MepiANYPn TV XOUPOKTNPICTIKWY TOU TTPOIGVTOC YId BIOKTOVO

Ovopooio TtpoidvTtog: SPECIAL ONE

PT18 - EVIONOKTOVA, OKAPEOKTOVA KOl TIPOIOVTA Y TNV KATATIOAEUNGT GAAWY

TuTtog(ol) Ttpoidvtog: ApBPOTIBEWY

PT18 - EVIONOKTOVA, OKAPEOKTOVA KOl TIPOIOVTA I TNV KATOTIOAEUNGT GAAWY
opBpoTIddWV

ApIOUOG d10G:  TMN18-0482

Ap10. avo@. oTolxeiov oto

) . GR-0026507-0000
MNTPWO Bloktéovwv R4ABP 3:



Mivakog TtePIEXOUEVLV

AIOIKNTIKEC TIANPO@OPIEC
1.1. EyTtopIKA OVopoGia Tou TIPOIGVTOC
1.2. Katoxog ddelog
1.3. NapaokevaoTtn(€C) PIOKTOVWV
1.4. MNapaokeLaoTn/-£¢ NG OPUCTIKAG 0LCING/-WV
2. Z0vBeaon Kal TUTTOTTIoINGT TIPOIOVTOC
2.1. MNoIoTIKEC KOl TIOOOTIKEC TIANPOMOPIEC Yia TN aUVOEDT TOU BIOKTOVOU
2.2. Eidog TuTtomoinong
3. ANAQOEIC ETIKIVOLVOTNTAC Kal TIPOQUAAENG
4. EYKEKPIPEVEC XPTOEIG
5. l'evikéC 0dnyieg Xpriong
5.1. Odnyieg xpriong

5.2. Métpa petplacpol Kivolvou

5.3. E10IKEG TIIBAVEG AUPETEG 1 EUETEC ETUIOPACEIG Kal 0dnyieg o BonBeiwv

5.4. Odnyieg yio TNV ao@ain dIAOECT TOL TIPOIOGVTOC KOl TOU TIEPIEKTN TOU

5.5. Zuvbnkeg ammodrkeuang Kal dIApKeEIG {wN¢g TOU TIPOIOVTOC O€ KAVOVIKEG GUVONKEG

aTtolrkeuong
6. AAEG TIANPOQPOPIEG

10

10

11

11



AIOIKNTIKEG TIANPOPOPIEG

1.1. EYTTIOPIKN OVOUOCia TOU TIPOIOVTOG

SPECIAL ONE

GLADIO

VESPA ONE

1.2. Katoxog adeing

ETtwvuia kai d1e00uvon tou

KOTOXOU GOEING

Ap1OUAG adeIng

Emwvupia Activa s.r.l.
AigbBuvon via Feltre, 32 20132 Milano Itahia
TM18-0482

Ap10. ava@. oTolxXEiov OTO
UNTPWO Bloktovwv R4ABP 3

GR-0026507-0000

Hpepounvia ékdoong tng

F 29/07/2021
adelag
Huepopnvia Agng tng 29/07/2031
Adelng

1.3. MNapaokevaoTAG(£G) BIOKTOVWV

‘Ovopa TOU TIOPOCKEVOOTN

A1g0bBuvon TOL TTOPUCKELOGTH

TOTT00ECIN TWV EYKOATAOTATEWV
Tiapaywyng

Activa srl

via Feltre 32 20132 milano ItoAia

c/o Pharmac ltalia s.r.l. Viale Umbria, 55/57 20089 Rozzano (Mi) ItoAia

C/O BERGEN SRL Via Roma, 90 37060 Castel d'Azzano Verona ItaAia

C/O TOSVAR srl Via del Lavoro 10 20060 Pozzo d’Adda (MI) ItaAia

C/O Farmol Tunisie SARL Rte de Gabes km 9, 3084 Sfax Cité Thyna Rue Kerkenah
Tuvnoia

04/09/2023
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1.4. NopaoKELAGTAG/-£G TNG SPACTIKAG OVGING/-WV

