MepiANYPn TV XOUPOKTNPICTIKWY TOU TTPOIGVTOC YId BIOKTOVO

Ovopoaoio TtpoidvTog: INDUSECT AE

PT18 - EVIONOKTOVA, OKAPEOKTOVA KOl TIPOIOVTA Y TNV KATATIOAEUNGT GAAWY

TuTtog(ol) Ttpoidvtog: ApBPOTIBEWY

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

ApIOUOG dde10G:  TMN18-0532

Ap10. avo@. oTolxeiov oto

) . GR-0029475-0000
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

11

11

12

12



AIOIKNTIKEG TIANPOPOPIEG

1.1. EYTTIOPIKN OVOUOCia TOU TIPOIOVTOG

INDUSECT AE

INDUSECT VESPE

INDIA WASPS

INDUSECT WASPS

INDUWASPS FOAM

1.2. Kdtoxog Gdeing

Emtwvupia Kot d1e00uvon Tou
KOTOXOU GOEING

Ap1BuOG adelag

Ap10. avag. otoixgiov oTo
MNTPWO BloKTOVWY R4BP 3

Hpepopnvia ékdoong tng
aoel0g

Hugpopnvia Angng g
aoel0g

ETtwvupia INDUPHARMA S.R.L
AiebBuvon VIA SORGAGLIA 40 35020 ARRE, PADOVA Itahia
TrM18-0532

GR-0029475-0000

26/09/2022

29/07/2031

1.3. NapaokevaoTAG(£G) BIOKTOVWV
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‘Ovopa TOU TIOPOACKEVOOTN

A1g0Buvon TOL TTOPUCKELOCTH

ToTT00ECIN TWV EYKATAOTAGEWV
Tapaywyng

INDUPHARMA SRL

Via Sorgaglia, 40 35020 Arre (PD) ItaAia

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

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

1.4. NapaokevaoTAG/-£G TNG SPUCTIKAG OLTiNG/-OV

ApPOOTIKNAG OUGiOg

‘Ovopa TOU TIOPOCKEVOOTN

A1g0bBuvon TOL TTOPUCKELOTTH

TOTT00ECIN TWV EYKOATAOTATEWV
Ttapaywyng

ApPOOTIKNAG OUGiOg

‘Ovopa TOU TIOPOCKEVOOTN

A1g0bBuvon TOL TTOPUCKELOTTH

TOTT00ECIN TWV EYKOATAOTATEWV
Tiapaywyng

1404 - Tpava@AouBpivn (Transfluthrin)

Bayer SAS (formerly Bayer Environmental Science SAS), (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 N0.306/3 Phase Il
G.1.D.C. Vapi 396195 396195 Guijarat Ivdia

1404 - Tpava@AouBpivn (Transfluthrin)

Bayer AG, Division Crop Science (formerly Bayer CropScience AG)

Alfred-Nobel Strasse 50 40789 Monheim Am Rhein l'eppavia

Bayer Vapi Private Limited Formerly Bilag Industries Pvt. Ltd.) Plot N0.306/3 Phase Il
G.1.D.C. Vapi 396195 396195 Guijarat Ivdia
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ApPOOTIKNAG ouaiag

‘Ovopa TOU TIOPACKEVOOTN

A1g0Buvon TOL TTOPUCKELOCTH

ToTT00ECIN TWV EYKATAOTAGEWV
Tapaywyng

ApPOOTIKNAG ouaiag

‘Ovopa TOU TIOPOACKEVOOTN

A1g0Buvon TOL TTOPUCKELOTTH

ToTt00ECIN TWV EYKATAOTATEWV
Tapaywyng

ApPOOTIKNAG ouaiag

‘Ovopa TOU TIOPOACKEVOOTN

A1g0bBuvon TOL TTOPUCKELOCTH

ToTT00ECIN TWV EYKATAOTATEWV
Ttapaywyng

1344 - 2-(2-Bouto&uaiBogu)aiBuA0-6-TIPOTIVAOTIITIEPOVUAIKOG
a18épag/mimepovurooutoéeidio/PBO)

