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KAI TPOOIMQN

FENIKH A/NZH BIQZIMHZ OYTIKHZ NAPATQrHz
A/NZH NPOITAZIAZ OYT. NAPATQrH:

TMHMA OYTOMPOITATEYTIKQN &
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TELEFAX: 21092 12 090 35026 Conselve (PD)
NAnpodopieg: B. Bayiag-A. MacéAouv ITAAIA

TnAédwvo: 210928 72 41- 210 92871 66

(A tng ANOPTKAXHM A.E.

MoupouUin 9,
10674 ABrva)
OEMA:«Xopnynon opLoTLKNG £YKPLONG
81aBsong otnv ayopd Tou
BLOKTOVOU (TPWKTLKOKTOVO)
okevaopatog DIFETEC P-29F» KOIN.: ANAPTHTEA 2TO AIAAIKTYO

ANOOAzH
O YNOYPIroz ArPOTIKHZ ANANTY=HZ KAl TPOOIMQN

‘Exovtag umoyn:
1.

Tov Kavoviopo (EE) aptB. 528/2012 tou Eupwraikou KowvoBouliou kot tou SupBouAiou tng
22a¢ Malou 2012 oxetkad pe tn Owabeon otnv ayopd Kal tn Xpron PBLOKTOVWY Kal
OUVKEKPLUEVO Ta ApBpa 34 kot 86.

. Tov Kavoviopo (EK) aptB. 1272/2008 tou Eupwnaikol KowvoBouliou kat tou ZupBouliou

¢ 16" AekepPpiou 2008, «yia TNV TASWWOUNGCN, TNV EMUOAMAVON KOL T CUOKELAOLO TwV
OUCLWV KaL TWV KELYUATWY, TNV TPOTOMOoLNoN Kal TNV Katdpynaon Twv odnywwv 67/548/EOK
KaL TNV tpomomnoinon tou kavoviopou (EK) aptB. 1907/2006», 6mwg Tpomomnolonke Kat
LOYUEL.

. Tig OSwtagelg tw™g KYA 4616/52519 (DEK  1367/B/16-5-2016) «KoBoplopog

OUMMANPWHATIKWY UETPWV yla tnv edappoyn tou Kavoviopol (EE) apB. 528/2012 tou
EupwmnaikoU KowofouAiou kat tou ZupBouliou, tng 22a¢ Maiou 2012, OXETIKA HE TN
61aBeon otnv ayopd kal tn xprion BLOKTOVWYY.

. T duatdgelg tou M.A. 52/2009 (OEK71/A/8-5-2009) «Tpomomnoinon Kot GUUTARPWON TwV

Slatagswv tou M.A. 205/2001 (160/A) «Eykpion, StaBeon otnv ayopd Kal EAeyX0G
Bloktévwy mpoidviwy, o cUUUOpdPwWaon TPog tnv odnyia 98/8/EK tou Eupwmnaikol
KowoBouAiou kat tou ZupBoulAiou» OTwG LOXVEL, 0€ CUUUOPPWON TPOG TLG 0dNyieg
2008/15/EK, 2007/69/EK, 2008/16/EK, 2008/86/EK, 2008/75/EK, 2008/78/EK, 2008/81/EK,
2008/80/EK, 2008/79/EK, 2008/85/EK, 2008/77/EK kat 2008/70/EK tn¢ Emutponng»
oUpdwva Pe To omoio kataxwpnOnke ota Napaptiuoata | kat IA tou M.A. 205/2001 n
S6paotikn ouoia dipevakouun (difenacoum).
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5. Tnv ekteleotkr] anddaon tne Emcpornic 2014/397/EE tng 25" louviou 2014 (L186) yia tnv
mapatoon TNG nuepounviag Anénc tng €ykplong g SidpeBelalovng kat Sipevakoupng
(difenacoum) yia xprjon o€ Bloktova Tou TUTIoU PoilovIwy 14.

6. Tnv €ykplon tou mpoiovtog Bonirat Pasta Fluo-NP, mou €\afe oto Hvwpévo Baoilelo pe
oplOpd UK-2013-0722 (R4ABP Asset No: UK-0000277-0000 / 22-02-2013), cUpdwva HE TIG
Slatatelg tou apbpou 29 tou Kavoviopol (EE) aptb. 528/2012, 6nmwg TpomomnoL0nke Ue To
ur’ ap. éyypado 2017/192247 tyv 23/05/2017.

7. To MN.A. 70 (OEK 114/A/22-9-2015) kat edikotepa 1o apbpo 4 «Ivotacn Ymoupyeiou
AypoTikn ¢ Avamtuénc kot Tpodipwv»

8. Tn ue aptB. 1606/16641 (DEK 629/B/1-03-2017) Anodaon tou Yrmoupyou Kat Ydumoupyou
YNAAT «MetaBifaon tou Sikatwpatog untoypadnig «ue evtoAn Yroupyou kat Youroupyou»
otouq: Tlevikd Tlpappoatéa, levikd Tpappatéa Aypotikng MoAttikng kat Awaxeiplong
Kowotikwv MNopwv, Mpoiotapévoug levikng AlevBuvong, Mpoiotapévoug AlevBbuvong,
Mpotlotapevoug TuRuatog kat YrieuBuvoug MNpadeiou Tou Yroupyeiou Aypotikig Avarmtuéng
kat Tpodipwv».