ApOOTIKNG ouaiag
‘Ovopa TOU TIOPOACKELOOTH

A1g0Buvon TOL TTOPUCKELOCTH

ToTto08eCia TWV EYKOATAOTATEWV
Tapaywyng

ApOOTIKNAG ouaiag
‘Ovopa TOU TIOPOCKELOOTN

A1g0Buvon TOL TTOPUCKELOCTH

ToTto0eCin TWV EYKATAOTATEWV
Tapaywyng

ApOOTIKNAG ouaiag
‘Ovopa TOU TIOPACKEVLOOTN

A1g0Buvon TOL TTOPUCKELOCTH

ToTto0eCin TWV EYKATAOTATEWV
Tapaywyng

1404 - Tpava@AouBpivn (Transfluthrin)

2022 ENVIRONMENTAL SCIENCE FR SAS (Acting for Environmental Science US LLC
(us)

Lyon Vaise Business Center, 3, place Giovanni Da Verrazzano 69009 Lyon FoAAia

Bayer Vapi Private Limited Formerly Bilag Industries Pvt. Ltd.) Plot No.306/3 Phase Il
G.I1.D.C. Vapi 396195 396195 Guijarat Ivdia

1344 - 2-(2-Bouto&uaiBo&u)aBUAO-B6-TIPOTIUAOTIITIEPOVUAIKOG
a1Bépag/mimepovuiooutoéeidio/PBO)

ENDURA Sp.A,,

viale Pietramellara 5 40121 Bologna ItaAia

ENDURA S.p.A,, via Baiona 107-111 48123 Ravenna ItaAia

1282 - 3-(2,2-31xAwPORIVUAD)-2,2-dIHEBVAOKUKAOTIPOTIOVOKOPBOEVAIKG a-Kuavo-4-@Bopo-
3-@avouBevlOiio (Cyfluthrin/KugAoubpivn)

Bayer SAS (formerly Bayer Environmental Science SAS) (Name of applicant and Article
95 supplier)

16 rue Jean-Marie Leclair CS 90106 F-69266 Lyon Cedex 09 MaAAia

Bayer Vapi Private Limited Formerly Bilag Industries Pvt. Ltd.) Plot No.306/3 Phase Il
G.I1.D.C. Vapi 396195 396195 Guijarat Ivdia

04/09/2023
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ApPOOTIKNAG ouaiag

1282 - 3-(2,2-31xAwpoPivulo)-2,2-31ueBUAOKUKAOTIPOTIOVOKAPBOEVAIKO a-Kuavo-4-@Bopo-
3-paivo&uBev¢uAio (Cyfluthrin/KugAouBpivn)

‘Ovopa tov napqcksuuatﬁ Bayer AG, Division Crop Science (formerly Bayer CropScience AG)

Alg0Buvon Tou TIOPUCKELOOTH Alfred-Nobel Strasse 50 40789 Monheim Am Rhein Feppavi

ToTT00ECIN TWV EYKATAOTAGEWV Bayer Vapi Private Limited Formerly Bilag Industries Pvt. Ltd.) Plot No.306/3 Phase Il

TLOPAYWYNG

G.I1.D.C. Vapi 396195 396195 Gujarat Ivdia

2. Z0v0ean Kol TUTTOTIOINCT) TIPOIGVTOG

2.1. MoI0TIKEG KOl TIOGOTIKEG TIANPOQPOPIEG YIa TN oLUVOESH TOL BIOKTOVOUL

Koivi} ovopagcia

Ovopoagoia kot IUPAC Asitoupyia Ap1Bpu6g CAS  ApiBuog EK I(:Z;) IEKTIKOTITO

Tpavo@AouBpivn
(Transfluthrin)

Apaotikr) Oucia 118712-89-3 405-060-5 0,114

3-(2,2-31xAwpOoPIVUAD)-
2,2-
SIUEBUVAOKUKAOTIPOTIOVOK
0apPBoEUAIKOG a-KuOvO-4-
@Bopo-3-@aivoéuBev{OAio
(Cyfluthrin/KugAouBpivn)

Apaotikr) Oucia  68359-37-5 269-855-7 0,026

2-(2-
Bouto&uaiBogu)aiBuAo-6-
TIPOTIUAOTIITIEPOVUAIKOC
a18épag/mimepovuAiofout

Apaotikr) Oucia  51-03-6 200-076-7 0,213

_0£id10/PBQ)

2.2. Eido¢ tuTtoTtoinong

AE - Agpoiupa

3. ANAWOEIG ETTKIVOLVOTNTOG KOl TIPOPUANENG

ANA®GEIG ETUKIVOLVOTNTOG

E&QIpETIKA EVQAEKTO OEPOALLOL.
Aoxeio uTto Ttieon. Katd tn 6¢ppavan pmopei va diappayei

MoAL TO&IKO yIO TOUC LOPORIOVE OPYAVICHOUC, HE HOKPOXPOVIEG ETUTITWOEIG.

