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AIIO®AXH
O ANAITAHPQTHX YIIOYPI'OX AI'POTIKHX ANAIITYEHX KAI TPO®IMQN

"Exovtag voyn:

1. Tov Kavoviopo (EE) apf. 528/2012 tov Evponaikod KowoBoviiov kot tov Zvpfoviiov g
22ag Maiov 2012 oyetkd pe ™ Owdbeon omv ayopd Kor T ypnon Ploktovev Kot
ovykekpyéva ta apBpa 34 ko 86.

2. Tov Kavoviouéd (EK) apif. 1272/2008 tov Evponaikov KowvofovAiov kot tov Zvppfoviiov
™mg 16™ AekepBpiov 2008, «yio v TaEvOUNGT, TV ETIGHUAVGT KOl T GLGKELAGIN TOV
OVCIAV KOl TOV HEYUAT®V, TNV TPOTOTOINGN Kol TV Katdpynon twv odnylov 67/548/EOK
Kol v tpomonoinon tov kovoviouoV (EK) apif. 1907/2006», 6mwmg tpomomombnke Kot
oL

3. T dwrtdEerg tov IL.A. 205 (PEK 160/A/16-7-2001) “Eyxkpion, didbeon ommv ayopd Kot
EAeyY0G PlOKTOVOV TPOTOVT®V, GE CLUUOPPMOT Tpog TV odnyio 98/8/EK tov Evpwmaikod
KowopovAiiov kot Tov Zupfoviiov” kot e10tkdtepa 10 apbp. 26(2).

4. Tig dwtdeg tov IL.A. 90/2010 (OEK155 /A'/7-9-2010) «Tpomomoinom kot GLUUTANP®OT
dwrdéemwv tov TLLA 205/2001 (A" 160) «Eykpion, owdbeson omv ayopd kot €AEYYOC
Broktéveov mpoidviov oe coppdpewon mpog v Odnyio 98/8/EK 100 Evpomaikov
Kowopoviiov kot tov XvpfovAiov» Omm¢ 1oyvel, o€ cLUUOpPwon mpog T Odnyieg
2009/84/EK, 2009/85/ EK 2009/86/EK, 2009/87/EK, 2009/88/EK, 2009/89/ EK,
2009/91/EK, 2009/92/EK, 2009/93/EK, 2009/94/ EK, 2009/95/EK, 2009/96/EK,
2009/98/EK, 2009/99/ EK, 2009/107/EK, 2009/150/EK,2009/151/EK,2010/5/EE, 2010/7/EE,
2010/8/EE, 2010/9/EE, 2010/10/EE «a1 2010/11/ EE tng Emtponng.» coppwva pe 10 onoio
katoyopnnke ota IMoapoaptiuota I kot TA tov ILA. 205/2001 m Opaoctiky] ovcia
brodifacoum.
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5. Tnv é€ykpion tov mpoidvtog BRODITOP WAX BLOCK, mov éhafe oto Hvopévo Bacilelo
(R4BP3 ASSET NUMBER: UK-0008888-0000) copemva pe to dpbpo 20 tov Kovovicpov
(EK) ap16. 1272/2008 .

6. To ILA. 70 (DEK 114/A/22-9-2015) xou €wikdtepa to apbp. 4 «Xvotaon Ymovpyeiov
Aypotikng Avantuéng kot Tpoeipwvy»

7. To ILA. 73 (®EK 116/A/23-9-2015) «Atopiopog Avturpoédpov g KuBépvnong, Yrovpyov,
Avaminpotdv Ymovpydv kot Y QuTovpydvy.

8. Tn pe apBu. Y26/6.10.2015 (PEK2144/B/06.10.2015) amdgacn avdbeong approdloThTmv
otov Avaninpot) Yrovpyd Aypotikng Avarntuéng kot Tpoeipwv Mdapko Mrdrapn.

9. Tn ue apd. 6252/78481/2015 (PEK 1503/B’/17-7-2015) omdeacn tov Avominpmti
Ymovpyoh Aypotikrig Avamtuéng kou Tpooipwv, «Metafifacn otovg I'evikovg I'pappateis,
[Tpoiothpevoug T'evikng AwevbBuvong, Ilpoictéupevovg Aedbvvone, wor Ilpoictapévoug
Tunpotog Tov dikodpatog vo voypdeovy pe «Eviodn Avarinpwt) Ymovpyoumy»

10.Twg pe oapBu. mpot. 8651/98471/11-9-2015 wor 832/10698/27-1-2012 autioelg g
evolapePOLEVC ETOUPTOG.

Anogacilovpe

I. Xopnyooue opiotikny €ykpion pe apbud TII14-0099 cto Ploktovo (TPOKTIKOKTOVO) UE TO
akolovba ototyeio:

[y

. Epmopwko6 évopa: BRODITOP WAXBLOCK, ZAPIKILL WAXBLOCK
. Mopon: Etoiudypnoto d6rhoua oe knpodelg kofovg (BB).
. Eyyonuévn oovBeon: brodifacoum 0.005 % B/B
BonOntikég ovoleg: 99,995% P/
[leptéyer 1OV MKPOVTIKO —amOTPEnTIKO mopdyovto: denatonium
benzoate
YPOU: UTAE

W N

N

. EAdypiotn meprektikdTnTe TG TEYVIKG KOOUPNS OpaoTIKIS 0VGiagS, 68 KaOapn OpaoTiIKI)
ovoia: 95%