9. Tnv urt’ aptd mpwt. 8373/80952 / 26-7-2017 aitnon tng evéladepopevng etatpiag.

Anodacilovpe

I. XopnyoUpe oplotikn €ykplon e aplOud TMN14-0128 oto BLOKTOVO (TPWKTLKOKTOVO) ME Ta
oakoAouBa otolyeia:

1. EMMOPLKEG OVOHAOLEG:

DIFETEC P-29F RATIDIF NEXT PASTA FLUO

BONIRAT NEXT PASTA FLUO-NP RATIDIF SENSITIVE PASTA FLUO
BONIRAT SENSITIVE PASTA FLUO-NP STEGORAT NEXT PASTA FLUO-NP
BONITOP NEXT PASTA FLUO STEGORAT SENSITIVE PASTA FLUO-NP

BONITOP SENSITIVE PASTA FLUO

2. Mopdn: Etolpoxpnoto SoAwpa os popdr naotag (RB).

3. Eyyunuévn ouvBeon: Difenacoum 0,0029 % B/B
BonBntikég ovoieg 99,9971 % B/B
MePLEXEL TOV TIKPOVTLIKO —QIIOTPEMTIKO apdayovta: denatonium
benzoate
XPWHAL: AVOLKTO KOKKLVO

4. EAGXLOTN TEPLEKTIKOTNTA TNG TEXVIKA KaBapng Spaoctikig ouvoiag, oe kaboapr) Spactiki
oucia: 99,5 %.

5. Napaokevaotng tnG 6.0: PM Tezza S.r.l., Via del Lavoro 326, 37050 Angiari (VR), ItaAia.

6. Katoxog tn¢ £€ykpiong: ZAPI S.p.A., Via Terza Strada 12, 35026 Conselve (Padova),
ItaAia.
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7. NopaoKEVAOTAG TOU oKeEvAopatog: ZAPI S.p.A., Via Terza Strada 12, 35026 Conselve
(Padova), ItaAia

8. EpyooTtAolo MapaoKEUN G TOU okevaopatog: ZAPI S.p.A., Via Terza Strada 12, 35026
Conselve (Padova), ItaAia

9. EpyooTtAoL0 CUCKEVOOLOG TOU OKEVUAOSHATOG: ZAPI S.p.A., Via Terza Strada 12, 35026
Conselve (Padova), ItoAila

Il. Eykpivoupe tnv ocuvnuuévn MepiAndn Xapaktnplotikwy Mpoioviog, OMwE auTr EMLOUVATTTETOL
KOl AMOTEAEL AVATIOOTIAOTO HEPOC TNE TTapouong amodacng

lll. Kataotipata mwAnong
OL ouokevuaoieg yla epaottexviki xpnon, Oa mwAouvial povo and dappakeia Kol oo
KOTAOTALATA EUTOPLOG YEWPYIKWY PAPUAKWV.
OL ouokevaoieg yla emayyeApatiky xprion Ba mpemel va mwAolvtal LOVO O CUVEPYELA
Huoktoviag mou €xouv adela amo to Ym. Aypotikng Avamrtuéng kat Tpodipwv kot Ba
TMPEMEL va avadEpouv el NG €TKETAC tn dpdon «EmTpémetal n MwAnchH Tou o€
ouvepyeia puoktoviag mou €xouv adela amo to Yr. Aypotikig Avamtuéng kat Tpodipwv».

IV. HM . AH=HZ — OPOI ANAKAHZHZ — MPOXTAZIA AEAOMENQN

o. H mapouoa éykplon Loxvel pexpt 31-08-2020.

B. Npw ™ ANEN NG mMapoloag £ykplong, UMOBAAAETAL QO TOV KATOXO auTng, £¢’ Ocov
evlladépetal, aitnon avavéwonc, cupudwva pe to apbpo 31 tou Kavoviopou (EE) aptb.
528/2012 kot cupudpwva pe tov Kat e€ovalodotnon Kavoviouo (EE) apb. 492/2014.

y. [l TV tpootaoia Kot kowvoxpnoia Twv dedopévwy edpapudlovtal Ta apbpa 59 £wg kol 64
Tou Kavoviopou (EE) apiB. 528/2012.

6. H mapouoa €ykplon pmopel va avakAnBel omoladnmote oTyur) €av oL OpoL yla Tnv
amoKTNoN TNG £YKplong gv mAnpouvtal ) émadav va mAnpouvtal 1) mapacx£0nkav mAaotda
A mapamAavnTka otolxeia BAaoel Twv omolwv xopnynodnke auvth.