04/09/2023
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Edv {ntNoETE 1aTpIK CUUBOUAR, va €XETe Jadi 0ag TOV TIEPIEKTN TOU TIPOIGVTOG 1) TNV
ETIKETOL.

ANAQOCEIG TIPOQPLANENG
Moakpid amo moudid.
Al0BdoTe TIPOOEKTIKA KOl OKOAOLONOTE OAEG TIG 0dNYiEQ

MokpId arto BepuoTNTa, BEPUEC ETIIPAVEIEC, OTIIVOAPEC, YUUVES GAOYEC KOl GANEG TINYEG
aVAQAEENG. — Mnv KOTIVILETE.

Mnv Pekalete KOVTd o€ YyUpvH @AGya 1 GAAN TNy avaeAegng
Na pnv TpuTINBEi R KaEgi aKOUN Kal HETA T XPNon.

Na amo@elyetal n eEAevBEPWON aTo TIEPIBAANOV.

MoaZégte Tn xupévn TIoGoTNTa.

ATI0OnKeVETAI O€ TTEYVO PEPOC,.

Na TtpooTtateleTal amod TI¢ NAIOKEG aKTiveG.Na punv ekTiBeTal o€ BepUOKPOTieg TIOL
urepPaivouv Toug 50°C/ 122°F.

AIGBEDN TOL TIEPIEKTN O COUPWVA HE TOUC EBVIKOUC KOVOVIGUOUG.

4. EYKEKPIPEVEG XPNOEIG

4.1 Nepypa@n Xxpnong

Xpnon 1 - Xprion # 1 EQupHoyK G€ ECWTEPIKOUE XWPOUG HE AUETO YEKOTHO GE GPNKOPWAIEG, OTTO
TO €UPU KOIVO.

. L PT18 - EVIOPOKTOVA, OKOPEOKTOVO KOl TIPOIOVTA YIO TNV KOTATIOAEUNOT GAAWY
TOTOG TIPOIGVTOG apBPOTIOSWY

AKPIBNG TtepIypa@n TG
EYKEKPIPEVNG XprioNg, eav

E@appoyr) o€ e0WTePIKONG XWPOUG UE APEGO WEKOOUO OE CONKOPWAIEG.

oTtoitEiTon
Opyaviouog(oi)-otdéxog(ot) EMOTNHOVIKY ovopaaia: Vespula germanica
(GCUpTIEPIAAPBAVOPEVOL TOU KoIvr OVopaaia: YEPUAVIKY GQRKA

a ! OTAdI0 AVATITUENG: AKMOIO
OTOdioU OVATITUENG)

EMIOTNUOVIKN ovopaoia: Vespula germanica
Kolvr) ovopaaoia: YEpHOVIKY) OQAKA, .
otddio avartugng: NOP@eC NUILETABOAWY VIOV

ETOTNUOVIKN ovopagia: Polistes sp.
Koivr| ovopaaia: o@rka xopTiod
0aTadI0 avVATITUENG: AKUaia

ETIOTNHOVIKN ovopagia: Polistes sp.
Kon ovopacia: oerka XapTiod
oTédlo avartugng: MPovuUeEg

Ecwrtepikoi Xwpol

Medio xprong

T ENKOQWAIEC € EGWTEPIKOUG XWPOUG

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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MéBodog/-o1 e@appoyng

Adon Kol guxvoetnta
€QAPUOYNG

Koatnyopial-£¢ Xpnotwv

Mey£0n cuokevaaiog Kol UAIKO
OUGCKELOTING

MéBodog: AtteuBeiog WeKAoPAC OTIC TPNKOPWAIEG.
AETITOUEPNC TIEPIYPOQPT:

AETITOUEPNC TIEPIYPOQPH:

To TIPOIOV eQaPUOLETAl GE TENKOPWAIEG TIOU Eival EDKOAD OPATEC KOl DEV Eival
KPUUMEVEG O€ KOIAOTNTEG.

