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ANAPTHTEA ZTO AIAAIKTYO

EANHNIKH AHMOKPATIA A6nva, 06.05.2025
YNOYPTEIO ArPOTIKHZ ANANTYZHZ & TPOOIMQN Ap16. pwt: 116333
FENIKH A/NZzH FEQPTIAZ

A/NZH NPOZITAZIAZ OYTIKHZ NAPAMQrH:z

TMHMA ®YTOMPOITATEYTIKQN NMPOIONTQN

Tay . A/von: A. Zuyypov 150 Npog: UPPER International Regulations S.L.
Tay. Kwéikag: 176 71 - AOHNA (61 TG uMeBUVOU emiKoWVWVIOC,
MAnpodopieg: N. ABpapidng NG eTaLpeiag,

TnAédwvo: 2109287 224 MEDPEST I.K.E.

E-mail: navramidis@minagric.gr Ko¢ Kwotag Mapkdkng

25" Maptiou 29, 19009, NtpadL-Miképpt
E-mail: kmarkakis@medpest.gr )

OEMA: «Xoprynon adsiag 61absong otnv ayopd 6to GUTOTPOCTAUTEUTIKO TPOLOV (EVIOUOEAKUOTIKO)
RAK TUTA [6.0. depopoveg Aemibontépwv euBeiag alloou: Straight Chain Lepidopteran
Pheromone (SCLP), no. 255: (EZZ)-3,8,11-tetradecatrien-1-yl acetate + (E,Z)-3,8-
tetradecadien-1-yl acetate]».

ANO®A:ZH
H
NPOTETAMENH THZ FENIKHEZ A/NZHZ FEQPTIAZ

‘Exovtag unoyn:

1. T dlatdtelc:
o) Tou v. 4036/2012 (A’ 8) ywa tn 81ABeon yewpylKwV GopUAKWY oTnV ayopd, opBoAoyLkn xpnon
QUTWV Kal ouvadeic Slatdtelg, OMwWE TpoOmomnoLnOnKe Kot LoYUEL
B) Tou v. 2690/1999 (A’'45) «KUpwon tou Kwdika AlotknTtikAg Aladikaciog kat AANeg SLatdelg».
v) Tou v. 4622/2019 (A'133) «EmteAdikd Kpdtog: opydvwon, Aswtoupyia Kat Siadavela tng
KuBépvnong, Twv KUPBEPVNTIKWY 0pyAvVWY Kol TNG KEVTPLKNAC Snudaotag Sloiknong» kot eldIKOTEPA TO
apBpo 109 autol.

2. Toug KavoVvIopoUG, OTtwE TpoTmomoLnenkav Kot .oxVouv:
a) (EK) aptBu. 1107/2009 (L 309/24.11.2009) tou Eupwraikol KowvoBouAiou kal tou JupBouliou
™G 21ng Oktwppilou 2009 oXeTIKA e TN SLABeoN GUTOMPOCTATEUTIKWY MPOIOVTWY OTNV ayopa Kal
v Katdpynon twv odnywwv 79/117/EOK kat 91/414/EOK tou JupPouliou kot elbikdtepa To
apBpo 37 map. 4 autoL.
B) (EE) aptBu. 2022/1251 tng emttportic Tng 19n¢ louliou 2022 yia TV avavEwan TNS EyKPLONG TWV
SpACTIKWY 0oUCLWV «PEPOUOVEG AeTiISOMTEPWY €UBelag AAUCOU (OEIKEG EVWOELG)» WG SPACTIKWY
oUoLWV YapnAol Kwduvou kot «depopoveg Aermubontépwyv gubeiag aAUoou (aAdelideg kot
OoAKOOAEC)», oUudwva pe tov (EK) apBu. 1107/2009 tou Eupwrmaikol KowoPouliou kal tou
JupBouAiou, Kal yla TNV TPomornoinon Tou mapaptrpatog tou (EE) aptBy. 540/2011 tng Emtpomnic.
v) (EE) apBu. 546/2011 tnc emutpomnng tng 8n¢ louviou 2011 yia tnv sdpoapuoyn tou (EK) apby.
1107/2009 tou Eupwmnaikot KowoPouliou kot tou TupBouliou doov adopd TIG eviaieg apxEG yla
v afloAdynon koL thv adelod0TNon TwWV GUTOTIPOCTUTEUTIKWY TIPOIOVTWV.
6) (EE) aptOu. 547/2011 tng emtpomng tng 8ng louviou 2011 yia thv edpappoyn tou (EK) aplOp.
1107/2009 tou Eupwrmaikol KowoBouliou kal tou JupBouliou 6oov adopd TIC OTALTAHOELS
ETLOAKAVONG VLo TA GUTOTIPOCTATEVUTIKA TTpoidvTa.
g) (EK) apOu. 396/2005 tou Eupwmaikot KowvoPouliou kot tou JupBouliou NG
23ncdePBpouvapiou 2005 ylo ta avwtata opla katohoinmwv ¢utodpapudkwyv péca n MAvw ota
POPLHa KoL TG {woTpodég GUTIKAG Kat {wikAG TPOEAEUONG KAl YLa TNV TpOToTnoinon tng odnylog
91/414/EOK tou JupBouliou, drwg £xeL TpomomnotnBei Kat LoyVEL.
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ot) (EK) apOu. 1272/2008 tou Eupwraikoy KowoPouliou kat tou IupBouAiou tng 16ng
AekepBplov 2008 yla TNV TOELVOUNCH, TNV EMLOANUAVON KOL TN CUOKEUOOLO TWV OUCLWV KAl TWV
UELYUATWY, TNV TPOTOMOLNCN KoL TNV Kotdpynon twv odnywwyv 67/548/EOK kot 1999/45/EK kat thv
tpomnornoinon tou (EK) aptBu. 1907/2006.