V. TENIKEZ YNOXPEQZEI2

1. O KATOXOG TNG EYKPLONG €lval UTIOXPEWMEVOG OE OTOLASATIOTE XPOVIKN OTWyUR va
EVNUEPWVEL TNV Apuodia Apxr yla omoleodnmote ducopevelg embpacelg otov avBpwmo n/
Kal To mepLBAAAov Tou mepABav og yvwon Tou amd TtV XPron Tou Mpoioviog. Tuxov
anokpuPn pog teEtolag mAnpodopiag amotedel adiknua Kol SLWKETOL TIOWIKA EVW
napdAAnAa avakaAeital n €ykplon.

2. O kdtoxog TnG €ykplong Oa mpémel va Slatnpel cuveEXwWG EVNUEPWHEVOUG TOUG PaKkEAOUG
TOU OKEUAOHATOG TIOU Tnpouvtal otnv Apuodia Apx HE BAon Ta VEOTEPA EMLOTNUOVIKA
bebopéva yla onoladnmote PeANOVTIKN emaveEETaon.

3. H éladron Tou oKEVAOUATOC EMTPENETAL LOVO ePOoOV €ival cUUdWVN LE TOUG OPOUG
TNG EYKPLONG TOU OKEVAOUATOG Kal Thv LoxVouoa vouoBeaia.

4. H etukéta Ba mpémel va eival cupdwvn pe 1o apBpo 69 tou Kavoviopou (EE) aplb.
528/2012 kai pe tnv ouvnuuévn MepiAndn Xapaktnplotikwy Mpoidvtog mou amoteAel
QVATOOTIA0TO KOMUATL TNG Ttapoloag anodaong.
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JTou¢ mopaBatec TnG Tapouvoag eMIBAANOVTIOL OL TIOWIKEC KOL OLOLKNTIKEG KUPWOELS TIOU
nipoPAEnovtal ano ta apBpa 8 kat 9 tng KYA 4616/52519 (DEK 1367/B/16-5-2016).

O MPOISTAMENOZ THZ
A/NZHZ

Z. ZQITPADOZ
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NepiAnyn Xapaktnplotikwv Mpoiovtog
DIFETEC P-29F

(oto niebio 1.1 avapépovral emnPOoIETEG OVOUATIES)
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1.1 EMMOpLKN) OVOMOoia TOU TTPOIOVTOG

Epmopikn ovopaoio

Xwpa (kata nepintwon)

DIFETEC P-29F
BONIRAT NEXT PASTA FLUO-NP

BONITOP NEXT PASTA FLUO
BONITOP SENSITIVE PASTA FLUO
RATIDIF NEXT PASTA FLUO
RATIDIF SENSITIVE PASTA FLUO
STEGORAT NEXT PASTA FLUO-NP

BONIRAT SENSITIVE PASTA FLUO-NP

STEGORAT SENSITIVE PASTA FLUO-NP

EAAGSa

1.2 Katoxog tn¢ adeiog

Ovopa kat dtevBbuvon tou
KOQTOXOU TNG £YKPLONG

Ovopa ZAPI S.p.A.

AwebOuvon Via Terza Strada 12, 35026
Conselve (Padova), ItaAia

AplOpOG EyKkpLong

TMN14-0128

Huepounvia £ékdoong

4-10-2017

Huepopnvia Anéng €ykpiong

31-08-2020.

1.3 NapAOKEVAOTHG TOU MPOLOVTOG

‘Ovopa mapaoKevaoTn

ZAPI S.p.A.

Awe0BOuvVoN MapACKELAOTA

Via Terza Strada 12, 35026 Conselve, ItaAio

AevOuvon epyooctaciov
TLOLPOLOKEVNG

Via Terza Strada 12, 35026 Conselve , ItoAla

1.4 Napaokevaotng (£¢) Tng (twv) Spactikn¢ (wv) ouoiag (Lwv)

ApaoTikn ovoia

Difenacoum

‘Ovopa MapaoKEVOOTH

PM Tezza S.r.l.

AeOuvon napaockevaoTh

Viale del Lavoro 326, 37050, Angiari (VR), ItaAia

AevOuvon epyooctaciouv
TLOLPOLOKEVNG

Via Tre Ponti 22, 37050, S. Maria di Zevio (VR), ItaAla

Sehida 6 amo 13
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2. Juvdeon npoiovrog Kal TUTOC OKEUAOUATOC

2.1 MOLOTIKEG Kl TTOCOTIKEG TTANPodopieg yLa TNV oUVOECH TOU MPOIOVTOG

Kowo ovopa | Ovopaocia Apdon CAS EC NeplektikOTNTA
katd IUPAC number number (%)

Difenacoum 3-(3- Apaotikn 56073-07-5 | 259-978-4 | 0.0029
biphenyl-4- oucia
yl-1,2,3,4-
tetrahydro-
1-napthyl)-4-
hydroxycou
marin