To Ttpoiov eival eE0TIAIoHEVO PE pia €10IKA BaABida TTOU ETIITPETIEL TNV EKTOEELON TOL
0gPOAUHOTOC aTtd amdoTooN TIEPITIOU 4 PETPWVY OTIO TN EWAIN. Mg Tov TPATIo aUTd
ETUTVYXAVETOI TIPOOROON TNC WeKALOUEVNG TIOOOTNTOC OE OPNKOPWAIEG TIOU LTIAPXOUV
g€ d1AQopa PEPN TWV ECWTEPIKWV XWPWV (TT.X COPITEG, YWVIEG OPOPNC, KATW ATIO TIG
OTEYEC KOl TO KEPAMIOID) PE AT@AAELD.

AVOKIVAOTE KOAA TIPIV TN XPron.

Wekdaote amd andotoon 4 PETPwVY (2 £w¢ 3 PETPA KATA TWV GENKWVY TOL XopTiov) yia 1
OEUTEPOAETTTO.

H Yekaldpevn TocgoTNTa SNUIOLPYET EVa A@PO TIOL OPKE( yIa VO KOAOWEL TIANPWG TN
TENKOPWAIA Kal va Bavatwaoel AUETa OAEG TIG GQNKEG TIOU LTIAPXOLV GE OUTH.

Aoon epapuoync: E@apuoate yia 1 dsutepdAetto (15 gr) ateuBeiag atn @uAId TG
OQNKOG

Apaiwaon (%): £ToIho yia Xxprion

ApIBUAC QPHOYQV Kal XPOVOG EQOPHOYNG:

E@appoote yia 1 deutepoAemto (15 gr/sec) ameubeiag atn a@nKoQwAId

E@apudote €w¢ Kal 2 QopEG TOV XPOVo.

[evikoi XPAOTEG (LN ETTOYYEAUOTIER)

MéyeBog ouokevaaiag: 300 £wg 1000 mL

MeTtaAAikd doxeio attd Aeukoaidnpo. Ta ECWTEPIKA TOIXWUOTA TOU SOXEIOU
ETUIKAAOTITOVTOI PE VA GTPWHA ETIOEEISIKNG QAIVOAIKAG pNnTivng. H Ttieon g @IédAng sival
5-6 bar otoug 20 °C.

BaABida WeKOGUOU ATTO TIOAUTIPOTIVAEVIO

04/09/2023
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4.1.1 Odnyieg xpriong ava xprion

Mnv e@apuoleTe 0 TIPOIOY 0€ NAEKTPIKG TTiVOKA/KIBWTIO. To TIPOoiov gival eE0TIAIOUEVO UE EIBIKN BaABida PeKOTHOU TIOU VO ETTITPETIEL
TNV OTOXEUHPEVN EQOPHOYT) OE CONKOPWAIEG.

4.1.2 Métpa HETPIOG MO KIVAOVOUL avd Xprion

Katd ) SIdpKeIa TN EQApUOoYAC, TO dATIESO TIPETIEL VO KOADTITETAI UE £va adIOTIEPACTO LAIKO (TT.X. TIAACTIKO KAAUUUA) TIou Ba
TIPETTEL VO OTIOPPITITETAI PETA TNV EQOPUOYT).

4.1.3 ZToIXEin TWV TUONVWOV AUECWV | EUUECWV ETUTITWOEWV, 08NYiEC TIPWTWV Bonbeiwv
KOl ETTEIYOVTO METPO YIX TNV TIPOCTACIN TOU TIEPIBAAAOVTOC TTOU GXETI{ovTal [E TN XProNn

Agv ovapEVoVTal APETEG I} EUPETEG ETIIOPATEIC OTAV TO TIPOIOV XPNOIUOTIOIEITAl CUPQWVA HE TIC 00NYiEC Xprong.