ENDURA S.p.A,,

viale Pietramellara 5 40121 Bologna ItaAia

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

1282 - 3-(2,2-31xAwpoPivulo)-2,2-31uEBUAOKUKAOTIPOTIOVOKAPBOEVAIKO a-Kuavo-4-@Bopo-
3-paivo&uBev¢uAio (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 N0.306/3 Phase Il
G.I1.D.C. Vapi 396195 396195 Guijarat Ivdia

1282 - 3-(2,2-31xAwpoPIvulo)-2,2-81ugBUAOKUKAOTIPOTIOVOKAPBOEVAIKO a-Kuavo-4-@Bopo-
3-paivo&uBev¢uAio (Cyfluthrin/KugAouBpivn)

Bayer AG, Division Crop Science (formerly Bayer CropScience AG)

Alfred-Nobel Strasse 50 40789 Monheim Am Rhein l'eppavia

Bayer Vapi Private Limited Formerly Bilag Industries Pvt. Ltd.) Plot N0.306/3 Phase Il
G.I1.D.C. Vapi 396195 396195 Guijarat Ivdia

2. Z0v0gan Kol TUTTOTIOINCT TIPOIGVTOG

2.1. MoI0TIKEG KOl TIOGOTIKEG TIANPOPOPIEG YIa TN oUVOESH TOU BIOKTOVOU

Koivi} ovopagcia

Ovopoagoia kot IUPAC Asgitoupyia

MepiekTikOTNTA

ApiBu6g CAS  ApiBpog EK (%)

Tpavo@AouBpivn
(Transfluthrin)

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

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

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

2-(2-
Bouto&uaiBogu)aiBuio-6-
TIPOTIUAOTIITIEPOVUAIKOC
a18épag/mimepovuAofout

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

_0£id10/PBQ)
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2.2. Eido¢ tuTtoTtoinong

AE - AgpOAupa

3. ANAWOEIG ETTKIVOLVOTNTOG KOl TIPOPUANENG

AI‘]}\O'OO'SIC STIIKIV5UV6TI’]TO(( E&apeTIKG EDQAEKTO aEPOALO.
Aoxeio uTIO Ttigon. Katd tn 8épuavon pmopei va diappayei

MoAU T01k0 yia Toug LBPBRIoLE OPYAVICHOUC, PE HOKPOXPOVIEC ETUTITWOEIG.

Edv {ntoETE 1aTpIK) CUUBOUAN, va €XETe pMadi 0ag TOV TIEPIEKTN TOU TIPOIGVTOG 1) TNV
ETIKETO.

ANA®OCEIG TIPOPOANENG
Mokpid amo maudid.
Al0BaoTE TIPOCEKTIKA KOl OKOAOLONOTE OAEC TIG 0dNYiEC

Mokpid a6 BeppotnTa, BepUEG ETIIPAVEIEG, GTTIVONPEG, YUUVEG PAOYEG KOl AANEG TINYEG
aVAQAEENG. — Mnv KOTIVILETE.

Mnv ekalete KOVt o€ YUPVH @AGYa 1 GAAN TNy avaeAeéng
No pnv TpuTnBei f} Kagi akdun Kol PETA TN XPrion.

Na amo@elyetal n eEAeLBEPWON aTo TIEPIBAAAOV.

MoaZépte Tn xupévn TTocoTNTa.

ATI0BnKeVETOI OE GTEYVO PEPOG.

Na TtpootateleTal amod Ti¢ NAIOKEG aKTiveG.Na pUnv ekTiBeTal o€ BEpUOKPATieC TTIOUL
uTepPaivouv Toug 50°C/ 122°F.

A1GBEaT TOL TIEPIEKTN GE CUPPWVO PE TOUG EBVIKOUG KOVOVIOHOUG.