2.2 TUnog okevAopatog : Etolpoxpnoto SoAwpa o popdr nmaotag (RB)

3. EYKEKPUUEVEC XPHOELC

Mivakag 1. Xprion #1 Mn enayysApatikn xprion / Eupl kowo

Torog Mpoidvrog TM14: TPWKTKOKTOVA

Ornou eivau OXETIKO, VIl.1 Npootacia anoBnkeuuévwy

akpBrg mepypadn ™S | poidvtwv/Mpootacio tpodipwv

EYKEKPLHEVNG XPNONS VII.2 MNpootacia 6nudolag vyeiag
VII.3 Mpootacio UALKWV (TT.X. LOTOPLKA KTipLO, TEXVLKA
OVTLKE(pEVQ)

Opyaviopdg(-oi) otéxog(- | 1.1.1.1 Kadé apoupaiog (Rattus norvegicus)

o) (mephapPavopévou | |.1.1.3 Owiakdc movtkde (Mus musculus)

Tou otadiov avantuéng)

Nebio(-a) xprnong Eowteplkol xwpot

E€wteplkol xwpol—yUpw amod Ktipla
MéeBobdog(-ot) ebapuoyis | vI.2 Kaluppévn ebappoyn
VI.2.1 Ze SoAwpATIKOUG oTaBOUG

Ma Xpron KOTA TWV TIOVIIKWYV, ETLTPEMOVIAL OL EUTOPLKA

SdaBaotpotl SoAwpatikol otaBpuot (€towuot o\
gMavamAnpwolyol) i edpoppoyn oc KOAUUHEVA onueia
d0Awong.

MNa xpnon Katd Twv apoupaiwv, EMITPEMOVTOL Ol
eumopk@  SlaBgowol, avBektikol otnv  mapaBioon,
SoAwpatikol otabpot (€Toluol  EmavanAnpwoluoL).

la Toug apoupaioug Ko TOUG TOVTIKOUGC, To SOAWMa Ba mpémel
VO TIOPEXETOL CUOKEUAGUEVO, TIEPLEXOVTAG TNV TTOCOTNTA
SoAwpatog mou amnaltteital yia pa 8€on S6Awonc (eite ya
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apoupaio gite yla movtikd). OAOKANpn n cuokevaoia Ba
TIPETEL VA TIEPLEXEL TO TIOAU 1,5 KIAG SoAwpatog. Ot
SdoAwpatikol otabuol / ta onueia §6Awong tonobeTouvtal
XEPWVOAKTIKA 0TNV tPooPBePAnUEVN aIO TPWKTLKA TIEPLOXN).
[6avikd, ot SoAwpatikotl otabpol Ba mpémnet va givatl
otepewpévol oto £dadog.

To npoidv dev nmpénel mMoté va TonmoBeteitat Tuyaia.

Aoon(-gLg) kaw ouxvoTnTa
edappoyng

Movtikoi

YYnAn mpooBoAn — pexpt 50 yp. SoAwpaTog o€ SOAWHATIKOUG
otaBpoug R KOAUPUEVA onpela SOAwoNG KABE 2 pETpa

XounAn ntpooPoAn - péxpt 50 yp. SoAwpatog oe SOAWUATIKOUG
otaBpoug R KOAUUUEVA onpeia SOAwoNG KABE 5 pETpa
Apoupaiol

YUnAn mpooBoAn - pexpt 100 yp. SoAwpatog oe SOAWUATIKOUG
otaBpoug KaBe 5 pEtpa

XounAn npooPoAn - péxpt 100 yp. SOAwUATOG 68 SOAWUATIKOUG
otaBpoug kabe 10 pétpa

Katnyopia(-¢) xpnotwv

V.1 Mn enayyeA\LaTieg xpnoTeg

Mey£0n kat €ido¢
cuoKevaolag

‘ETolpog pog Xprion SOAWHATIKOC OTABUOC e ETIKETA KOlL

npootacio ano tnv napafiaon, yla movtikoug (MepLEXEL
dOAwua og pakeAdakia twv 10/15 yp.) — uéxpt 50 yp. SOAwHa
‘Etolpog mpog xprion SOAWUATIKOG oTaBUOG e ETIKETA

KOl TtpooTaoia oo tnv napafiacn, ylo apoupaioug

(mepLéxel 60Awpa og pakeldkio Twv 10/15 yp.) — péxpt

100 yp. S60Awpa

MAaotikd BAlo pe ETIKETA KOL T(POOoTACia oo tnv apafiaocn
yla ta moudia (meptéxet SoAwpa oe pakelaxia twv 10/15 yp.)
— HéxpL 1 KNG S0 wpa

TUTIWHEVO XAPTLVO KOUTL UE CUOTN O ETMAVOKAELGLLATOC Kall
E0WTEPLKN ATUTIWTN TAQOTLKI) coKOoUAQ (TtepLéxel SOAwHA og
dakeldkia twv 10/15 yp.) — péxpt 1 kA6 SOAwpa