4.1.4 Odnyieg yia TNV 0o @AAn TEAIKN S1A0ECG TOU TIPOIOVTOG KOl TNG CUCKEVNGIOG TOU TIOU
oxetiovtal pe T XpRon

Mnv aroppirttete 10 Ad<l0 doxeio oTo TIEPIBAANOV

4.1.5 ZuvONRKeC ATTOBNKELONG KOl TH SIAPKEIN {WNG TOL TIPOIOGVTOC UTTO KAVOVIKEG CUVORKEG
artoBrikevong Ttov oxeti{ovtal e TN XPrion

JUVIOTATOI N OTI0ORKELAN o€ BeppoKpacia dwuatiov

4.2 MNeprypagn xpnong

Xprion 2 - XpAon # 2 EQapLOYN o€ pWYHEG KOl EGOXEG OTTO TO €UPV KOIVO KOTH TWV EPTIOVIWV
EVIOUWV

, . PT18 - EVTOPOKTOVA, OKAPEOKTOVA KAl TIPOIOVTA Y TNV KATOTIOAEUNGT GAAWY
TOTT0G TTIPOIOVTO( apBPOTIOdWV
AKPIBAG TTEPIYPAPN TNG EQapHOCTE OE PWYHEG KOl XOPOHASEC
EYKEKPINEVNG XPNONG, EGV
oTtanteitol
04/09/2023 MEPINHWH TQN XAPAKTHPIZTIKQN TOY
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Opyaviopog(oi)-otéxog(ol)
(cuuTtEPIAQUPBAVOLEVOU TOU
otadiov avaTttuéng)

MNedio xpriong

MéB0odo¢/-o1 epapuoyng

Adon Kol guxvoetnta
€QAPUOYNG

Koatnyopial-£¢ Xpnotwv

Mey£0n cuokevaaiog Kol UAIKO
OUCKELOGING

EMIOTNUOVIKY ovopaaio: Blatta orientalis
Kowrj ovopaaio: avatoNTIKEG KATOAPISEG
otédlo avartugng: Akpaia

EMIOTNUOVIKN ovopoaoia: Blattella germanica
Kowr| ovopaaia: I'epUavIKEG KOTGOPIdEC
OTAdI0 avaTITUENG: AKMaia

ETIOTNUOVIKN ovopagia: Lasius niger
Ko ovopaoia: pavpo JUpHAYKI KATIoU
otédlo avartugng: Akpaia

Ecwrtepikoi Xwpol

E@appoaote 610U 01 GTOXO! UTIOPOUV VO KPUPTOUV. Z& pWYHEG KOl XapapadeC. OIKiakoi
XWPOL: ISIWTIKEG KATOIKIEG

MéBodo¢: Wekaouog
AETITOUEPNC TIEPIYPOPN:

& pWYPEQ Kal E50XEGTTIOU Bpiokouv Kata@lylo Ta Evioua.
OIKIOKOi XWPOL: IDITIKEC KATOIKIES

Ao6on epapuoync: EQapuoate opoIopop@a yia 4 dLTEPOAETITA (6g) ava m2
Apaiwan (%): €Tolpo yio xprnon®
ApIBUAC EQapUOYWV Kal XpOvog EQOPHOYNG:

H uTtoAelppoTIKn SIGPKEID dPACNG TNG EPOPHOYNG UTTOPET Va dIOPKETEL £wG Kal 4
€BOOUADEC.

To TIpOoidv e@apuoleTal £wg Kal 11 @opéG ToV XPOvo.

[evikoi XPNOTEG (UN ETTOYYEAUOTIER)

MéyeBog cuokevaaiag: 300 £éwg 1000 mL

MetaAAikd doxeio attd AeuKoaidnNPOo. Ta ECWTEPIKA TOIXWHOTA TOU JOXEIOU
ETIKOAOTITOVTOI UE VO OTPWHO ETTOEEIDIKAG QAIVOAKAC pNntivng. H Ttieon g @IaAng ival
5-6 bar otoug 20 °C.

BaABida PekoopoU A6 TIOAUTIPOTILAEVIO

04/09/2023
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4.2.1 Odnyieg xpriong ava xprion

E@appoote g€ KAEI0TOUG XWPOUG OTIWG KATW ATIO Ta ETITIAC Koudivag, KATw oTto To YPuyeio, KATw attd Tov vepoxUTn g koudivag,
KATw aro 1o eolpvo 1) T0 BepPoTipwvo

Mnv e@apuoleTe TO TIPOIGV KOVTA O€ TIPIEG 1) O€ PEPN TIOL LTIAPXOLV TIPILEC.