To apOu. 32/2024 N.A. “Aoplopdc Yroupywv, AvormAnpwtwv Ymoupywv Kal Ydumoupywv”
(A'91/14.06.2024).

Tnv aptOu. 1881/286212/13-10-2020 Anddacn Yroupyou “MetaBifacn tng e€ovoiag umoypadng
«ue evtoAn Mpolotapévou/-ng Mevikng AlebBuvong» tou Ymoupyeiou Aypotikig Avamtuéng Kot
Tpodipwv, oe MPoioTAPEVOUG LEPAPXIKWG KATWTIEPWY OPYAVIKWY UOVASWVY TIOU UTIAYOoVTdl oThv
olkela Mevikn AtevBuvon” (B'4612/19-10-20).

Tnv apBu. 7807/207777/30.08.2021 Amodoaon Ymoupyol «EBVIKEG amaltioelg ota mAaiola tou
KavoviopoU (EK) aptBu. 1107/2009 tou Eupwraikol KowoBouAiou kal tou TupBouliou, tTng 21ng
OktwPpiou 2009 (L 309) kal twv Kavoviopwv (EE) apBu. 283/2013 kat 284/2013 tng Emwtponig,
™¢ 1nc Maptiou 2013 (L 93), oxetika pe tn S1aBeon GUTOMPOCTATEUTIKWVY TIPOIOVTIWY OTNV ayopd
NG XWPAG.»

Tnv oaplOu. 12080/334203/24.11.2021 eykUKAlo TnG Ymnpeoiog pag pe Ofua «Mpootacia
Sebopévwv obudwva pe to apbpo 59 kat 80.2 tou Kavoviopou (EK) 1107/2009 kot Kowvoyxpnola
peAeTwV o omovSUAWTA cUdwva e To apBpo 62 Tou Kavoviopou (EK) 1107/2009.»

Tnv aptBu. 5163/145140/30.05.2022 eykUkALo NG Yrinpeoiag pag pe O€pa «Xopnynon KataAoyou
TWV eKBECEWV SOKLUWVY Kal LEAETWY EVOC PUTOMPOOTATEUTIKOU Tipoiovtog (D). »

Tnv ano tov NoguPplo tou 2024 £ékBeon afLoAdynong Twv apuodlwv apxwv tou Kpatoug MéAoug-
glonynti MaAtag yia to nipoiov PHEROMAZE TUTA [aptBu. €ykplong kukhodoplag: 2024-11-19 PO1
(Sz)].

Tnv apOpod. 7851/222793/13.07.2023 aitnon kot ta apOu. 4616/115458/19.04.2024 «au
385230/06.12.2024 kot 101624/15.04.2025 GCUUMANPWMOTIKA otoweia tng evlladpepOUevnG
ETOLPELQG.