4. EYKEKPIPEVEG XPNOEIG

4.1 Nepiypa@n xpnong

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

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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TOTT0G TTPOIGVTOG

AkpIBAG Tteptypapn TG
EYKEKPIPEVNG XPNONG, €AV
oTtonteital
Opyaviouog(oi)-otdoxog(or)
(cuuTTEPIAQMPBOVOLEVOL TOU
oTOdiov aVATITUENG)

Medio xpriong

Mé£00d0¢/-01 epappoyng

Adon Kol guxvoetnta

PT18 - EVIOPOKTOVA, OKAPEOKTOVA KOl TIPOIOVTA I TNV KATOTIOAEUNGT GAAWY
apBpoTIOdWV

E@appoyr| o€ e0WTEPIKOVG XWPOUC PE APETO WEKOOUO OE OPNKOPWAIEC.

EMIOTNUOVIKN ovopaaia: Vespula germanica
Kowrj ovopaaia: yepuavikr o@nka
0TadI0 avaTtTuEnG: AKpaia

EMIOTNUOVIKN ovopaaia: Vespula germanica
Kovr ovopaaoia: YEPUOVIKA OQAKA, .
otadio avartuéng: NOP@EC NUIMETABOAWY EVIOHWVY

ETIIOTNHOVIKN ovopagia: Polistes sp.
Kowrj ovopaaia: o@ika xapTiod
OTAdI0 avaTITUENG: AKpaia

EMIOTNUOVIKN ovopagia: Polistes sp.
Kolvr) ovopaaia: o@rka xopTiod
otadlo avartuéng: MpovUUEEg

Eowtepikoi Xwpol

ZONKOQWAIEG OE EGWTEPIKOUG XWPOUG

MéEB0JOC: ATtEUBEING YPEKOTUOC OTIC OQNKOPWAIEC.
AETITOPEPNG TIEPIYPOPN:

AETITOPEPNG TIEPIYPOPN:

To TIPOIGV QAPUOLETON OE OPNKOPWAIEC TIOU Eival EDKOA OPOTEG Kal SEV gival
KPUHUEVEG OE KOINOTNTEC,.

To Ttpoiov eival eE0TIAIONEVO PE pIa €10IKA BAABIda TTOL ETIITPETIE TNV EKTOEELAN TOL
0ePOADUOTOC OTIO ATIOOTOCN TIEPITIOV 4 PETPWV ATIO TN PWAIA. Mg Tov TPATIo aUTd
ETUTUYXAVETAI TIPOTBaan TNG YeKalOPEVNE TIOCOTNTOC 08 TONKOPWAIEG TIOU LTIAPXOLV
o€ JlAQOoPa PEPN TWV ECWTEPIKWV XWPWV (TT.X COPITES, YWVIEC 0POPNC, KATW ATIO TIG
OTEYEG KOl TO KEPOMIDIO) PE ATQAAELQ.

AVOKIVAOTE KOAA TIPIV TN XPron.

WekAoTe Ao amdoTaon 4 PETPWV (2 WG 3 PETPA KOTA TV OYNKWY TOU XOpTIoL) yia 1
OEUTEPOAETTTO.

H Yekaldpevn TogdTNTa dNUIOVPYEL Eva a@PO TIOU OPKEL yio va KAADWEL TIANPWC TN
GENKOPWAIA Kal va Bavatwaoel Apeca OAEG TIG CQHKEG TIOU UTIAPXOLV OE QUTH.

Aoon epappoyng: Eeapuoaote yia 1 dsutepdAemtto (15 gr) ateuBeiag atn @uNd NG
onKag

EQappoyng Apaiwon (%): €Toluo yio xpnon
ApIBUAC EQapUOYWV Kal XpOvog EQOPHOYNG:
E@apudote yia 1 deutepoAettto (15 gr/sec) ameuvbeiag otn o@nKoQwAIA
13/10/2022 MEPINHWH TQN XAPAKTHPIZTIKQN TOY
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E@apuooTe £w¢ Kal 2 QOPEC TOV XPOVO.

Kortnyopiol-£¢ XpnoTev [evikoi XpNOTEG (UN ETTOYYEAUOTIEQ)

Mey£0n cuoKevaaioG Kal LAIKO
OUOKELUTING

MéyeBog ouokevaaiag: 300 £w¢ 1000 mL

MeToAIKG doxeia attd AeuKOGidNPO. T ECWTEPIKA TOIXWHATA TOU dOXEIOU
ETUIKAAOTITOVTOI PE VA OTPWHA ETIOEEISIKG QAIVOMIKAG pNnTivng. H Ttieon g @IéAng sival
5-6 bar otoug 20 °C.