9

. [lapaokevaoti)g TG 6.0.: Pelgar International Limited (Hvouévo BaciAeio)

a

a. Karoyog g éykpiong: Zapi S.p.A. via Terza Strada, 12 35026 Conselve (Padova) Italio
B. Yrev0vuvog emkowvoviag: ANOPI'KAXHM A.E., Movpouln 9 AGHNA 10674
v. Yrev0vvog Yo Tnv TEMKN 606Kevaoio Kot onjpavor): O KAToyog g £YKPLong

7. MopaockevaoTg T0V 6kevdoportos: Zapi S.p.A. via Terza Strada, 12 35026 Conselve
(Padova) ItaAia

0

. Epyoctaow mopaockevis 10V okevdopatos: Zapi S.p.A. via Terza Strada, 12 35026
Conselve (Padova) ItaAio

9. Epyoctdolo ovokevaciog Tov okevdoparos: Zapi S.p.A. via Terza Strada, 12 35026
Conselve (Padova) ItaAia

I1. Eykpivoope v covnuuévn Tlepiinyn Xapokmmpiotikov [Ipoidvtog, OTmg ot EMGVVATTETOL
KOl ATOTEAEL OVOTOGTOGTO LEPOG TNG TOPOVONG ATOPAUCTG
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II1. Kataotipoto tdinong

Ot ovokevacieg péyxpt 500yp Bo mAOVVIOL OO KATOCTHUOTO EUTOPIOG YEMPYIKOV
QOPUAK®V Kol omd Qappokein g 1010itepovg xdpovs (pdeia, tpodnkKeg KAT) aALL poKpLd
amd TPOQO Ko KoAAuvTikd. Ot vmoOlouteg ocvokevacieg Bo mwAodvior poévo amd
KOTOOTNUOTO EUTOPIOS YEOPYIKDOV QAPUAKDV.

Y11 ovokevacieg mov mpoopilovtal HOVO Yo EmAYYEAUATIKY Yprion Ba avaypdoeetal
opaon «Emtpénetor n mOANGN TOV 68 Guvepyeio LLoKTOViag oV £xovv GdE amd T0 Y.
Aypotikng Avantoéng kot Tpopipmvy.

IV. HM . AHEHX - OPOI ANAKAHXHY — [TIPOXTAXIA AEAOMENQN

a. H mapodoa £ykpion woyvet péypt 27-01-2019.

B. Ilpwv ™ ANéEn ¢ mapovooc £ykpione, LIOPAAAETOL OO TOV KATOYO OVTNG, €p° OGOV
evolapépetal, aitnon avovémong, copewvo pe to apbpo 31 tov Koavoviepov (EE) apif.
528/2012 ko copgpmva, pe tov kot eEovcstoddtnon Kavoviopd (EE) apf. 492/2014.

v. ['a v mpoctacio kot kKowvoypnoio tov dedopévev epapudlovral to dpbpa 59 g kol 64
tov Kavoviopot (EE) apf. 528/2012.

0. H mapovoa €ykpion pnopet va avaxindei onotadnmote otiyun) €v ot 6pot yio TV amdKTnon
™G éykplong oev mAnpovvtal M émoyov va TAnpovvtal 1 moapacyEdnkav mAactd M
TOPOTAOVNTIKA oTotyeln fAcel TV omoimv yopnynnke avt.

V.TENIKEZX YIIOXPEQXEIX

I. O xdatoxoc g £ykpong &ivor LRTOYPEOUEVOG GE  OMOLONTOTE YPOVIKY OTIYUN Vo
evnuepovel v Apudota Apyn yuoo omoleconmote dvopeveig emdpacelg otov dvBpmmo 1/
Kot to mePPaArov mov mepmABav oE YvAdGN TOL amd TNV YPNoN Tov TTPoidvtoc. Tvydv
amoOKpLYN OGS TETOWG TANPOQOPiag amoTeAel odiknuo Kot OLOKETOL TOWIKA EVO
TOPAAAN A avoKoAeiTtal 1) €yKpion).

2. O xkdrtoyog g éykpiong Ba mpémet va dSatnpel GLVEYDOSG EVIIULEPOUEVOVS TOVG PAKEAOVS TOV
OKELAGHOTOC TOL TNPovVIOL otV Apuddi Apyn une Pdaon ta vedtepa EMGTNLUOVIKA
ded0OUEVA Y10 OTTOLOONTTOTE LEAAOVTIKT] EMOVEEETOON.

3.  H dwaenuion Tov 6KELAGHOTOS EMTPEMETAL LOVO EPOGOV Eival GOUE®YT LE TOLG OPOVS TNG
£YKPIOTG TOV OKEVAGHOTOG KOl TNV 1oyvovca vouobeaia.

4. H etnxéta o mpémer vo givor cvpewvn pe to dpbpo 69 tov Koavovicpov (EE) oapib.
528/2012 won pe v ovvnuuévn Ilepiinyn Xoapaxtmpiotikav [Ipoidvrog mov amoteet
OVOTOGTOGTO KOUUATL TNG TOPpoVGOS OTOPUGTC.

VII. Mg v mapovca £ykpion avakoieitor amd v 13/10/2015 1 v apd 4102/19-12-2006, Gocio
Kukhopopiog tov Proktovov (tpwktikoktovor) BRODIFACOUM ZAPI 0.005 BB
(0pacTtikny ovcio: brodifacoum 0.005%), n omoio yopmynOnNKe pe ™ HE Op. TPOT.
123983/19-12-2002 amdpaom pag pe Karoxo £ykpiong v Zapi Industrie Chimiche S.p.A.
[ to vEdpyovta amobEpata Tov avVOTEP® GKEVAGHOTOG:

o. Anayopedeton and v 13/4/2016 1 Tipordynon and Tov KATOYO TG EYKPIONG TPOG OAN TO
onpeio TOANONG Ko

B. Alveton ypovog evoc étovg (éwg v 13/10/2016) ywoo v moOAnon tovg ond To
KOTOOTAUOTO MOVIKNG TTOANGNC KO TN YPNOT) TOVG OO TOVG KATOVUAMTEG.