ANOMAZIZOYME

“ XopnyoUpe oplotiky adela S1dBeong otnv ayopd, cUpdwva pe ta apbpa 33 kat 37,4 Tou

Kavoviopot 1107/2009, oto ¢utompootateutikdo mpoidv RAK TUTA tng etaipesiag UPPER
International Regulations S.L., lomaviag, pe ta akoAouBa otolyeia:

Tautdtnta Tou GUTONPOCTATEVTLKOU TtPoidvTog

ApLBpog Adsrag AliBsong otnv Ayopd (AAAA)
1.1.a Huepopnvia xoprynong:
1.1.B Hpepounvia Anéng:

1.2 DUTONPOCTATEUTIKO MPOLOV

9116
06.05.2025
30.08.2038

1.2.a Epmoptko dvopa: RAK TUTA

1.2.8 Mopdn: Alaxutnpeg eheyxopevng ameheuBépwaong
depopovwy (controlled-release dispenser) (VP)

1.3 ApaoTiki ouoia
Kol ovopooia tng pactikic ouaiag katd I1SO:

MePLEKTIKOTNTA TNE TEXVIKA KaBopr¢ SpaoTIKAG
ouoclag oe kaBapr Spaotikn ovoia:

Xnuikn opdda:

(E,Z,2)-3,8,11-tetradecatrien-1-yl acetate +
(E,Z)-3,8-tetradecadien-1-yl acetate

85% (B/B) min

SCLP (Straight Chain Lepidoptera Pheromones)
Acetate, Oepopoveg AemiSontépwy eubeiag
aAUoou

MNapacKeVAOTAG: Bedoukian Research Inc.
6 Commerce Drive, Danbury, CT 06810, HMA
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Epyootdolo mapaokeung tng 8.0.:

Texvikég tpoSlaypadEg Tng
S8paoTIkAG ouoiag:

1.4 NAnpodopieg yLa To okeLAoUA
a) Katoxog tng adelag:

a) YneBuvog enikowvwviag:

B) YrevBuvog yla tnv TeAKn
S61aBeon otnv ayopa:

y) MapaokeLOOTHG OKEUAOHATOC:

6) Epyoctdoia mopooKeUnG Tou
OKEUAOUOTOC:

€) Epyootdoia cuokeuaoiag Tou
OKEUAOMOTOC:

AAA: YOEH4653IMT-ABZ

MopaoKeUATETAL OTLG EYKATAOTAOELG TNG EMLXElpnong:

Bedoukian Research Inc.
21 Finance Drive, Danbury, CT 06810, HMA

OL texvikeg ipodlaypadég tng dpaotikng ovoiag (E,Z,2)-3,8,11-
tetradecatrien-1-yl acetate+(E,Z)-3,8-tetradecadien-1-yl acetate
(blend) tng evbladepduevng etalpeiag OMWG  QUTEC
Katatednkav pe tnv aplOu. 7851/222793/13.07.2023 aitnon
™¢ evlladepopevng etalpeiag napouvotalovral oto Part C tng

€kBeong
eMToTEUTIKN TANpodopla Kot apapével ota apxeio tng ZEA.

aflohoynong NG swonyntplag  xwpas.  Eival

UPPER International Regulations S.L.
¢/Cueva de Menga,1, Bloque 5 12 C, 41020 -Sevilla, lomavia

MEDPEST I.K.E.

Kog Kwotag Mapkdakng

25" Maprtiou 29, T.K. 19009 T.0. 763, Ntpad-Miképut
TnA.: 2106044534, 6947693457

e-mail: kmarkakis@medpest.gr

BASF EAAAZ Movonpocwnn A.B.E.E.
MNapadeioou 2, 151 25 Mapouot, ABrva,
AME: BASGR

TnA.: 2106860100

E-mail: dimitris.theodosiou@basf.com

Ye mepintwon LeANOVTLKAG TpOTIoToinong tng mapovoag adslag
WG TTPOC TO £V AOYW oOnpelo, 0 avwTépw umelBuvog S1aBsong Ba
£€Yel koL TNV €ublivn ylwa TOo UmMdpyovta amoBépato Tou
OKeudopotog Tou mapnxbnoav f/kat kukAododpnooav otnv
eAANVIKN ayopd HEXPL TNV NUepoUnvia umoypad TG OXETIKNAG
anodoong tpomonoinong. MNa TG mMoooTNTEG TOU OKEUACUOTOG
mou Ba mapaxBouv kal Ba kukAodoprioouv otV ayopd amo tnv
nuepopnvia umoypadng tng anddoong TPOMonoinong Kal UeTq,
v euBuvn Ba Ppépet o véog umevBuvoc SLabeong.