BaABida YekaopoU a6 TIOAUTIPOTIVAEVIO

4.1.1 Odnyieg xpnong avd xpron

Mnv e@apUALETE TO TIPOIOV OE€ NAEKTPIKO TTIVOKA/KIBWTIO. To TIPOIoV gival eE0TIANICHEVO e €10IKA BaABida YPeKATUOU TIOU VO ETUTPETIEL
TNV OTOXEVHEV EQOPLIOYT) OE CPNKOPWAIEG.

4.1.2 Métpa METPIOCHOD KIVOUVOUL avd Xpnon

Katd ) SIapKeIa TG EQApUOoYNC, To SATIESO TIPETIEL VO KOADTITETAI PE £va adIOTIEPACTO UAIKO (TT.X. TIAACTIKO KGAUPUA) Tou Ba
TIPETIEL VO OTIOPPITITETON PETA TNV EQOAPUOYH.

4.1.3 Zto1x€ia TV TUONVEOV APHECWV 1) EUUECWV ETUTITWOEWV, 0dNYieg TIPWTWV Bondsicdv
KOl ETTEIYOVTO METPA VIO TNV TIPOCTACIN TOU TIEPIBAAAOVTOG TTOU GXETi{ovTal UE TN XPARON

Agv OVOPEVOVTOL APETEG I} EUPECEC ETIIOPACEIG OTAV TO TIPOIOV XPNOIUOTIOIEITAl CUPQWVO E TIG 00NYiEC XPOoNG.

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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4.1.4 Odnyieg yio TNV 0o @AAn TEAIKN S1A0ECGN TOU TIPOIOVTOG KOl TNG CUCKELNGIOG TOU TIOU
oxetifovtau pe TN XpHon

Mnv aroppirttete 10 Gdel0 doxeio oTo TEPIBAANOV

4.1.5 ZuvORKeC ATTOBNKELO NG KAl TH SIAPKEIN {WNG TOL TIPOIGVTOC UTTO KAVOVIKEG CUVORKEG
artoBriKkevong Ttov oxeti{ovtal e TN XpPrion

JUVIOTATOI N OTI0ORKELAN o€ BepPoKpaTia dwuatiov

4.2 Neprypa@n Xpnong

Xprion 2 - Xprion # 2 EQapHOyI € pWYHEG KOl ECOXEG OTTO TO ELPU KOIVO KATA TWV EPTIOVIWV
EVIOUWV

PT18 - EVIOPOKTOVA, OKOPEOKTOVA KOl TIPOIOVTA Y TNV KATOTIOAEUNGT GAAWY

TOTT0G TTPOiIGVTOG apBPOTIE3WY

AKPIBAG TIEPIYPAPN TNG EQapHOOTE 08 pWYHES KOl XAPOHASES
EYKEKPINEVNG XPNONG, EGV

OTTOITEITON

Opyaviouog(oi)-otoxog(ot) ETIOTNMOVIKNA ovopaaia; Blatta orientalis
(cupTtEPIAAPBAVOHEVOL TOU Ko ovopacia: avatoATIKEG KATOOPIdEG

. ! OTadI0 avaTITUENG: AKuaia
otadiov avaTttuéng)

ETIIOTNHOVIKNA ovopaoia: Blattella germanica
Kowvr ovopaaia: MepUavIKEC KOTaOPIdeg
0TadI0 avaTITLUENG: AKpaia

EMIOTNUOVIKN ovopagia: Lasius niger
Ko ovopaoia: pavpo JUPHAYKI KHTIOU
otadlo avarmtuéng: Akpaia