Toyov aobBeteg mocdmreg petd v 13/10/2016 cvykevip®voviol omd ToV KATOXO TNG
EYKPIONG Y10 ETOVOEENYMYN N OCQOAT KOTAGTPOPN, LE SATAVES Kot €0OVVT avTOV.
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Ytou¢ mopofdteg TG TOPOVCHG EMPAAAOVTOL Ol TOWIKEG Kol OLOIKNTIKEG KUPMDOELS 7OV
nmpoPAémovtor amd ta apBpa 31 ko 32 tov N.721/77 (PEK A’ 298), 6nw¢ tportomombnke pe 1o N.
2538/97 (PEK A’242).

H IIPOIXTAMENH THX
I'EN. A/NTHX

E. AGANAXOIIOYAOY
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Hepiiqyn Xapaktnprotik®@v Ipoiovrog
BRODITOP WAXBLOCK

Zehida 5 and 14



1. A101knTIKESC TANPOPOPIES
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1.1 Epmopikn} ovopocio Tov Tpoiovrog

Epmopuci] ovopacia

Xopa (Katd tepintmon)

BRODITOP WAXBLOCK EALGOa
ZAPIKILL WAXBLOCK EA\Gda

1.2 Katoyog tng adeiag
Ovopa kot d1evfvvon Tov KaTdYoL ‘Ovopa Zapi S.p.A

g adeiog

AwvBvven |Via Terza, Strada 12, Conselve (PD),

Italy
ApOpog adeiog TI114-0099
Hpepopnvia ékdoong 13/10/2015
Hpepopnvia AMéng 27-01-2019.
TG GOEL0CS

1.3 TlopaokevaosTi|g TOV TPOIOVTOG

‘Ovopa TopaoKELACTI)

Zapi S.p.A

Aed0vvon TapookevaoT

Via Terza, Strada 12, Conselve (PD), Italy

AwevOvvon gpyootaciov
TOPUCKEVNG

Zapi S.p.A , Via Terza, Strada 12, Conselve (PD), Italy

1.4 Tlopaockevaostiis (£5) ™S (TOV)

OpaoTIKIG (OV) ovoiag (1V)

ApaoTIKI] ovGia

Brodifacoum

‘Ovopo TopaoKELOGTY)

Pelgar International Limited

Aed0vvon TapookevaoT

Unit 13, Newman Lane
Alton, Hampshire
GU34 2QR

United Kingdom

Awev0vvon gpyootaciov
TOPUOCKEVNG

Onwc mopoamdveo

2 2vv0son mpoiovToc Kol TOTOS CKEVAGHATOC
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2.1 IowoTikég KOl TOGOTIKES TANPOPOPIES Y10 TNV 6VVOEST TOV TPOIOVTOG

AAA: 7TH4AWP4653IT-=IP

Kowo Ovopooio katd Apéon CAS EC number |IIgpiektt
ovopa IUPAC number KON TO
(“o)

Brodifacoum |3-[3-(4’- ApacTikn 56073-10-0{259-980-5 |0.005

bromobiphenyl-4-yl)- |ovcia

1,2,3,4-tetrahydro-1-

napthyl]-4-

hydroxycoumarin
Denatonium [[2-(2,6- Amotpentikdg|3734-33-6 |223-095-2  (0.001
benzoate dimethylanilino)-2- TapAy®V

oxoethyl]-diethyl-

(phenylmethyl)azanium|

benzoate
XpwOoTIKN -- - --- -—- -—-
UTAE

2.2 TOmog OKEVAOHATOS

Etowéypnoto d6Ampa e popen knpwoov kofov (BB)

3 Eykekpiuévec ypneeic

[Tivoxag 1. Xpnon # 1

TYmog mpoiovrog

TI114

Omov givan 6YETIKO,
axpipis meprypan g

TpOKTIKOKTOVO Y100 L1 ETOYYEALOTIKN KOl ETOYYEALOTIKT XPNON
0€ EGMTEPIKOVG YMPOLG KOl YUP® O KTIPLoL KOt EMLONG Yo

EYKEKPIUEVIG XPAONG  |yprion G& VTOVOLOLG (LOVO ETAYYEALATIKY YPTioN)

X16y0g Rattus norvegicus (Apovpaior)

(oopmeprioppavops Mus musculus (ITovtikot)

VOV TOV 6T¢d10V

avantoéng)

Iedio epappoymc Xpnon v ecmTePKoVg Kot eEmteptkons (Lovo yopm and Ktipla)

AOPOVG
Xpnon o€ vTOVOOVG (LOVO Y10l ETAYYEALOATIKY ¥P1ION)

Zehida 7 and 14
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M£00d0g (ov)
gpappoyg

Erayyelpatuc) ypiion

Evto¢ dolopatik®dv otabumv 1| oe KaAvppéva onueior SOA0oNG.
Evtog avoktav doyelwv/orapdikio (LOVo Yo xpron o€
VTTOVOLLOLG)

Mn emayyelpotikng ypnon

[Ma ypnon Katd TV TOVIIKAOV, EMTPETOVTOL Ol EUTOPIKA
dwféoipot dohwpatikol otadpol (€Tolol 1] ETAVATANPOCIUOT) 1
ePappoy” o€ Kohvppéva onpeio S0 moNG.