Bedoukian Research Inc.
6 Commerce Drive, Danbury, CT 06810, HMNA

MapaoKeUATETAL OTLG EYKATOOTACELG TWV ETLXELPHOEWV:
1.

2.

Bedoukian Research Inc.

21 Finance Drive, Danbury, CT 06810, HNA
Acondicionamiento Tarrasense - Leitat Technological Center
Calle de la Innovacié 2, 08225, Terrassa, Barcelona, lortavia

ZUOKEVATETAL OTLG EYKOTAOTACELG TWV ETUXELPNOEWV:

1.

Bedoukian Research Inc.

21 Finance Drive, Danbury, CT 06810, HMNA
Acondicionamiento Tarrasense - Leitat Technological Center
Calle de la Innovacié 2, 08225, Terrassa, Barcelona, lortavia
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ot) Eyyunuévn olvBeon tou Apoaotikn ouaia: 0,208 yp./Slaxuthpa peiypotog
OKELAOUOTOC: (E,Z,2)-3,8,11-tetradecatrien-1-yl acetate (746,5 g/Kg)
+ (E,Z)-3,8-tetradecadien-1-yl acetate (103,5 g/Kg)
BonBntikég ovaieg: 0,0001-0,01 yp./Saxuthpa

H mAnpng eyyunuévn olVBeon TOU OKEUAOUATOC OTWE QUTH
Katotédnke pe tnv aplBu. 7851/222793/13.07.2023 aitnon tng
evbladepopevng etalpeiag mapouvoialetal oto Part C tng
€kBeong afloAdynong NG  ewonyntplag  xwpag.  Elvou
EUTLOTEUTLKN TIANpodopia Kat mapapével ota apxeia tng ZEA.

JUOKEUOOLEC:
A/A Eidog MéyeBog YALKO

JakoUAa (145 X 115 mm) pe 1 Stayuthipa

JakoUAa (145X115 mm) pe 50 Sloyutrpeg

JakoUAa (210X300 mm) pe 100-150 StaxutApeg

YakoUAa (310X300 mm) pe 200 Stoxuthpeg

YakoUAa (360X300 mm) pe 300 Stoxutrpeg

Awoxutrpog mAaoTikog: (PP)
1 | Awayutrpag | ZokoUAa (370X300 mm) pe 402 Slaxutrpeg sakoUAa: (PET/AL/LPDE)
Koutt (Kraft)

Kouti (350X350X350 mm) pe 2500 Stoxutrpeg
(25 coakoUAeg Twv 100 Tepayiwv)

Kouti (350X350X350 mm) pe 4800 Stoxutrpeg
(24 cakoUAeg Twv 200 Tepayiwv)

Kouti (600X400X320 mm) pe 3618 Stoxutrpeg
(9 cakoUAeg Twv 402 tepaxiwv)

n Obényieg xpnong: | Npoopiletot povo yia emoyyeApatieg XpRoTeC.

Tpomnog epappoyrg:

O xpnotng adou adalpeosl T cUoKeLOTia KPEUAEL TOUC SLOXUTNPEG OTA
olpUATA OTHPLENG TNG KAAALEPYELAG.

Xpovog edappoync:

Ma tov kaBoplopd Tou XpOvou edOpUOYNG Xpnollomoleiote mayibeg
napakoAouBOnong mAnBuopou (monitoring). Eival mMOAU onuavtiko va
vivouv oL edappoyeg Alyeg pépeg Tpv TNV PUTEUON N TNV UeTADUTEUON
npwv apxloel n Ao Twv akpoiwy TNG YEVLAG TToU Slaxelalet, SnAadn pe
NV €vapén TG MTAoNG TWV MPWTWV aKUALWV.

06nyieg yia tnv acdaln andoupon Tou GUTOPOCTATEUTIKOU TPOLOVTOC
KOUL TG CUOKEVaoiag:

OL xpnolpomotnuévol SLaXuTnPES TIPEMEL va amoppintovtal cUpdwva Ue
TG oxVouoeg Slatdgelg. OL adelot Slaxutnpeg KaBwWE Kal N cuokevooia
Sev mpénel va amoppintovtal oto TePPAANOV Kal amayopsUETOL Vo
gmavaypnotuornolnfouv.