E@apuoote o€ KaBopE ETUPAVEIEG VIO VO EXETE KAAUTEPO ATIOTEAECHATO

4.2.2 Métpa METPIOTHOD KIVOUVOL avd Xpron

Na xpnaolpoTtoieiton Ovo og TIEPIOXEG TIOU OeV gival TIPooBAaCIpeG o€ TTaIdIA Kol {Wa, 10iwe o€ YATEC.
KpotioTe Ta TTaidid Kot T KoTolkidla aa, 1I81aiTepa TIG YATEG, HOKPIG KOTA TNV £QOPUOYH.

AQaIPECTE 1] KAADWYTE Ta VUSPEia Kal Ta KAOURIA {QWV TIPIV OTIO TNV EQOPMOYT. ATIEVEPYOTIOINGTE TO QIATPO 0EPA TWV EVUSPEIWV
KOTé TOV PEKOTUO.

4.2.3 Zto1XEia TV TIUONVOV APHECWV ) EUUECWV ETUTITWOEWV, 00NYieC TIPWTWV Bondsicv
KOl ETTEIYOVTO METPA VIO TNV TIPOCTOCIN TOU TIEPIBAAAOVTOG TTOU GXETi{ovTal PE TN Xprion

Agv avapévovTal APETEG I} EUPETEG ETIIOPATEIC OTAV TO TIPOIOV XPNOIUOTIOIEITAl CUPQWVA HE TIG 00NYiEC Xprong Tov.

4.2.4 Odnyigq yia TNV oo @A TEAIKN S1G0EGT TOU TIPOIOVTOG KOl TNG CUCKEVOTING TOU TTOU
oxetidovtal pe TN XpRon

AgiTe TIC YEVIKEG 0dnYieg Xxpnong

4.2.5 TuvOARKeG ATTOBNKELONG KO TN SIAPKEIN {WNG TOL TIPOIOGVTOC UTTO KAVOVIKEG CUVORKEG
oTt0OKELONG TTOL OXETI{OVTOI ME TN XPHOoN

Juviotdtal n amoBrkevon og BepUoKpaaia dwaTiou

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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5. M'eVIKEG 0dNnyieg Xpriong

5.1. Odnyieg xpnong

Etoipoxpnaoto Tipoiov uttd T pop@r agpoAlpatog Ttou TeplExel transfluthrin, cyfluthrin kot TumepovuAiko Boutoéeidio (PBO) kal
PekALeTal OTIC ETTIIPAVEIEC HECW TOU YPEKATTAPA TIOU TIAPEXETAL JE TNV APXIK) CUGKELATIA.

SUPHOPQWOEITE PE TIG 0dNYiEC. AVOKIVACTE KOAX TIPIV TN XPron.

To TIPOIOV TIPETTEI TIAVTA VO XPNGCILOTIOIETO CUP@WVA UE TI CUOTATEIG TNG ETIKETAC.

‘OTou givail duvatdy, n eQapuoyr Tou TPOIOVTOC Ba TIPETIEl VO cLUVSUALOVTAI KAl PE PN XNUIKA PETPA.

Autd 10 BlokTdvo TIPoidY TIEPIEXEl PBO kal TpavaoAouBpivn Ttou gival eTTIkivouva yia TIG HENGOEC

ZTPOTNYIKEG YIa TN JlOXEIPION TNEG AVATITUENG TNG AVTIOCTOONG:

-‘Omov ival SuvaTov, N EQOPHOYK TOU TIPOIGVTOC Ba TIPETIEL VO GUVOUALOVTAL KO e N XNHIKA PETpal.

- O1 epapuoyEC Ba TIPETIEI VO 0TOXEVOULY TIAVTOTE OTO TIIO £VAICHONTO GTASIO TOU BIOAOYIKOU KUKAOU TV EVIOHWV.

