel va mapotnpnbolv TMOPOSIKA  CUUMTWHATA
duToTOEIKOTNTAG (QUMOXPWHATLOMOG), TTIoU eV emnpedlouv
TNV avamrtuén f TNV anodoaon Twv KOAALEPYELWV.

Elkovoypapparta
Kwduvou:

¥

GHS07 GHS09

NPOzZOXH

(VI AnAwoelg
EMIKLVEUVOTNTAG:

H302: ErupAapég o mepiMTwon KATATOONG.

H315: MNpokaAel epeBLOPO TOU BEPUATOG.

H319: MNpokaAei coBapd opOaAuLKO peOLOUO.

H410: MoAU To&IKo yLa Toug USPOPLOUG OPYAVLOHOUG, HE LAKPOXPOVLEG
ETUMTWOELC.

EUH208: MNepLéxel 1,2-benzisothiazol-3(2H)-one. Mmopel va mpokaAéaet
oAAepykn avtidpaon.

EUH401: Mo va anopuyete kKvdUvoug yla Tnv avOpwrivn uyeia Kal to
nieptBarlov, akoAouBrote TIc odnyieg xprionc.

NI AnAwoelg podulagng:

P405+P102: QuAdoostal KAELOWUEVO, LOKPLA aTTO TTadLA.

P270: Mnv Tpwte, MIVETE N KOMVI(ETE, OTOV XPNOLUOTOLE(TE QUTO TO
Tpoiov.

P264: MAUVETE Ta XEPLO OXOAAOTIKA LETA TO XELPLOUO.

P280: Na ¢popdAte TPOOTATEVUTIKA ydvtia/ TpooTaTteuTIkd evdupata/
HEOQ ATOWLKNG pooTaciag yia ta pdtia / mpoowro.

Qopate oAdowun ¢oépua  epyaoiag, yavila Kol HECO OTOULKNAG
TPOOTACLOC yla Ta pATia / TPOoWo KAatd tThv avaulen /ddptwon kot
oAbown ¢opua epyaciog Kol yavila Katd Ty ebapuoyn.

Ye TeplMTwon €emMOVeLCO60U OTNV KAAALEPYELA HUETA TOV PEKACUO,
$opATE HOKPU TIAVTEAOVL KOL LOKPULAVIKO TIOUKAWLO0. JUGCTHVETAL N

XPRon yaviwwv.

P501: AwdBeon meplexouévou/mepléktn olpdwva pe TV €BVIKA
vouobBeaia.

SP1: Mn pumaivete Ta vepd Ue To okeVOOUA ) T cuokeuacia tou. Na
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pnv mAévete tov e€omAlopd ebappoync Kovtd os emidavetakd vdato/
Noa amogeuxbel n pumavon PECW TOU CUOTAHUOTOG QTIOXETEUONG ATO
TIC ALBOOTPpWTEC eMIdAVELEG KAl TOUC SpOUOUC.

Mpwrtec BonBeleg —

Avtiborto:

P305+P351+P338: It mepimtwon enadpng ME TO MATIO: =€MAUVETE
TIPOOEKTIKA UE VEPO Yl ApPKETA Aemtd. Eav umapyouv dakol enaodng,
adatpéote Touc, epooov eival eUKoAo. Tuvexiote va EeMAEVETE.
P337+P313: Eav &ev umoxwpel o0 0¢dBoAUKOC epeblopdc:
JupBoulAeuBeite / EmokedBeite ylatpo.

P302+P352: e nepintwon enadng pe 1o Séppa: MAUvete pe ddOovo
VEpO.

P301+P312: 3t nepimtwon katamoong: KoAéote to KENTPO
AHAHTHPIAZEQN/ yiotpo €dv aloBavBeite adiabeoio.

P330: ZemAUVETE TO OTOUOAL.

Ze nepintwon glonvong: Metad£pete tov mabovia otov Kabapo agpa,
kpoatelote Tov {e0Ttd KoL O€ avanauon. Zntelote LaTpLkr cuUBoUA.

