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EmiTponn ®appakwv yia Krnviarpikn Xpnon (CVMP)

[VwuN O CUVEXEID TNG NApaneunTIiknG diadikaoiag Tou
apBpou 33 napaypagoc 4 yia To Combimox Lactating Cow
Intramammary Suspension

Kolvoxpnotn d1eBvng ovopacoia (INN): apo&ikiAAivn, kAaBouAaviko o&U Kal
npedvigoAdvn

IoTOpIKO

To Combimox Lactating Cow Intramammary Suspension (Combimox) eival evdouaoTikd evaiwpnua rnou
nepiexel apo&ikiAAivn, kAaBouAaviko o&U kai npedvicoAovn. To Combimox evdeikvuTal yia Tn Bepaneia
Tn¢ paoTimidag os BnAalouosc ayeAadec.

O kaToxog TnG adeiag kukAo@opiac, n staipeia Norbrook Laboratories Ltd, ungBaAe aitnon xoprnynong
adeiag kukAogopiag yia To Combimox oTnv IpAavdia, peow Tng diadikaciag ayoifaiag avayvwpiong
Baosl Tng adeiag kukAogopiac nou £xel xopnynOei and To Hvwuévo BaoiAglo. YnoBARBnke aitnon yia To
Combimox w¢ yevoonuo gpapuako Pe Bacn To @appako ava@opdc Synulox Lactating Cow
Intramammary Suspension, To onoio diaTiBeTal oTnVv ayopd ano Tnv Pfizer Ltd. H diadikacia apoiBaiag
avayvwpiong (UK/V/0354/001/MR) &ekivnoe oTig 26 NoguBpiou 2009.

>TiG 2 IouAiou 2010, To HvwpéEvo Baailelo, wg kpdTog HEAOG ava@opdag, NAapENEPPe To BEPA oToV
Eupwnaikd Opyaviopd ®apudkwv duvapel Tou dpbpou 33 napdypadog 4 Tng odnyiag 2001/82/EK, petd
TIG AvVNOUXIEC Nou €EEPPACE TO eVOIAPEPOPEVO KPATOC HEAOG, N IpAavdia, cUP@®va e TIC OMNOIeC N
ao@aAegia Kai n anoTeAeoUaTikOTATA TOU NPOidvToC Oev £€xouv KaTadeixBei enapkwc. Asv unnp&e
OUMQWVia HETAEU TOU KPATOUG HEAOUC ava@opdag Kal Tou evOIAPEPOUEVOU KPATOUG HEAOUG WG NPOG TNV
kaTadeign Tng Bioicoduvapiag kai TNG KaTtaAAnAOTNTAG TNG NPOTEIVOUEVNG NEPIODOU AVAROVG.

H d1adikacia napanopnng &ekivnoe oTic 14 IouAiou 2010. H emitponn 6pioe Tov K. Johan Schefferlie
€lonynTn Kal Tnv ka Ruth Kearsley ouveionynTn. 'YoTepa and Tnv napaitnon Tng kag Ruth Kearsley and
HEAOC TNG CVMP, avTikaTtaoTdTng TnG opioTnke n ka Helen Jukes , n onoia kal avéAaBe Tov poAo Tou
ouveionynTn. O KATOX0G TNG adelag kukAopopiag uneBale ypanTeg eEnynaoeig oTig 13 ZentepPpiou 2011
kal oTig 10 MapTiou 2011. Mpogopikeg eEnynoeig napaoxebnkav oTig 12 Iavouapiou 2011.
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H CVMP, ue Baon Tnv €kBeon a&ioAoynong Tou €ionynTn Twv dIaBEcIpwV oToIXEIWY, EKPIVE OTI N OXEON
opeAOUG-KIVOUVoU Tou Combimox Lactating Cow Intramammary Suspension gival apvnTikn. Qg &k
TouTou, OTIG 6 AnpiAiou 2011, evékpIVE YVWUN KE TNV onoia sionyeiTal Tnv andéppiyn TnG aitnong yia
Xoprynon adeiag KUKAOQopIag Kai TNV avacToArn TNG UPIoTAPEVNG AdEIag KUKAOPOpPIac.

Evveéa pEAN Tng CVMP eE€ppacav dIaPOPETIKEG AnNOYEIC Ol Onoieg eNIcUVANToOVTdl OTNV Napouad YVOUN.

O KAaTAAOYOC TWV €V AOY® OVOPACI®V TOU NpoidvTog napaTiberal oTo napdpTtnua I. Ta enioTnUoviKa
nopioparta kai ol Adyol anoppiyng TNG aitnong yia xopnynon adiag KUKAogpopiag kai TnG avacoToAng Tng
UPIOTAPEVNC adelag KUkAopopiag napatiBevTal oto napapTtnua II. O1 Adyol yia TV apon TG avaoToANG
TNG adelag KukAogopiag napatiBevral oto napdpTtnua III.

H TeAikn yvoun eykpibnke pe Tnv €kdoon OXETIKNG and@aong TG Eupwnaikng Enimponng oTig
5 AuyouoTou 2011.
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