[Ma xpnon evavtiov apovpaimv, emTpénovtal ol EUTOPIKE
dwféoipot dohwpatikol otadpol (€Tolot 1] ETAVATANPOGCILOL) 1
ePapLoy” o€ Kolvppéva onpueio S0AmoNG.

[Ma tovg apovpaiovg Kot TOVG TOVTIKOVS, TO dOAMUL Ba TpEmeL va
TOPEXETOL GUOKEVAGUEVO, TEPLEYOVTOS TNV TOGHTNTO OOAMDLLOTOG
mov amatteiton yio £va onpeio d6Among (gite yio apovpaio gite yio
ovtikd). OLOKANPM M GLokeLOGio O TPETEL VAL TEPLEYEL TO TOAD
1,5 xihd dordpoatoc. Ot dormpotikol otaduoi / Ta onueio
d0AmONG TOMOHETOVVTOL YEPOVOKTIKA GTNV TPoSPePAnuUéEVN amd
TPOKTIKG TepLoyn. 1davikd, dolmpatucol otabpol Oa Tpénet va
elval otepemUEVOL GTO £00LPOG.

Mnv avoiyete to QaKELAKLO [LE TO SOAMLLOL.

To mpoidv dev mpémel moté va tonobeteitan Tvyaio.

Adon ko cvyvotTnTa
EQAPPOYNS

"o TpocPolrég amd moviikovs ypnolonoteiote puéypt 50 yp.
doAopatoc ava Béon d0hwonc. Torobeteiote Tig BEcelg dOAmONG
K&Oe 5 pétpa, LEUDVOVTOG TV OTOGTACT| GTO 2 UETPOL OE TEPLOYES
Le cofapr| Tposfoin.

[ TpocPolrés amd apovpaiovg ypnoomoteiote péxpt 100 yp.
doAopatog ava 0éon d0hwonc. Torobeteiote T1g BEcEIg dOAWONC
KkdOe 10 pérpa, peidvovTog TV omdGTacT 0T 5 HETPA GE TEPLOYES
Le coPapr| TPocPoAn.

Mo TpocPoréc amd apovpaiovg o€ VITGVOUOVG, XPNCLUOTOLEITTE
uéxpt 200 yp. SoAdHOTOG avd 0Eom 00A®ONG (LOVO ETOYYEALATIKY|
XpoN).

Kdavete Taxtikég embempnoeic towv 0écemv 00Among (cuvicTdTon
KkdOe 3 1 4 NUEPEC) KOt OVATTANPOVETE TO SOAMUATO TOV EYOVV
eaymBel amd To TPOKTIKA 1) KoTaoTpaPEl amd vepd 1 Aepwbet.

2TIC TEPLOYES OTOL VTLAPYOVV EVOEIEELS AVATTVENG AVOEKTIKOTNTOG
G€ CLYKEKPUUEVEG OPOCTIKES 0VTiES, Ba Tpémetl va amo@evyeTon 1
pNon Tovs. [a va eleyyBel n eEdmimon g avBekTikOTTOC,
GUVICTATOL VO YIVETOL EVOALOYT TOV SOADUATOV YPNCLLOTOIDOVTOG
OLPOPETIKEG AVTITNKTIKEG OPUCTIKES OVGIES.

To mpoidv dev mpénetl moté va torobeteitan Tuyaia.
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Katnyopia () Emayyeipatikn xprion

APNCTAOV Mn Erayyehpotikn (Epactteyvikn) ypnon
MéyeBog kan £idog Mn erayyehpoTisg ypRoTeg
OVLOKELUGLOG

"Etopog mpog xpnom S0AmpUatikdc otafudg Le eTIKETO Kot
Tpoctacia amd TV Tapapioscn, Yo moviikovg (repiéyetl KHovg
tov 10/20/25/50 yp.) — péxpt 50 yp. d6Amp0.

"Etoog mpog xpnom S0AmpUatikdc otafudg te ETIKETO Kot
npooctocio and v mapafiaon, yo apovpaiovs (mepEyet KOPovg
tov 10/20/25/50/75/80/ 100 yp.) — uéxpt 100 yp. d6 0.
Tonopévo yaptivo Kovti mov mepiEyet 1 €Too mpog ypnon
dorAmuUaTIKO GTOOUO PE ETIKETO KO TPOSTAGTO 0Tl TNV
napafiocn, yio tovtikoig (mepéyet kOPovg twv 10 /20 /25 /50
vp.) — u€xpt 50 yp. dOAmua.

Tomopévo yaptivo Kovti mov mepi€yet 1 £roo mpog yprion
SOA®UATIKO GTOOUO UE ETIKETO KO TPOGTAGIO 0Tt TNV
napaPiocn, yio apovpaiovs (tepiéyetl kofovg twv 10/20/25/
50/75/80/100vp.)— péxpt 100 yp. 30 mpuaL.

ToroUEVO YAPTIVO KOLTL TOL TEPIEXEL ETOYLOVS TPOG YPTION
Jd0A®POTIKOVS 6TAOHOVE e ETIKETO KO TPOGTAGTA ol TNV
napofiocn Ko wepieyopevo puéxpt S0 yp. d0Amua og KOPOVG, Yo
TovTiKovs (meptéyet kKOPovg twv 10 /20 /25 /50 yp.) — uéypr 1
KILO dOA®UAL.

Tomopévo yaptivo KouTti ToV TEPIEYXEL ETOYLOVG TPOS XPNON
doA®poTIKoVS oTafoVS e ETIKETO KO TPOSTAGTR ol TNV
napafioon Kot mepeyopevo péxpt 100 yp. d0Ampa oe KOBovg,
v apovpaiovg (mepi€yet kOPovg twv 10/20/25/50/75/80/
100 yp.) — uéxpt 1 kA6 o6 ®LOL.