MAooTikG S0XELO UE ETIKETA PE CUOTNUA EMOVAKAELGILATOC
KOl ECWTEPLKA ATUTIWTN TIAAOTIKH cakoUA (tepLexel SOAwM
oe pakelakia Twv 10/15 yp.) — péxpt 1 kA6 SO AW
MAaoTikd Soxelo (OKaDAKL) PE ETIKETO KOL TUTIWEVO
QTTOOTIWHEVO KAAULMA, YLO TTIOVTIKOUG - eEXpL 50 yp. SOAwpa
MAaoTikd Soxelo (OKaDAKL) PE ETIKETO KOL TUTIWEVO
QTOOTIWHEVO KAAUMMQ, YL apoupaioug - pexpt 100 yp.
SoAwpa

MAaoTikd Soxelo (OKaDAKL) PE ETIKETO KOL TUTIWEVO
QTOOTIWHEVO KAAUMMO LECA OE XAPTLVO KOUTL, YLOL TIOVTLKOUG -
pEXPL 50 yp. S6Awpa

MAaotikd Soxelo (OKaDAKL) PE ETIKETO KOL TUTIWEVO
OTTOCTIWHEVO KAAUULO LECO OE XAPTLVO KOUTL, yla
apoupaioug - péxpt 100 yp. SOAwpa

Tunwpévn MAOOTLIKA oakoUAa (Ttepléxel SOAwUA o€ PpakeAAKLO
Twv 10/15 yp.) — péxpt 1 KNG SOAW U
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Xpnion # 2 - EmayyeApatikin xprion

Tunog npoiovrtog

TN14: TPWKTIKOKTOVO

‘Onovu gival oXeTKO,
akpBng neplypadn tng
EVKEKPLUEVNG XPRONG

VII.1 Mpootaocio amoBnKeuuevwy
npoilovtwv/MNpootacia Tpodipwy

VIl.2 Mpootaoia dnuooiog vyeiag

VII.3 Mpootacio UALKWV (TT.X. LOTOPLKA KTipLO, TEXVLKA
OVTLKE(pEVQ)

Opyaviopog(-ot) otdxog(-
ot) (mrepthappoavopévou
Tou otadiov avantuéng)

1.1.1.1 Kade apoupaiog (Rattus norvegicus)
1.1.1.3 OWKLaKOG TTOVTIKOG (Mus musculus)

Nebdio(-a) xpriong

Eocwtepikol xwpot

E€wtepkol xwpoL - yUpw amo KTLpLA KoL € XWHOTEPEG/XWPOUG
UYELOVOULKAG TadNG

2€ UTIOVOHOUG

M£0060¢(-ot) epappoyng

VI.2 KaAuppévn edpapuoyn
VI.2.1 Y& SoAwpatikoug otabuolg

Aoon(-gLg) kaw ocuxvoTnTa
edappoyng

Movtkol

YPnAn mpooBoAn - péxpt 50 yp. SoAwpATOC 08 SOAWUATIKOUC
otabpoug N KaAuppéva onpeia S0Awaong kabe 2 pétpa
XopunAn mpooBoAn - péxpt 50 yp. SoAwpatog oe SOAWUATIKOUC
otabpoug N KaAuppéva onpeia S0Awong kabe 5 pétpa
Apoupaiot

YPnAn mpooBoAn - péxpt 100 yp. SoAwpatog oe SOAWUATIKOUG
otaBpoug N KaAuppéva onpeia S0Awaong kabe 5 pétpa
XapnAn mpooBoAn - péxpt 100 yp. SoAwpatoc os
SoAwpATIKOUG 0TAOUOUG 1 KAAUpEVA onuela SOAWONG

kaBe 10 petpa

Apoupaiol (og umtovopoug)
150 yp. SoAwpatog ava onpeio S6Awaong

To npoidv dev mpeEnel motE va TonoBeteitat Tuyaia.

Katnyopta(-£¢) xpnotwv

V.2 EmayyeApatieg xprioteg

Mey£0n kau €id0o¢
CuoKevaolag

MAOOTIKOG KASOG HE ETIKETA UE ECWTEPLKN eMEVOUON (TEPLEXEL
So0Awpa og pakeAakia Twv 10/15 yp.) — péxpt 15 KAa SOAwpa
XAPTWVO KIPWTLO HE ETIKETA LUE ECWTEPLKN EMEVOUON (MEPLEXEL
So0Awpa og pakeAakia Twv 10/15 yp.) — péxpt 15 KAa SOAwpa
MAootikd Soxeio (okadaKl) e ETIKETA KOL TUTIWHUEVO
OTTOCTIWHUEVO KAAUHLLOL, YLo TIOVTIKOUC - PEXPL 50 yp. SOAwpa
MAootikd Soxeio (oKkadAKL) PUE ETIKETA KOL TUTIWHUEVO
OTTOCTIWHEVO KAAUUMO, YLt apoupaioug - pexpt 100 yp.
SoAwpa
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MAaotikd Soxelo (OKaDAKL) PE ETIKETO KOL TUTIWEVO
QTTOOTIWHEVO KAAUMUO LECA OE XAPTLVO KOUTL, YO TTOVTLKOUG -
pEXPL 50 yp. SOAwua