- ‘Otov aTmaIteital TTapaTETaPEVN TIEPIOSOC EAEYXOU TWV EVIOUOAOYIKWV TIPOGROAWVY, N EQOPHOYT TOU TIPOIOVTOG Ba TIPETIEL Va
EVAANGGOOVTOIL e EQAPHOYEC AAAWVY TIPOIOVTWVY HE SIOQOPETIKOUC TPATIOVE dpdang

- Ta TTTIEdN OTIOTEAETUOTIKOTNTOC TIPETIEL VA TIOPAKOAOLOOUVTAL KOl TO TIEPIOTOTIKA PEIWMEVNG OTIOTEAETUOTIKOTNTOC O TIPETTEl VO
diepeuv@VTal yia TIIBAVEC eVAEIEEIC aVTIOTAONC. ZNUEIVETAL OTI Ol CUVONKEG LYIEIVAC Kal N €yyUTNTO KATAQUYiwWY TIOL eV £X0UV
UTTOOTEl EQAPHOY CUUPBAEAOUY GTOV KiVOLVO ETTAVOUOALVONG.

- Z& TIEPITITAWOEIG OTIOV ATIOSEIKVUETAL OTI TO TIPOIOV, OPOU £XEl EQAPHOOTEI CUPQWVA PE TIG 0dNYiEC TNG ETIKETAC, OEV divel TO
OVOEVOUEVO ETTITIEDO EAEYXOUL, B TIPETTEI VO OTAMOTNCEL ) XPrICT OTIOIOUSTIOTE TIPOIOVTOC TIOU TIEPIEXEI OPATTIKEG OVLTIEC UE TOV
id10 TpOTIO dpdonG.

- O1 Xpr|oTeC Ba TIPETIEL VO EVIEPWOOUV €AV N ETEEEPYOTin €iVal OVOTIOTEAEGUOTIKI) KOl VO TO OVA@PEPOUV APECO OTOV KATOXO TNG
adelag. O KAToX0C TNG AdEING TIPETIEL VO AVOPEPEL TUXOV TIOPATNPOVHEVA TIEPICTATIKA OVTIOTAGNG OTIC APHADIEG OPXEC ) OE GANOUG
OPICHEVOUC OPYAVICHOUC TIOU EUTIAEKOVTOI OTN SIOXEipIoN TNE avtiotaong.

5.2. Métpa HETPIAG MOV KIVOUVOUL

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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A@aip£aTe TNV TiEpicaela BIOKTOVOU OTIO TIC ETTIIPAVEIEG PETA TNV EQOPHOYT

Mnv uTtepBaivete tn docoAoyia EQapuoync.

Mnv 1o xpnoipoTtoleite amevBeiag, ETAVW 1 KOVIa og TPOQIPa, {WOTPOYEC I} TIOTA I O€ ETUPAVEIEG 1) GKEUN TIOU EVOEXETAI VO EpXovTal
O€ QUEON ETIOPN PE TPOPIUA, {WOTPOYEG, TIOTA Kall {Wa.

Mnv 1o eQapuAlETe O€ KATOIKIdIO.

Na xpnaolpoTioieitan HOvo o€ TIEPIOXEG TTOU OeV gival TIPooBaaipeg og TTaidid Kol {wa, 18iwg o€ YATEG.

Kpotote ta oudid Kai 1o Katolkidia {aa, 1I01aitepa TIG YATEC, HOKPIA KOTA TNV EQapUoyn.

AQaIpETTE 1 KAAOYTE Ta VUdPEia Kal Ta KAOUBIA LWV TIPIV OTIO TNV EQAPHOYT. ATIEVEPYOTIOINGTE TO GIATPO 0EPT TWV EVUSPEiILV
KOTA TOV PEKATUO.

MnV TIAEVETE TIC ETUQAVEIEG TIOU £XOUV UTIOCTEI EQPAPHOYI UE TO TIPOIOV.

MpootatéYte amd oV TayeTd

5.3. E101KEG TUOOVEG AUMETEG ) EPHETEG ETUOPACEIG KOl 08Nyieg o' BorBeiv

Agv OVOPEVOVTAL AUETT I EUPECT OPVNTIKEC ETIIOPATEIC OTOV TO TIPOIOV XPNOIUOTIOIEITAI COUPWVA JE TIC 0dNYie TNG ETIKETAG.