Tomopévn N pe eTikéta TAACTIKY coKOVAN (TEPIEXEL KOPOVS TV
10/20/25/50vp.) yia movtucovg — péypt 1 Kihd d0Ampa.

Tomopévn N pe eTikéTa TAACTIKT cOKOVAN (TEPIE)XEL KOPOVE TV
20/25/50/75/80/ 100 yp.) yia apovpaiovg — uéypt 1 Kidd
dOAmUOL.

Tomopévo N pe etikéta mhaotikd Balo (mepiéyel koPovg twv 10 /
20/25 /50 yp.) yuo movtikovg — péypt 1 Kihd doAmpa.

Tonopévo N pe etkéta Thaotikd Balo (tepiéyetl kvfovg twv 20 /
25/50/75/80/100 yp.) yia apovpaiovg — uéxpt 1 K1Ad
dOA®LOL.

Tonopévn N pe etkéta TAaSTIKN ELAAN (Tepiéyetl KOPovg tov 10
/20/25/50vp.) yia moviikovg — puéypt 1 Kilod dOAmuaL.
Tomopévn N pe eTikéta TAACTIKY QLAAT (Tepéyel KOPovg twv 20
/25/750/75/80/100 yp.) ywo apovpaiovg — péxpt 1 Kido
doAmUO.

Tomopévn N pe etikéta petaddikn kovoépPa (mepiéyetl KOPovg
tov 10/20/25/ 50 yp.) yio moviukodg — péxpt 1 Kihd d0AmpaL.
Tonopévn 1 pe etkéra petaAliky| koveépPa (rtepiéyet kKOouvg
tov 20/25/50/75/80/100 yp.) yuo apovpaiovg — péxpt 1
KILO SOAMULAL.

Tomopévo KouTi te 1| YOpic ECOTEPIKT ATVTMOTN TAUCTIKY|
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cakovla (mepi€yetl kufovg twv 10/ 20/ 25/ 50 yp., x0dnv 1 o€
OTOKG GOKOVAAKLO SOADUATOG) Y10 TOVTIKOUG — UéypL 1 KA
dOAmUOL.

Tonopévo Kouti pe 1 Yopilc ECOTEPIKN ATVTMOTN TAACTIKY|
ocaxoVAa (Tepiéyet kOPovg twv 20/ 25/ 50/ 75/ 80/ 100 yp.,
YOOV 1 GE ATOLKA GOKOVAAKLO SOAMUATOC) Y10 ApOVPOioVg —
péypt 1 Kikd S0 mpa.

Tonopévo N pe etikéta TAactikd doyelo (Tepiéyel KOBovg TV
10/20/25/50 yp., x0onv 1 6€ ATOUIKE GAKOVAAKLOL
JOAMUOTOC) Yot TOVTIKOVG — HEXPL 1 KA dOAmLaL.

Toropévo N pe etwcéta TAacTiKO doyelo (mepéyetl KOPovs TV
20/25/50/75/80/ 100 yp., xddnv 1| G ATOUIKA COKOLAGKLOL
doAdpaTOC) Yo apovpaiovg — péxpt 1 Kikd d0AmpLa.

Enayyehpartieg yprioteg

[TAaoTIKOG KAOOG UE ETIKETA E 1] YOPIC ECMTEPIKN ETEVOLON
(meptéyer kOPovg twv 10 /20 /25 /50 yp., xddnv 1} 6€ OTOUIKA
COKOVAAKLO, SOAMUOTOG, 1] CUGKEVOGIEVOVG GE EGOTEPIKT|
TAOCTIKY GOKOVAO e TOVAQ IoTOV 1 KIAO S0 Ampa 1 Kabepio)
Yo TOVTIKOUG — p€xpt 15 Khd 06AmpLaL.

[TAaoTIKOG KAOOG HE ETIKETA e 1] YOPIC ECMTEPIKN ETEVOLON
(meptéyer kOPovg twv 20/25/50/ 75/ 80/ 100 yp., xbonv 1 o
OTOUIKE GOKOVAGKLO OOAMATOG, ) GUGKEVUGUEVOLS GE
ECMTEPIKT TAAGTIKN COKOVAM [LE TOVAGYIGTOV 1 KIAO dOA®MLO |
kaBepia) yio apovpaiovg — péxpt 15 Kk 66A®pLQL.

XAapTvo KIPOTIO PE ETIKETA LE ECMTEPIKN EMEVOLON (TEPIEYEL
KOBovg twv 10 /20 /25 /50 yp., x0dnv 1 o€ atopkd
GOKOVAAKLO, SOAMUATOG, 1] CUGKEVOGIEVOVG GE ECOTEPIKTY|
TAOGTIKT] GOUKOVAN e TOVAQ IoTOV 1 KIAO S0 Ampa 1 Kabepio)
Yo TOVTIKOUG — pEYpL 15 Khd 06AmpLaL.

XapTvo KIPMOTIO LE ETIKETO [LE ECMTEPIKT EXEVOVOT (TTEPLEYEL
KOpovg Twv 20/ 25/50/75/80/ 100 yp., y0dnv 1| 0€ aTOHIKA
COKOVAGKLO OOADUATOG, 1) GUCKEVOGUEVOVS GE ECMTEPIKY
TAOGTIKY] GOKOVAM e TOVAAyIoTOV 1 KIAG dOAmua 1 kobepio)
Yo apovpaiovg — péxpt 15 Kk d0Ampa.