Avtidoto: Aev umdpyxel €61kd avtidoto. AKoAoUBElOTE CUUMTWHATLKNA

Bepameia.
THA. KENTPOY AHAHTHPIAZEQN: 210-77.93.777

Mpootacia Twv KATAVAAWTWY

Tehevtala emépPacn mpLv tn
ouykouldn N mptv tn Stabeon
OTNV ayopa OTaV MPOKELTAL

yla LETOOUAAEKTLKEG XPHOELC:

JuvOnkeg amobrkeuong,
XPOVLKN otaBepotnta
TOU OKEVAGCKATOG:

DuTka poiovta Huépeg

KaBopiletal anod to xpovo

Inopot ehatokpapPng (0401060) £ OPLIOVIC TOU GKEUKOHOTOC

Na amoBnkeletal otnVv apxLkr Tou KAELOTH cuckeuaaoia, o Spooepo,
Enpo kol KaAd aepllOUEVO UEPOC. € QUTEC TIG OUVONKEG TOPAPEVEL
otaBepo yla U0 (2) xpovia amod TNV NUEPOUNVIA TIOPOCKEUNG TOU.

AvakAnon tng €ykplong/mapdraon tng £yKPLong
H mapouca adela S1abeong otnv ayopd Unopei va avakAnBel onoladnmote oty €Av oL 6pot
yla tTnv amoktnon tng 6ev mAnpoulvral 1 énadav va mAnpouvtal [ mapooxednkav mMAaoTad n
TOPATAQVNTIKA OTOLXELO BAOEL TWV OoMoiwyv xopnynobnke autr).

KatdAoyog TpOOTATEVOUEVWY MEAETWV
1o THAMA A g £€kBeong afloAoynong kataypadovral ol LEAETEG OTIC Omoleg otnpixOnke n
napovuoa amodaon kabwg kal n mepiodog mpootaciag autwv. Ol PEAETEC AUTEG, MANV Twv
EUTTLOTEVUTIKWY, TIAPAEVOUV OTa apXela Tng ZEA otnv 81dBeon Twv evdladepopévwy.
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KatdBson cUUTANPWHATIKWY OTOLXELWV/UEAETWV:
O katoxocg tn¢ €ykplong odeilel va mpookopiosl otn ZEA ta akolouvba :

o A fully validated method for body fluids is required (to be addressed at active substance level).

BEN revicé unoxpewoeig
1. O katoxog¢ tNG ASELOC ElvVOL UTIOXPEWMEVOG OE OMOLASHTIOTE XPOVIKN OTLyUR va

evnUeEPWOEL TN ZEA yla omnoleodnmote SUCHEVEIC EMUTTWOELC oTov GvBpwTto 1)/Kat To
neplBaAlov mou mepNABE Og yvwon TOuG amo TNV XPHon Tou TpPoilovrog. Tuxov
arnokpuPn pag tétolog mAnpodopiag amoteAel adiknua Kot SLWKETAL TOLWVIKA EVW
napaAAnAa avakaAeital n €ykplon.

2. O katoxoC tnG £ykplong Ba mpémel va Slatnpel OUVEXWE EVNUEPWHEVOUC TOUG
dakéAOUC TOU OKEUAOUATOG TOU ThnpouvtalL otn XEA pe Bdaon ta vedtepa
EMLOTNHOVIKA dedopéva yla omoladnmote LEANOVTIKN enaveEETaon.

3. H etkéta tou okevdopatog Ba sival cupdwvn pe tov Kavoviopod 547/2011 kat tnv
napovoa anodoon Kal Ba TPEMEL va TIPOOKOULOTEL evtog tplavta (30) nuepwv amd
TNV unoypaodr tTng napouonc.

4. H dladnuLon Tou OKEUACUOTOG EMITPEMETAL LOVO £¢’ 600V eival cuUdwWVN HE TOUG
OPOUG TNG £YKPLONG TOU OKEUACLOTOG KOL TRV LoxUouoa vopoBeoia.

5. T kaBe eykekpluévn ouokevaoia va umoPAnBel otn IEA TEAKN ETIKETQ, HOVO
NAEKTPOVIKA, TIPLV TO TPOILOV LIE TNV CUYKEKPLUEVN cuokevaoia SlateBel otnv ayopd.

6. O Kkatoxog tng adelag odeilel va tnpel yla touAdylotov mevie (5) xpovia apxelo Twv
TLOOOTNTWV TIOU €L0AYEL Kol SLABETEL 0TNV ayopd TOU GUTOTTPOCTATEUTIKOU TIPOIOVTOG
oTo omolo avadEpeTal n mapovoa anodacn Kal va TPOCKOUIoEL Ta oTOoLXElo AUTA OTN
JEA omote autd {ntnBouv.

7. H evbladepopevn etalpeia €xel Sikaiwpa va umtoPalel £votoon evtog Tplavra (30)
NUEPWVY OO TNV AvAPTNon autng otn AIAYTEIA.

«Me gvrtoln Npoiotapévou Mevikig A/vong Mewpyiagy

H NPOISTAMENH THE AIEYOYNZHE

Ap A. MAYPIAOY
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