ZuvduaoTIKOTNTA:-

n Katnyopia kot Depopodveg ylo mapeunodion g ouleuéng tou evidopou Touta (Tuta

TPOMOG 5pAongG: absoluta) otnv Topdtra kot peAwtlava Beppoknmiou. H depopdvn
TMPOOEAKUEL TA OPOEVIKA OKUAlo ATOHO TOU  E€VIOMOU  OTOXOU
napepmnodilovrag £tol TN oUleuén. To MPOIOV €MLOPA LOVO OTA OPCEVIKA
okpaio dropa kal dev €xel kapia emidpacn ota OnAukd akuaia, ota auvyd
1 T povU UdeG.
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MeAt{ava (@) | Tuta absoluta
SOLME (GNORAB)

MNedio 216X0¢ AplBuog Tpomog kot xpovog AplBuoG edapuoywv
Edappoyng Slayuthpwv/ edappoyng avd KoAALEPYNTIKA
OTPEHHA nepiodo’/
Meooblaotnua
Toudra (0) ®uAAopUktng 25-301 TonoBeteiote Toug 1-24
LYPES NG TORATOG Slayutnpec ota cuppata

otpLEng Aiveg pépeg pLv
v ¢uTeUoN N
peTadpUTEUON TIPLV apXioeL
N TTHOoN TWV oKUAlwV TG
VEVLAG TToU Slaxelpalel,
SnAadn pe tnv évapén tng
TITHONG TWV TPWTWVY
aKpaiwv péxpLtnv évapén

™mg cuvKouLSr']qz

NapatnpAosLg:

TPWTOU.

1) O peyoAUtepog aplOpog SLaxutnPwV OTLC TMEPLTTWOELS £vTovng TPOoPOANRC. IuoTiveTol T
TMEPLOTOTEPA oNUEla SLayuong va ival ota mAaiva rtapdabupa.

2) Ou Swayutrpeg tomoBetouvtal o UYPocg 1,5-2,5 pérpa UPog. TomoBeTHOTE OTO AYPOTEUAXLO
depopovikég mayideg mapakoAouBnong (monitoring) ko EAEYXETE CUOTNUATIKA TIG CUMANYELC.

3) H élapkela eEatpiong depopovng amnod tov Kabe dloxutrpa eival touhdylotov 188 nuépsc.

4) T molkAieg topatag pe KUKAO {wnG peyalutepo amd 200 nuépeg eival amapaitnto va
tonoBetnBOel kot Sevtepog Slaxuthpag Hetd amd 180-200 nuépeg amd tnv tomoBETnon Tou

n ELSIKEG OUVONKEC YEWPYLKEC,
dutolyeiag n meplBaANOVTLKEG
UTTO TLG OTIOLEG TO OKEV OO UTTOPEL
va xpnotuomnotnBei ) va anokAeloTeL:

Xpoviko dlaotnua acpoaleiag
METAtL edbapUOYnC KaL:
- oTopA¢ N dUTELONG TNG
T(POOTATEUOUEVNG KAAALEPYELAG
- omopac A dpUTELONG TWV
KOAALEPYELWV TIOU aKoAouBouv
- Tn¢ mpdoPaong tou avBpwrou f
Twv {wwv otnVv KaA\LEpyeLla oTnv
orola £xel ebapUOOTEL TO OKEVACHA

AMAZeTe yavtla OTAV E€XETE TILAOEL TPONYOULEVWE
GA\eg hepOUOVEC.

- Boaown mpoUmébeon ywa tnv emiteuén kalou
amoteAéopatog elval vo  umapyxouv xapnAotl
mAnBuopol evtopwy. XTI MEPUTTWOELS PECOIWY
Kol peydAwv mAnBuouwv eival amapaitnto ta
MPWTIA XPOovia va yivel sdapuoyr) EYKEKPLUEVOU
EVIOLIOKTOVOU €LSIKA yLla TNV KOTOMOAEUNON TNG
MPWING YEVEAC Yylo. va UewwbBel n mieon twv
EVIOUWV.

- Toviuomolnpéva BnAuKd mou TPoEpXovTOoL amo
VELTOVIKA  Ogppoknmio/aypolc  pmopel  va
npokaAoLV InuLEC yU' auto Ba mpémel va yivovtal
neploSilkol  £Aeyxol oOTOUC KapmoUG ylo  va
anodoaolotel €dv xpelaotel kol emEpPPacn ME
EVTOLOKTOVO.