Xaptvo KIPAOTIO e ETIKETA [LE EGOTEPIKN EMEVOLON (TTEPLEYEL
KOBovg Twv 100 / 140 / 200 yp. yuo xprion HOvVo e VTOVOUOLS) —
péypt 15 kikd d0Ampa.

Moo TIKOG KAOOG e ETIKETO LE ECMTEPIKT| EXEVOVOT) (TEPLEYEL
KOBovg Twv 100 / 140 / 200 yp. yua xprion HOVo e VTGVOUOLS) —
péypt 15 kikd doAmpa.

Tonopévo ¥apTivo KouTi e ECOTEPIKN ATOTMTY TAAGTIKN
cakovAa (mepiéyet kuPovg tav 10/ 20/ 25/ 50 yp.) ya
TOVTIKOUG — UéYPL 1 KhO S0 mpLa.

Tonopévo bptivo KouTi e ECOTEPIKN OTOTMTN TAAGTIKN
oakoVAa (Tepiéyet kOPovg Twv 20/ 25/ 50/ 75/ 80/ 100 yp.)
v apovpaiovg — péxpt 1 Kikd S6AmpLL.

Tomopévn N pe eTikéta TAACTIKT coKOVAN (TEPIE)XEL KOPOVE TV
10/20/257/50 yp.) yia movtikovg — péxpt 1 Kikd d6AmpL.
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Tomopévn N pe eTikéta TAACTIKY cOKOVAN (TEPIEYXEL KOPOVS TV
20/25/50/75/80/ 100 yp.) vy apovpaiovg — péypt 1 Kidd
doAmUO.

Tonopévn N pe etkéra mAactikn ELaAn (tepiéyetl koBovg tmv 10
/20/25/50yp.) yia moviikovg — péypt 1 kikd d0Ampo.
Tonopévn N pe etkéta TAaoTiKn ELAAN (Tepiéyetl kKOPovg Tmv 20
/25/50/75/780/100 yp.) yio apovpaiovg — uéxpt 1 K16
YN

Toropévn N pe etikéra petadldikn koveépPa (tepiéyet KOPovg
tov 10/20/25/50 yp.) yio moviukodg — péypt 1 Kihd d0AmpLaL.
Tomopévn N pe etikéta petadAiky| kovoépPa (tepiéyet kKHovg
tov 20/25/50/75/80/ 100 yp.) yuo apovpaiovg — péxpt 1
KILO dOA®UAL.

"Etowpog mpog yprion SoAmpotikds oTabpog pe eTicéta ko
TpooTacia amd TNV Tapafiost, Yo moviikovg (repiéyetl KHovg
tov5/10/20/25/50vp.) — uéxpt 50 yp. S0 mpo.

"Etopog mpog xpnom S0AmpUatikdc oTafudg e ETIKETO Kot
mpoctacia amd TV mapafiooc, yio apovpaiovs (meptéyel KOPovg
tov5/10/20/25/50/75/80/100 vp.)— puéypr 100 yp.
doAmUO.

Tomopévo yaptivo Kovti mov mepi€yet 1 £roo mpog yprion
SOA®UOTIKO oTAOUO e ETIKETO KOL TPOOTOGIO 0O TNV
napafioon, yio moviikovg (tepiéyet kofovg tv 5/ 10/20/25/
50 yp.) — péypt 50 yp. S6Amp0L.

Tomopévo yaptivo kovti Tov mepiéyet 1 £roo mpog ypnon
doAmuUaTIKO GTOOUO PE ETIKETO KO TPOGTAGIO Ot TNV
nopafioon, yio apovpaiovg (repéyet koPovg twv 5/ 10/20/25
/50/75/80/100 vp.)— puéxpt 100 yp. d6Ampa.

Tomopévo ¥aptivo KouTi ToL TEPIEXEL ETOWLOVS TTPOS YPNOMN
doAmpoTkoVS oTafovg e eTkéTo Kot Tpostacia and TV
napaPiocn Kot meplexopevo uéxpt S0 yp. d6Awmpa o KHPovg, yio
TovTikoUg (meptéyel koPovg twv 5/ 10/ 20/ 25/ 50 yp.) — uéypt
1 kL6 d6A L.

Tomopévo ¥aptivo KouTi TOL TEPIEXEL ETOLLOVS TTPOS YPNON
S0 ®UATIKOVS GTAOIOVC e ETIKETO KO TPOGTAGTO Ot TNV
napaPiocn Ko mepleyxopevo péxpt 100 yp. d6Ampa o€ KOBovg,
v apovpaiovg (mepiéyet koPovg twv 5/ 10/20/25/50/75/
80 /100 yp.) — péypt 1 k1hd 66w

Tonopévo N pe etkéta mhactikd Palo (rtepiéyet kvfouvg twv 10 /
20 /25750 yp.) yio movikovg — péypt 1 Kihod dOAmpaL.
Tomopévo N pe etikéta mhaotikd Palo (mepiéyel kvPovug twv 20 /
25/50/75/80/100 yp.) ywo apovpaiovg — péxpt 1 kKidko
doAmuO.

XTI GLOKELOGIES TTOL TPOOPILOVTOL LOVO Y10 ETAYYEALATIKT
xpron Ba avaypdoetor n epdon «Emtpénetor n ndinon tov o€
ouvvepyeio pookToviag Tov Exovv ddela omd 10 Y. AYpOTIKNg
Avantuéncg kot Tpopipwvy.
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4 AniMoGEIC EMKIVOVVOTNTAC KAl TTPOPVAAENC

Ta&véunon kot eMGNUAVGT ToL TPoidvTog cVIEmva Le Tov Kavoviopo (EK) 1272/2008

Ta&ivopnon
Koatnyopia kKivovvov -

Afrowon emKkivoovoTnTOag ---

Emonpavon

Ipocidomomtikn Aéln | --

Anhoogig —
EMKIVOUVOTTOG

Anidogig TpoOralng  P102: Makpid amd moudid.