Eowtepikoi Xwpol

Medio xprong
E@appooTe 6TIOU 01 GTOXOI UTIOPOUV VO KPUPTOUV. Z& pWYHEG Kal Xapapadeq. OIKiakoi
XWPOL: IBIWTIKEG KATOIKIEG

i , MéBodoc¢: Wekaouog

M£00do¢/-o1 epappoyng NETITOUEPNG TIEPIYPOQN:
Z€ pWYPEG Kal EG0XEGTIOU Bpiokouv Kata@Uylo Ta Evioua.
OIKIOKOI XWPOL: ISIWTIKEG KATOIKIEG

Ado1 Kal CLXVOTNTO Ac’)on stp(xpuoyf]c: E(p(XpU(')O"TE QUOIéuop(pa yla 4 deutepOAETITA (6g) VG M2

cOaOUOVE Apaiwaon (%): £éTolho yia xprion

pappoyne ApIBUAC EQUPUOYWV Kal XPOVOG EPAPHOYNC:
H vTtoAelppaTIkn SIApKEIn dPACNE TNG EQAPHOYHC UTTOPED VO SIapKETEl WG Kal 4
13/10/2022 MEPINHWH TQN XAPAKTHPIZTIKQN TOY
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€BOOUADEC.

To Tpoidv epapuoleTal £wg Kal 11 @opEg ToV XpOovo.

Kutnyopial-sq Xpl’]O’T(bV [evikoi XproTeq (UN ETTAYYEAUATIEQ)

Mey£0n cucokevaaiog Kol UAIKO
OUCKELOTING

MéyeBog cuokevaaiag: 300 £wg 1000 mL

MeTtaAAIkd doxeio attd AeuKoaidnPo. Ta ECWTEPIKA TOIXWHOTA TOU SOXEIOU
ETUKAAOTITOVTOI PE VA OTPWHA ETIOEEISIKIG QAIVOAIKAG pNTivng. H Ttieon g @IaAng sival
5-6 bar otoug 20 °C.

BaABida YekaopoU a6 TIOAUTIPOTIVAEVIO

4.2.1 Odnyieg xpnong avd xpron

E@apuoote o€ KAEIOTOUG XWPOUG OTIWE KATW ATIO Ta ETUTIAC KOLZivag, KATw oTtd T0 YPuyeio, KAtw attd Tov vepoxLTn g koudivag,
KATw arto 1o eolpVo 1y T0 BepPoTipwvo

Mnv e@apuALeTe TO TIPOIOV KOVTA O TIPIEC I} € PEPN TIOU UTIAPXOUV TIPILEC.

E@apudote og KABAPEG ETUPAVEIEG VIO VO EXETE KOAUTEPA OTIOTEAETUOTA

4.2.2 Métpa HETPIOTUOD KIVAUVOUL avd Xprion

No xpnolpoTtoleital Hovo o TePIoXEG TIOL deV eival TIPOTRACIUEG O€ TTAISIA Kal {Wd, 18iwg a€ YATEC.

KpotAoTe ta taidid Kot Ta KoTolkidla aa, 1I81aiTepa TIG YATEG, HOKPIG KOTA TNV QOPUOYH.

AQaIPECTE 1 KAADYTE Ta VUSPEia Kal Ta KAOURIA WV TIPIV OTIO TNV EQAPHOYT. ATIEVEPYOTIOINGTE TO GIATPO 0EPA TWV EVLSPEiIWV
KOTA TOV WEKATUO.

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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4.2.3 Zto1X€ia TV TIUONVOV APHECWV ) EUUECWV ETUTITWOEWV, 00NYieC TIPWTWV Bondsicv
KOl ETTEIYOVTO METPA VIO TNV TIPOCTACIN TOU TIEPIBAAAOVTOG TTOU GXETi{ovTal JE 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 TEAIKE S1G0ECT TOU TIPOIOVTOG KOl TNG CUCKEVOOING TOU TTOU
oxetidovtal pe TN XpRon

AgiTe TIC YEVIKEG 0dnYieg Xxpnong

4.2.5 ZuvOARKeG ATTOONKELONG KOl TN SIAPKEIN {WNG TOL TIPOIGVTOC UTTO KAVOVIKEG CUVORKEG
oTt0OKELONG TTOL OXETI{OVTOI ME TN XPHOoN