- Ta KoAUTEPA OTTOTEAECUATO EMLTUYXAVOVIAL OE
pueyaha Bepuoknma rp Otav Xpnolgomnoleital To

OKEVUAOWA OE PUEYAAN EKTOON.
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n Itolxela putotoikotnTag, evalobnoiag Aev  elvalt  PUTOTOEIKO  OTI  OUVIOTWHEVEG
TIOWKIALWV Kal KABe AAANG mapevépyelag KOAALEPYELEG Kal SOOELS ePapUoyNC.
ota $UTA 1 Ta TPOIOVTA TOUC:

n Ewkovoypdppata kwvduvou/ @ NPOZOXH

Mpoeildomointikn A&En:
GHS07
AnAwoelg H315: Mpokalel epeblopd Tou S€puarod.
ETUKLVOUVOTNTAG: H412: ErupAaBég yla Toug udpOPLOUC OPYAVIOHOUG LLE MOKPOXPOVLEG

ETWTTWOELG.

EUH210: AwxtiBetar to AeAtio Aebopévwv Aocdaleiag katom
QULTAMOTOG

EUH401: Mo va anoduyete Toug KvdUVoUG yLa Thv avBpwrtivn uyesia
Kal to meplBarlov, akolouBnote TG 0dnyieg xprnong.

AnAwoeLg P405+102: Qulacostal KAEWOWUEVO, LOKPLA oo TToLdLA.
npoduAagnc: P264: NAUVETE Ta XEPLA 0OC OXOAQOTLKA LLETA TO XELPLOUO.
P270: Mnv tpwrte, MIVETE, 1| KATVI(ETE, OTAV XPNOLLOTIOLEITE QUTO TO
polov.

P280: Na ¢$opdte MPOOTATEVUTIKA YAvTia/ TPpooTaTteuTIKA svdupata /
HECO OTOMLKN G TipooTaoiag yLo Ta pdtia / poowro.

«DopAte yavtia KaTd Tov XELPLOUO TOU TTPOIOVTOC. »
«Mn xewpileote AGAAOUG TUTIOUC (EPOUOVWV TPV KOL UETA TNV
edappoyn, xwpic va MAUVETE KOAAQ Ta XEPLA OOLG TIPWTAL. »

P501: AldBeon tou meplexopEvou/mepléktn cUpdwva pe thv BvikA
vopoBeaia.
SP1: MH PYMAINETE TA NEPA ME TO 3KEYAXMA'H TH 2YZKEYAZIA TOY.

Mpwteg BonBeleg P302+P352+P332+P313: IE MEPINTQIH ENA®HZ ME TO AEPMA:
Avtiboto: MAUvete pe adBovo vepd Kkal camouvl. Edv mapatnpnBel epeblopdg

Tou 6épuatog: JupBouleuBeite/EmokedOsite yLatpo.

P362+P364: BydAte ta MOAUCHEVA poUXA Kol TAUVETE Ta TPV Ta

€avaXPNOLLLOTIOLOETE.

2E NEPINTQIH EIZNNOHZ: Metadépete oe kabapd aépa. KaAéote

LaTPO AV TOL CUUTTTWHLOTA ETILLEVOUV.

IE MEPINTQIH ENAOHZ ME TA MATIA: ZemAUvete pe vepo. AdPete

LOTPLKA OlyWYN O€ MEPIMTWON TOU ETLUEVEL O £pEBLOUOC.

YE MEPINTQXH KATAMNO3XHY: zZemAUvete 1o otdpa. AAPeETe OTPLKA

dpovtida, £dv MpokUPOUV CUUMTWHATOL.

Avtidoto: Asv umapyet bikd avtidoto. Edapudote cuUMTWHATIKA

Beparmeia.

THA. KENTPOY AHAHTHPIAZEQN : 210-7793777.

Mpoctacia Twv KATaVOAWTWY

Televtala emépPBaon

TPLV TN cUYKOULON ) TipLv T SLaBeon
OTNV 0yopa OTAV TPOKELTAL YL
LETAOUANEKTLKEG XPIOELG:

KaAAiEpyela
(Kwbikog mpoiovrocg pe Baon to Huépeg
Mapaptnua | tou Kav. (EK) 396/2005)

Topata (@) (0231010), Mn ebapudoLo
MeAtava (©) (0231030)
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ZuvOnkeg anobrkeuong, xpovikn | Alatnpeital otabepd vyl €EL (6) pnveg amo TV

oTaBePOTNTA TOU OKEUACHATOC: | NUEPOUNVIO  TOPOOKEUNG TOU, OTNV  apXlKf TOu
odpaylopévn ouokeuaoia, oto Yuyeio | o PEPOG
6p00EpO, HaKpLA amo To Aok dwe Kal o Bepuokpacia
24°C.