P103: AwBdote Vv etikéTa TP omd T XPNoN.

P101: Edv {nmoete watpikn cupPouy, va €xete poli cog tov
MEPLEKTN TOV TPOTOVTOG.

P405: dvAidooetor KAEW®UEVO.

P270: Mnyv tpirte, unv mivete, unv komvilete, 0tav
XPNOLLOTOLEITE AVTO TO TPOIOV.

P280: No popdte npoctatevtikd yévtie [LOVo Yo emoryyeApotiec
ipfoTeg]

P301+310: XE IIEPIIITOQXH KATAITIOZHZ: KaAiéote apécmg
t0 KENTPO AHAHTHPIAXEQN 1) éva yiatpo.

Mopatipnon EmnpécOetn onfjpoavon
EUH208. ITepiéyet 1,2-Benzisothiazol-3(2H)-one. Mnopei va
TPOKAAECEL OAAEPYIKY| avTiOpao™).

Mo6Vo Yo ETIKETEC TPOIOVTOG Y10 EMOYYEALOTIES YPNOTEG:
EUH210: AgAtio dedouévav acpareiag TapEyeTol OGOV
{nnBet.

5 Oonyies yio Tyv ypijon
5.1 Odnyieg ypnong

Xpnon #1 —

Mn emayyelpotikng ypnon

Xehida 12 and 14



AAA: 7TH4AWP4653IT-=IP

[MAdvete ta x€plar Kol TO. OKGAVTTO. HEPN TOV GAOUATOG TPV amd KAOE yedUo Kol HETA TNV
EPAPUOYT.

[a ypnon povo oe meproyxég O6mov dev eivar dvvar M mpocPaocrm oe Ppéen, moudid, (oo
GLVTPOPLAS KoL LOa LN GTOYOLG.

Amotpéyte Vv tpdcsPacn 610 dOAmu amd Todld, TTnvd kot {do un otdyovg (Waitepa amd
OKVAL, YATES, YOIPOLG KO TOVAEPIKA).

Omnov givar dvvatdv, Ta dodmpata Ba Tpénet va ac@aiilovtal (e TPOTO MGTE VO LNV UTOPOVV
VoL AmopoKpLVOoHV.

Exto¢ kan av vrdpyel enifreyn and emayyelpotioo xpnotr, T AVIUTNKTIKO TPOKTIKOKTOVO, O
Bo mpémel Vo xPNGLOTOIOVVTOL OC HOVIHO SOAMUOTO. XTIG TEPIGGOTEPES MEPUTTMGELS, TO
VTN KTIKO 00A®Ua Oa Tpémel va emTHYEL TOV EAEYYO TOV TPOKTIK®OV £VTOG 35 NUEPDOV.
AvalntoTe Kol OmOUOKPUVETE TO VEKPE TPOKTIKG G TAKTO SLOGTNHOTA KOTA TN ObpKEW TNG
EPAPLOYNG, TOLAAYIOTOV KAOE @Opd Tov EAEYYETE KOUM OVATANPOVETE TO OOAMUOTOL.
Evdeyopévog va arorteiton kabnpeptvog EAeyyog o€ OPIGUEVEG TEPUTTAOCELS.

Noa amoppintete 1o vekpd TPOKTIKG COLPOVO [LE TOVG TOTIKOVS KOVOVIGHOVG.

Otav 10 TPoidv ¥pNCIUOTOLEiTOL 68 ONUOGIONG YMPOVG, Ol TEPLOYES EPUPUOYNG Ba Tpémel va
EMOTUOIVOVTOL YioL OAN TNV TEPIOS0 EPAPLOYNG KoL VO VILAPYEL EW00TOINGT KOTA KOG TOV
TEPLOY®V TOMOHETNONG TV SOAMUATMOV GTNV OTOold VO aVAPEPETAL O KIVOLVOG TPMOTOYEVODS
Kot OELTEPOYEVOVS INANTNPILOCTG OO OVTITNKTIKO TPOKTIKOKTOVO OTMG EMIONG KO Ol TPADTES
Bonbeleg o mepintmon dnAntnpioonc.

Otav ypnoyomotovviar dolmpatikoi otadpol aceaieiog, Oo mPETEL Vo avaPEPOVY EVKPIVMDG
ML TNG CLOKEVAGING TOVS OTL TEPLEYOLV TPOKTIKOKTOVA KoL vo, Unv mapafralovral.

Avridoto: Prrapivn K1 (vad wrpikn mapoakorovdnon)

Enroayyelpatucn ypiion

[Ma v emioyn Tov TpoKTIKokTdVOL oL Bal YpnoonomBel Ba mpémetl va AapfPdvetal vedym
1 KotdoTaon avOEKTIKOTNTAG TOL GTOYEVOUEVOL TANBVGLLOV.

To mpoidv pmopel va ypnotpomoteiton amd emayyeAlotieg ¥poteg HOVO GTaV YPNGLLOTOIOVVTOL
KOTAAAN A YavTia, ovBektucd ota ynukd (tpodiaypapdv EN 374).

Kotd v tomoBétmon tov ododopdtov Bo mpémer va AapPdavetor pépiuvo. MOTE Vo
ehaylotomoteitat o kivovvog Katdmoong tovg and moudld 1 dAra Lda.