MAaotikd Soxelo (OKaDAKL) PE ETIKETO KOLL TUTIWEVO
QTTOOTIWHEVO KAAUMUO LECA OE XAPTLVO KOUTL, yLa
apoupaioug - péxpt 100 yp. SOAwua

TUTWHEVO TTAAOTIKO CWANVAPLO (YLa Xprion LE TILOTOAL
ANpwong) - LéxpL 600 yp. SOAwua

Tunwpévn TMAAOTIKN cakoUAa (epLéxel SOAwA o pakeAAKLA
Twv 10/15 yp.) — péxpt 1 KNG SO WU

4. AnAwaoelc emkivéuvotTntac Kot tpo@uAaénc

Tafwvounon kot emonuavon tou npoiovrtog cuudwva pe tov Kavoviouo (EK) 1272/2008

Tagwvounon --

Katnyopia kivéuvou

STOT RE2

(Mn emayyeApotikn
Xerion)

Emwonuavon

AnAwon H373: Mmnopel va mpokaléoel BAaBec ota Opyava (oTo aipa)
MKV UVOTNTOG UOTEPQ OO TIOPATETAMEVN 1) EMAVEIANUUEVN £KOEON
Npoeldomnotntikn Aé€n NPOZOXH

AnAwoelg poduAagng P101: Edv {ntrioete Latpikri GUMBOUAR, va €xete pali oag tov

TLEPLEKTH TOU TIPOLOVTOC.
P102: Makpld amo natdia.
P103: AlaBAoTte TNV €TKETA TTPLV Ao TN XpHon.

P270: Mnv TpwTE, TIVETE 1 KATVI{ETE OTAV XPNOLUOTIOLE(TE
QUTO TO TPOLOV.

P301+310: ZE NEPINTQIH KATAMNOZHZ : KoAéote auéOwWS TO
KENTPO AHAHTHPIAZEQN 1 éva yLatpo.

P401: ArtoBnkelEeTal HaKpLAd amo TPOPLUA, TTOTA Kal {woTPodEC
P405: QuAdooetal KAEWOWIEVO

AnAwoelg mpodpLAaing
(EmayyeApatikr xprion)

P101: Edv {ntrioete Latpikrl CUMBOUAN, va €xete pali oag tov
TLEPLEKTH TOU TIPOLOVTOG.
P102: Makpla armnod natdid.

P103: AlafAoTe TNV ETIKETA TIPLV ATIO TN XPRon.

P270: Mnv TpWwTe, TIVETE N KATIVI{ETE OTAV XPNOLUOTIOLEITE AUTO
TO TPOTOV.
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P280: Na $opATE TPOOTATEUTLKA YAVTLAL.

P301+310: E MEPINTQXH KATAMOZHS : KaAféote auEOwE TO
KENTPO AHAHTHPIAZEQN 1 éva yLatpo.

P401: ArtoBnkelEeTal HaKpLA Ao TPOPLUA, TTOTA Kal {woTPOodEC
P405: QuAdacostat KAELOWHEVO.

5. Oébnyisc yia tn xpon

5.1 08nyieg xpriong

Xpnion #1 kat 2

Obnyiec xponc ywa un erayyeALotiec ypnotee / eupul Kowo:

Mnv avoiyete ta pakeAAKLO TTOU TIEPLEXOUV TO SOAWMAL.

MAUVETE TA XEPLOL KOL TA QAKAAUTITA HEPN TOU CWHOTOG TPV Ao KABe yelpa Kal HETA TNV
gbappoyn.

Mo xprion HOVo o€ TEPLOXEG OTtou Sev eivat Suvatn n mpdoPaocn og Bpédn, madid, Lwa
ouvtpodLag Kat {wa pn oTOXoUG.

Ektdg kat av untdpxet emiPAedn amod emayyeApatia Xpriotn, T AVIUTNKTIKA TPWKTKOKTOVA O€
Ba TPETEL va XPNOLUOTIOLOUVTAL WG HOVIHA SOAWMATA. ITIG TIEPLOCOTEPEG TIEPUTTWOELG, TO
QVTLTNKTIKO SOAwWA Ba TIPEMEL VAL ETUTUXEL TOV EAEYXO TWV TPWKTLKWV EVTOG 35 nUEPWV.
QuAdte to MPoidv KAEWSWHEVA KO LakpLd ard rodid.

Anotpete TNV npodofacn oto SOAwpa amnod matdid, TTnVA Kot N oToxeuopeva {wa
(blaitepa amd oKUALA, YATEG, XOlpoUuG KaL TTOUAEPLKA).

Katd tnv tonoBétnon twv SoAwpdtwy Ba mpenel va AaUBAVETAL LEPLUVO WOTE VOl
ge\aXLOTOMOLETAL O KivouVOoC KaTAmoaor ¢ Touc amo aAa {wa ) matdid. Onou eival duvatov, Ta
SoAwpata Ba mpémet va acdalilovral pe TPOMO WOTE VO NV UITOPOUV VA ATTOUOKPUVOOoUV.