AvakAnon tng €yKpLong-mapdtocn tng EyKpLong
H napovoa adsla Stabeong otnv ayopd Umopet va avakAnBel omoladnmote oTyUn €av oL 6pol yla
Vv amndktnon tng Sev MAnpouvtal n émagav va mAnpouvialL N TopacxEOnkav TAQOTA N
TapanAavnTIKA otolxeia Baoel Twv omoiwv xopnynbnke auth.

Mpootatsudpeva ototyeia Kot HEAETEG
210 Part A tng oxetkng EkBeong AELOAOYNONG TNG ELONYATPLAG XWPOE KATaypAPOovTaL OL LEAETEG OTLS
omoleg otnpixBnke n mapovoa anodacn kKabwg Kal n mepiodog npootaciag avtwv. Ot HEAETEG AUTES,
TIANV TWV EUILOTEVTIKWY, TIOPAPEVOUV oTa apXela tng ZEA otnv StaBeon Twv evdladepopévwy.

KatdBgon ouumAnpwupatikwv otoXeiwv/peletwv
O Kkdtoxog tnG £ykplong odeiAel va mpookoploel otnv ZEA TI¢ akOAouBeg UeEAETEG/CUUTIANPWUOTIKA
otolxeia:
- Final report of the new accelerated storage stability study at 30°C for 18 weeks.
- Final report of the new storage stability study at 4°C for 2 years.

BEN revucic unoxpediosig
1. O kaToxog TN Adelag ival UTIOXPEWUEVOG OE OTOLOOATIOTE XPOVLKN OTLYUN VO EVNUEPWOEL
™ IEA yla omoleobnmote SUCUEVEIC EMUTTWOELS otov davBpwro r)/katl to mepBdAlov Tou
MePINABe 0g yvwon Toug amd TNV Xprnon Ttou TPoiovtoc. Tuxov amokpuyPn HLOG TETOLOG
mAnpodopiag anoteAel adiknua Kol SLWKETOL TTOWLKA VW TTapAAANAa avakaAeital n €ykpLon.
2. O KAToxOoc TG £yKpLong Ba mpémeL va SLatnpel cuVEXWE EVNUEPWHUEVOUC TOUC POKEAOUC TOU
OKEUAOHOATOG TIOU Tnpouvtal otn XEA pe Bdaon ta veldTeEpPO EMIOTNUOVIKA SebSopéva ylo
omoladnmote HEANOVTLKH EMAVEEETAO.
3. H eukéta tou okeuvdoparog Ba eival cupdwvn pe to apbpo 65 tou Kavoviopol (EK)
1107/2009 kot tnv mapovoa anodaon.
4. H dlapnuion Tou OKEUAOUATOC EMLTPETETAL OVO €’ 000V elval cUUdWVN LE TOUG OPOUG
NG £YKPLONG TOU OKEUACHATOC KAl TNV LoxUouoa vopoBeaia.
5. Na umoPAnBel otn ZEA tellky €TKETA HOVO NAEKTPOVIKA TPV TO TPOIOV HE TNV
OUYKEKPLUEVN cuokeuaoia Slatebel otnv ayopd.
6. O kdtoxo¢ tng adelog odeilel va tnpel yla TouAdylotov mévie (5) xpovia apyeio twv
TIOOOTATWY TOU £loAyel Kal SLoBETeL oTNV ayopd TOU (PUTOMPOOTOTEUTIKOU TPOLOVIOG OTO
omoio avadEépetal n mapoloo anodacn Kol Vo TIPOCKOUIOEL Ta oTolyeia autd otn XEA omote
autd {ntnBouv.
7. H evbladepodpuevn etatpeia £xel Sikaiwpa va urtoBaiel £évotaon evtog tplavta (30) nuepwv
ard TV avaptnon autnc otn AIAYTEIA.

«Me evtoln Mpoiotapévng Mevikig A/vong Frewpyiog»
H NPOISTAMENH THE AIEYOYNZHE

Ap A. MAYPIAOY
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