Ta TTUpeBPOEIdH UTIOPEL VO TIPOKOAEGOUY TIOPAIoONGia (KAYIUO KAl TGIUTINHA TOL JEPUOTOC XwPIg epeBITHO).

Edv 10 cUPTITOMATA ETTIPEVOUY: ZNTHOTE IATPIK CULBOUVA.

Edv amarteital 10TpIKr) GUUPBOUVAR, €XETe 0TN S1AO£0T) 0AC TO SOXEIO I} TNV ETIKETO TOL TIPOIOVTOC

Mnv amoppidete T0 ddelo doXEeio GTo TIEPIBAAAOV

Kpotnote Jakpld amtd 1pd@iua, TToTtd 1) {woTPoQEC.

AE MEPINTQZH EIZMNOHZ: Edv eu@avioTOUV CUPTITOUOTA, KOAéTTE éva KENTPO AHAHTHPIAZEQN 1 évav ylotpo.

EAN MOAYNGOEI TO AEPMA: MAUVeTE T0 dépUa e VePO. EGV EU@AVIOTOVV CUUTITWMATA, KaAEoTe éva KENTPO AHAHTHPIAZEQN
] évav ylatpo.

EAN MOAYNGOON TA MATIA: Edv eu@OVICTOOV CUPTITWHATO EETIAUVETE e VEPO. AQOIPECTE TOUG PAKOUG ETIAQPNG, EAV UTIAPXOLV K
gival e0KoAo va 1o Kavete. Karéate éva KENTPO AHAHTHPIAZEQN 1) yiatpo.

5.4. Odnyieg yio TNV ac @A 31400 TOUL TIPOIOVTOG KOl TOU TIEPIEKTN TOU
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To TIpOidV TIPETTEl VO QUAGCCETAI O BEPHOKPATIEG SWHATIOU, HOKPIA ATIO TO NAIAKO QWC.

Mnv amoppiPeTe T0 axPNOIYOTIOINTO TIPOIOV OTO £30QOC, O€ LOATIVO PEVHATA, } OE GWANVEC ATIOXETELONG (VEPOXUTEC, TOUOAETEG ...).

AToppiTE TO TIEPIEXOPEVO/DOXEID GUPPWVA PE TOUG TOTIIKOUG KOVOVIOHOUG.

5.5. ZuvOnkeg amobikevong Ko S1dpKeIaG (WG TOL TIPOIOVTOC O€ KAVOVIKEG CUVONRKEG
artodnKevong

- Alapkela {wng: 4 xpovia.

- AloTnpriote o€ dpoaepd Kol PEPN OTTOPEVYOVTOC BEPUOKPAGIEC XapNAOTEPEC Twv 0 ° C kot bPNAOTEPEC TwV 40 ° C, TO APETO NAIOKO
PWE KOl OTIOIOOATIOTE EDPAEKTO UAIKO

- ATtoBnke0oTe Ta doxeia o€ KATOKOPUPN BEan Kal TIOTE opIfovTIa.

- Kpatote atnv apxIKr CUOKELATIO KAEIOTH.

- AloTNPRoTE POKPIA OTIO 0EEIOWTIKG UAIKE, 0&EQ KOl AAKAAID.

- ATIoOnke0OTE 0€ E0WTEPIKOVUE XWPOUG O BEPUOKPATIES TTEPIBAANOVTOC.

- Ta doxeio LTIO TTieon PTTOPEL Va eKpayolv eav LTIEPBEPUOVOOUVY Kal va eKTOEEUBOUY o€ peydAn anoaoTaon.

- ATtoBnke0OTE PJakpld aTtd Ttaidid Kol KaTolkidia.

6. AAAEG TTIANPOYOPIEC

TomoBeoieq KaTaoKeLNC / cLUOKELOTIOC:

C/O Pharmac ltalia s.r.l. Viale Umbria, 55/5720089 Rozzano (Mi) Italy

C/O BERGEN SRL Via Roma, 9037060 Castel d'Azzano Verona Italy

C/O TOSVAR stl Via del Lavoro 1020060 Pozzo d’Adda (MI) Italy

C/O Farmol Tunisie SARL Rte de Gabes km 9 ,3084 Sfax Cité Thyna Rue Kerkenah Tunisia
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