AvalnTnoTE Kal AMOUOKPUVETE T VEKPA TPWKTLKA OE TOKTA SLOOTAHATA KATA TN SLAPKELD TNC
edpapuoyng, Touldaxlotov kaBs ¢opd Tou eAEyXeTe Kal/r} oVAMANPWVETE Ta SoAwparta.
Evéexopévwce va amatteital KabBnuepLvog EAeYX0C O OPLOUEVEC TIEPLTTWOELC.

No amoppIMTETE TO VEKPA TPWKTLKA oUWV LE TOUC TOTILKOUG KAVOVIOUOUG.

0Ob6nylec xponcg yLo Touc EMmoyYEAUOTIEC XPAOTEC:

AlaBdote TNV €TKETA TPV IO TN XPron Kol xpnoldomoleite . H xprion tou mpoiovtog Ba
TIPETEL VA YIVETAL CUPDWVA UE ToL Ooa avadEpovTaL ETIL TNG ETIKETAG TOU.

MAUVETE TA XEPLO KOL TA AKAAUTITA HEPN TOU OWUATOC TPV amd KABe ysUpa KoL HETA TNV
edappoyn.

@OuAatte To MPOIOV KAELSWUEVA KOl LAKPLA OO TtaLdLA.

To Tmpoidv umopel va  XPNOLUOTOLETAL OO  EMAYYEAUATIEG XPNOTEC HOVO  OTAV
xpnotuomotlolvtal KatdAnAa yavrtia, avOekTika ota Xnuika (mpodlaypadwv EN 374).

Ma xpnon HUE TIOTOAL TANPWONG — XPNOLUOTIOLELOTE L0l OTIATOUAX HETA TNV edappoyn (yia
KaBaplopd/anoppudn) tov SoAwpATOG.

EkTOg Kal av umdpyet emiBAedn amod emayyeApOTIO XPrIOTN, TO OVTUTNKTIKA TPWKTIKOKTOVA &€
Bo MPEMEL va XPNOLUOTOLOUVTAL WC HOVIHA SOAWHOTO. 2TIC TIEPLOCOTEPEC TIEPUTTWOELG, TO
QVTUTNKTIKO SOAWMa Ba TPETEL va EMITUXEL TOV EAEYXO TWV TPWKTIKWV €VTOC 35 nUEPWV.
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Edooov n §pactnplotnTa TWV TPWKTLKWY CUVEXLIETAL UETA TO MEPAC TWV 35 nUeEpwV, Oa MpEmeL

va npocdloplotel n mbavn attia.

AnotpéPte TNV MpocPacn oto SOAwHA amo matdld, mTNVa Kot pn otoxeuopeva {wa (blaitepa

Qo OKUALQ, YATEC, XOIPOUG KOl TTOUAEPLKA).

Mo TNV eMAOYr TOU TPWKTLKOKTOVOU Tou Ba xpnotpornotnBel Oa mpénet va Aappavetal umoyn

N Katdotoon avOeKTIKOTNTOG TOU O0TOXEUOUEVOU TTANBuUoHOoU. Oa TpemeLl va amodeUyeTAL N

XPNON QVIUTNKTIKWY OPACTIKWY OUCLWV OE MEPN OMOU umapxouv evdeielg avamtuéng

AVOEKTIKOTNTOG TWV TPWKTIKWY OE AUTEG TLG SPAOTIKEG OUGIEG. Mo va eAeyxOel n e§amAwon g

avOeKTIKOTNTOG, ouviotatal va yivetat evoAhayn Twv SOAWUATWY, XPNOLLOTIOLWVTOG

SLaPOPETIKEG AVTUTNKTIKEG SPAOTIKEG ouaieg kAOe dopa.

Katd tnv tomoBétnon twv OSoAwpdtwv BOa mpémel va AauPAavetol MEPLUVA WOTE va

elayLlotormnoleital o kivbuvog katanoong toug and mawdid A dAAa {wa.

Omou eivat duvatov, Ta Sohwpata Ba mpémnel va achaAilovtal e TPOTO WOTE VA [NV UITopoUV

va amopakpuvBoUv.