Juviotdtal n amoBrkevon og BepuoKpaaia dwaTiou

5. M'evikéG odnyieg xpriong

5.1. Odnyieg xpiong

MNEPIAHWH TQN XAPAKTHPIZTIKQN TOY
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Etolpoxpnoto Tipoiov uttd T pop@r| agpoAupatog Ttou TepIExE! transfluthrin, cyfluthrin kon TummepovuAiko Boutoéeidio (PBO) kal
PekAleTal OTIC ETTIIPAVEIEG YECW TOU YEKATTAPA TIOU TIOPEXETAL PE TNV APXIK) CUGKELATIA.

FUPHOP@WOEITE PE TIG 0dNYieq. AVOKIVACTE KOAA TIPIV TN XProN.

To TIPOIOV TIPETTEI TIAVTA VO XPNGCIUOTIOIETO CUP@WVA UE TIG CUOTATEIG TNG ETIKETOC,.

‘OTou givail duvatdy, n EEapUoyn TOL TIPOIOVTOC Ba TIPETIEI VO GLUVSLALOVTAI KAl PE PN XNUIKA PETPA.

Autd 10 Bloktdvo Tipoiov TepiExel PBO kai TpavaAouBpivn Ttou gival eTTkivouva yia TI¢ HENGOEC

ZTPOTNYIKEG Yia TN SIOXEIPION TNEG AVATITUENG TNG OVTIOCTOONG:

-‘Omou ival SuvaTtov, N EQOPHOYK TOUL TIPOIGVTOG Ba TIPETIEL VO GUVOUALOVTAL KOl e N XNHIKA PETPO.

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

- ‘Otov araiteital TTapaTETaPEVN TIEPIOSOG EAEYXOU TWV EVIOUOAOYIKWV TIPOGROAWVY, N EQOPHOYT) TOU TIPOIOVTOG Ba TIPETIEL Va
EVAANGGOOVTAIL e EQAPHOYEC AAAWVY TIPOIOVTWVY HE SIOQOPETIKOUC TPATIOVE dpdang

SIEPELVAVTAIL IO TIIBAVEG EVOEIEEIC AVTIOTAONC. ZNUEIWVETOI OTI Ol GUVONKEG LYIEIVAC KAl N €yyUTNTA KOTOQUYIWY TIOU OEV £XOLV
UTTIOOTEI EQaPHOY CLUPBAEAOUY GTOV KiVOLVO ETIAVOUOALVONG.

- 2 TIEPITITWOEIG OTIOU ATTIOSEIKVOETAL OTI TO TIPOIOV, APOU EXEl EQAPUOCTE CUPPWVA UE TIG 0dNYIEG TNG ETIKETOC, OEV Jivel TO

id10 TpOTIO dpdoNC.

OPIOPEVOLC OPYAVICHOUCE TIOU EUTIAEKOVTOL OTN SlOXEipIlon TG avtiotaong.

- Ta eTTTIED N OTIOTEAETUOTIKOTNTOG TIPETIEL VA TIOPAKOAOLOOUVTAI KOl TO TIEPIOTATIKA PEIWMEVNG OTIOTEAETUOTIKOTNTOC B TIPETTEl VO

OVOMEVOUEVO ETTITIEDO EAEYXOU, B0 TIPETIEI VO OTAMOTACEL N XPIOT OTIOIOUSTIOTE TIPOIOVTOC TIOU TIEPIEXEI OPATTIKEG OVLTIEC UE TOV

- O1 XpNoTeg Ba TIPETIEN VO EVIUEPWOTOUV €AV N ETIEEEPYOTI EIVAI OVATIOTEAECHUATIKI KOl VO TO AVOQEPOLY GUETT OTOV KATOXO TNG
ade10¢. O KATOX0C TNG AdEIag TIPETIEL VO OVAPEPEL TUXOV TIAPATNPOVHEVA TIEPICTOTIKA AVTIOTACNC OTIC ApUOdIEG OPXEQ I O€ AANOUG

5.2. M€Tpa HETPIAG MOV KIVOUVOUL
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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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