Amotpéyte ™V mpdcsPact 610 S6AmUA omd Toudid, TTVA Kot (oo pn otdyxovg (Witepa omd
OKVLALA, YATES, XOIPOLE KOl TOVAEPIKA).

Omov givar dvvatov, Ta Sorodpata B mpémel va acporilovtal pe TpOTO OGTE Vo UV UIopoHV
VoL ATOHOKPLVOOHV.

21V mepinTmon g ¥PNoNG TOL TPOIOVTOG GE VITOVOLOLGS, TO dOAmUN Ba Tpémel va
tomofeteitan Katd TPOTO MGTE VO TPOGTATEVETAL QIO TANULUVPO 1) LETATOTLON).

Extog ko av vmapyet enifreyn amd emayyelpotio ypoTy, T0 OVIUTNKTIKG TPOKTIKOKTOVA 08
Ba mpémer va ypNOUOTOOVVTAL OC HOVIHLK OOADUOTO. XTI TEPIOCOTEPES MEPUITAOGELS, TO
AVTIINKTIKO SOA®UO Bo TPEMEL VO EMTUYEL TOV EAEYXO TMOV TPOKTIIK®OV €VTOG 35 MUEPDV.
Epdcov n dpactnplotta Tov TpOKTIKOV cuveyiletal HeTd TO TEPOS TV 35 Nuep®v, Oa tpénet
Vo TPOGOoptoTel 1) Thovy outicL.

Avalntote Kol OmOpaKPOVETE TO VEKPE TPOKTIKA GE TOKTO OLOCTNLOTO KATA T OLAPKELD TNG
EPAPLOYNS (EKTOG TNG YPNONS GE VIOVOUOVG), TOVAUYICTOV KAOE @opd mov eAéyyete Koum
aVOTANPOVETE TO. OoAGpaTe. Evdeyopévog va amatteiton kabnuepvog ELeyyog o€ OPIGUEVEG
TEPIMTAOGELC.

Noa amoppintete 1o VEKpE TPOKTIKG COUPOVO [LE TOVG TOTIKOVS KOVOVIGUOVG.

Otoav 10 Tpoidv ypnoiponoteitor 6e dNUOGIONG YDPOVGS, 0L TEPLOYES EPaPLOYNS Ba Tpémet va
emonuatvovtatl yioo OAN v wePiodo EQaPUOYNS KO Vo VITEPYEL £100TOINCT KOTA UNKOG TOV
TEPLOY®V TOMOHETNONG TV SOAMUATMOV GTNV OTOlo VO aVAPEPETAL O KIVOLVOG TPMOTOYEVODS
Kot OELTEPOYEVOVS dNAnTnpioong amd OVIUTNKTIKO TPOKTIKOKTOVO OME EMIONG Kol Ol TPMTEG
Bonbeleg oe mepimtwon omAnmpioonc. Otav  ypnoipwomolovvion dorwpotikoi otadpoi
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acQoAEing, o TPEMEL VO avVAPEPOVY EVKPIVMG €T TG CLOKELOGIOG TOLG OTL TEPIEXOVV
TPOKTIKOKTOVO Kot vo, unv wapafralovrol.
Avrtidoto: Brrapivn K1 (vrd wrpikn mapoakorovdnon).

5.2 AvarvTikd otoyyeio Yo Tic mOavEig Gpueces 1 EPPECES TOPEVEPYEIES KO Y0 00NYieg
TPAOTOV fonderdv KaOAOS KoL Y10 EKTOKTO PETPA TPOCSTUGIOS TOV TEPPAALOVTOG

H Bpodwpaxkovun (brodifacoum) eivar éva avtimnktikd mov vOSYOUEVMG VO TPOKAAEGEL
opoppayia. H évapén g apoppayiog pmopet va kabooteproet yia apKeTEG NUEPES HETE TNV
ékbeon. Av dev vmbpyet evepyn owoppayio, o mpémer v kotopeTpnbel o ypdvog
nwpoBpopufivng (INR) otnv epepavion tov meprotatikod kot o 48-72 dpeg petd v €kbeon. Av
o xpovog mpoBpoufivne (INR) eivar peyorvtepog ond 4, yopnynote 5-10 mg Prrapivng Kl
(putopevadovn) péow apyng evooeAéPiag £yyvong (100 pg/kg copoticod Bdpoug yio moudid).
Evdeyopévaog va ypewaoctel Ogpaneion pe Prrapivn K1 (omd 10 otopa 1 evdooprefing) yio
apkeTég efdopdoeg

TnA Kévtpov Aninmpidoewv: 210 7793777

5.3 Odnyieg Yo TV a.c@air] 6130€on TOV TPOIOVTOS KL TNG GVGKEVUGING TOV

ATOHOKPUOVETE OLOL TOL SOAMUOTO LETA TNV EQAPLLOYY| KOL ATOPPIYTE TO GOUPOVO LE TOVG
TOMKOVS KOVOVIGUOVG

Ta vekpd TpOKTIKA Kot TO OOADUATO €KTOG OOAMUATIKOV otabudv OBo mpémer va
OTOLLOKPVVOVTOL [LE TN YPNOT TPOSTUTEVTIKMVY YOVIUDY

5.4 ZouvOnkeg amoOnkevong kot xpovog LoNS TOL TPOTOVTOS VIO KAVOVIKES GLVOKES
amoOnkevong

dvra&te to o€ dpooepod, ENpo, Kald aepllOUEVO YDPO
dvra&te To pokpld amd To PG,
Xpovikn ddpkela oTadepodTNTOG EVTOG TG CLOKELAGING UEXPL 2 YpdVIa

6 Alleg minpopopies
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