Mo ta mpoidvta ou Ba xpnotpomnotnBouv oe SnUOcLoUG xwpoug Ba TpEmeL va avaypadeTal n

TapakATw nPodUAaEn acpadeiog oTNV ETIKETA, OTN CUCKEVOOLA I} 0TO OUVOSEUTIKO HUAAGSLO:

e Otav tOo TPOIOV Xpnoluomoleital o SNUOCLOUG XWPOUG, Ol TIEPLOXEG edappoync Ba

TIPETEL val eMLonuaivovtal yta 0An tnv nepiodo edappoyng Kot va umdpxel eldomoinon
KATA MAKOG TWV TEPLOXWV TOTOBETNONG TWV SOAWMATWY 0TV oToia va avadpEpeTal o
Kivbuvog mpwtoyevoug kal  Seutepoyevolg  SnAntnploong  amod  AVIUTINKTLKO
TPWKTLKOKTOVO OMwG €Tiong Kal oL mpwteg BonBeleg oe mepimtwon dnAntnpiacng. Otav
xpnotomnotovuvtatl SoAwpatikol otabpol acdaleiag, Ba mpenel va avadEpPouv EVKPLVWG
€T TNG CUOKEVAOLAG TOUG OTL TTEPLEXOUV TPWKTIKOKTOVAL KOl VA NV TtapaBLadovrad.

AvalnTtroTe Kal AMOUAKPUVETE TA VEKPA TPWKTIKA O€ TOKTA SlaoTApoTa KATd Tn SLApKELa TNG

edappoyng, Touldxlotov kaBe ¢dopd Tou EeAEYXETE Kal/f AVATANPWVETE Ta SoAwpata.

Evbexopévwg va amatteital kaBnuepvog EAeyX0Gg 0 OPLOUEVEG TIEPLUTTWOELS.

Na armoppimteTe Ta VEKPA TPWKTLKA CUUPWVA LE TOUG TOTILKOUG KAVOVLIGLOUG.

5.2 AvaAUTIKA oTolXEia yLa TG MOAVEG AUETEG N EUUECEC TLLPEVEPYELEG KOLL YLAL TLG 08NYieg
MPWTWV BonOewwv KABwWE Kat yLa EKTOKTA HETPA PooTaciog Tou nepLBaAAovtog

H Awpevakolpn (Difenacoum) eival éva avTutnKTLKO TIOU EVOEXOUEVWG UMOPEL VO TIPOKOAEDEL
awoppayia, n Evopén tng atpoppaylag Umopel vo KBUOTEPNOEL VIO APKETEC NUEPEG LUETA TNV
€kBeon. Av Sev umtapyeL evepyn alpoppayia, Oa mpéEmeL va KatapetpnOel o xpovog
npoBpopfivng (INR) otnv epdavion tou meplotatikol Kal o 48-72 wWPEeC UETA TNV £KOeon. Av o
Xpovog nipoBpopBivne (INR) eival peyalutepoc amnod 4, xopnynote 5-10 mg Birapivng K1
(putopevadiovn) péow apyng evéodpAeBLag €yxuong (100 pg/kg ocwpatikol Bapouc ylo
natdLa). Evéexopévwe va xpelaotel Bepameia pe Brrapivn K1 (anod to otopa f evéodpAeBiwg)
yla apKetec eBSopadec.

Y€ MEPUMTTWON ATUXAUATOC 1) €AV ViwoeTe adlabeoia, avalntrote LaTpkr) cUUPBOUAN aueca
(6€i€te TNV eTIKETA TO TIPOLOVTOC €AV Elval EPLKTO)

Ie mepimtwon enadng pe to d€ppa, TTAUVETE e oamoUVL Kal VEPO. ADaLPEDTE KOl TTAUVETE T
HoAuopéva pouya.

Ie mepimtwon enadng pe ta patia, adatpéote Toug pakoUg emadrig EAV UTIAPXOUV KOl
TIAUVETE Ta pATia apyd kat e adpBovo vepo yia 15-20 Aemttd. AvalnTtAoTe LaTpLlk CUUPBOUAN

Sehida 12 amo 13


ΑΔΑ: ΩΞΒ64653ΠΓ-85Δ


AAA: Q=B64653IM-85A

aueoa.
Y€ MEPUMTWON KATATOONC avalnNTAOTE LATPLKA CUUBOUAN Aueoa.

Avtidoto: Brtapivn K1 (umo watpikn mapakoAouBbnon).
TnA. Kévtpou AnAntnplacswv: 210 7793777

5.3 08nyieg yia tnv aopaAni 1aBeon tou mPoidvtog Kot TG CUCKEUAGLaG TOU

ATOHOKPUVETE OAa Ta SOAWUATA HETA TNV EPapuoyr Kal amoppiPte Ta cUUPWVA LE TOUG
TOTIKOUC KAVOVLOUOUG

Ta vekpd TPWKTIKA Kal Ta OSoAwpota €ktog SoAwpatikwv otabuwv Oa mpémel va
OTTOLALKPUVOVTOL LE TN XPHON MPOCTATEUTIKWY YOVTLWY

5.4 TuvOnKeg anoBnKevong Kot Xpovog {wr¢ TOU MPOLOVTOG UTIO KOVOVLKEG CUVONKEG
amnoBnkeuong

@OuAdte to MPOIdV oTNV aPXLKA TOU KAELOTH CUOKeuAoia.
QuAate to o 6pooepo, ENPOo Kal KAAA aepL{OUEVO XWPO.

Xpovikn Sldpkela otabepotnTag LEXPL 2 XPOvLa.

6. AAAec mAnpowopisc
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