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KoMuTer no nekapcrBeHUTe NpoayKTU 3a BEeTepuHapHa
ynortpe6ba (CVMP)

CrtaHoBMLIE BCNeACTBUE ce3upaHe no 4yneH 33, naparpad
4 3a Nisamox Lactating Cow Intramammary Suspension
MexayHapoaHO HenaTeHToBaHO nMe (inn): aMOKCULMKIINH, KNaBysaHoBa
KNcejanHa " npeaHmn30J10H

OcHoBHa nHdopmMmaums

Nisamox Lactating Cow Intramammary Suspension (Nisamox) € nHTtpamaMapHa CycrneH3us,
CbAbpXKalla aMOKCUUUKIINH, KNaBy/aHOBaA KUCESIMHa U NPEAHNU30J10H. Nisamox e npeaHa3sHa4eH 3a

neyvyeHme Ha MacCtuT Npun naktmpawnm KpaBwu.

MpuTexaTensaTt Ha nuueH3a 3a ynotpeba, Norbrook Laboratories Ltd, nogaBa 3asiBneHune no
npoueaypaTa 3a B3auMHO npusHaBaHe 3a Nisamox B HuaepnaHaumsi Bb3 OCHOBa Ha NMLEH3 3a ynoTpeba,
nsgagneH B O6eAMHEHOTO KpasicTBO. 3asBfIEHMETO € NoAaAeHO KaTo reHepUYHO IeKapCTBO Ha
pedepeHTeH NpoaykT, Synulox Lactating Cow Intramammary Suspension, nycHaTo Ha na3apa ot Pfizer

Ltd. MpoueaypaTa no B3anmMHo npusHaBaHe (UK/V/0355/001/MR) e o6pa3yBaHa Ha 26 HoemBpu 2009 r.

Ha 2 tonn 2010 r. O6eanHEHOTO KpasiCTBO, B Ka4YeCTBOTO CM Ha pedepeHTHa AbpXKaBa-4yeHKa, ce3mpa
EBponenckarta areHumns rno siekapcreaTa CbriacHo no yneH 33, naparpad 4 ot Aupektusa 2001/82/EO
nopaauv onaceHusi, NOBAMIHaTU OT 3acerHartarta AbpXaBa-y/ieHka, Hnaepnanams, ye 6esonacHocTTa U
edurKacHOCTTa Ha NpoAyKTa He ca 3a40BOJIMTENIHO A0Ka3aHW. Bb3HMKBa Hecbrnacme Mexay
pedepeHTHaTa AbpXaBa-yJeHKa M 3acerHaTta AbpXaBa-4JieHKa OTHOCHO A0Ka3aHOoCTTa Ha
6MoKBaBUIEHTHOCTTa U aAeKBaTHOCTTa Ha NMpeanoXeHnsl KapeHTeH nepuoga.

Mpoueayparta no cesnpaHe e obpasysaHa Ha 14 onm 2010 r. KomuteTbT Ha3sHavaea Johan Schefferlie
3a goknaguumk n Ruth Kearsley 3a cbaoknagumnk. Cnea octaBkaTta Ha Ruth Kearsley kaTto uneH Ha CVMP,

Helen Jukes e Ha3HayeHa ga ro 3amecTBa M noemMa yHKUMATA Ha CbAOKIaA4YMK. Ha 13 centemBpu
2011 r. n 10 mapT 2011 r. NnpuTexaTtenuTe Ha nuueH3uTe 3a ynotpeba npeaocTaBaT NMUCMEHMU

06s1CHeHunsA. YCTHU o6acHeHns ca gaaeHn Ha 12 aHyapu 2011 r.
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Bb3 oCHOBa Ha oLeHKaTa Ha AaHHUTE KbM HacCTOSALLMS MOMEHT M AoK/laAa 3a OLEHKa Ha AOKaguymKa
CVMP cuunTa, 4e oueHkaTa nonsa/puck 3a Nisamox Lactating Cow Intramammary Suspension e
oTpuuaTesHa W nopaaun ToBa Ha 6 anpwun 2011 r. npenopbyBa Aa 6bAe 0TKa3aHO M3gaBaHe Ha JINLEH3
3a ynoTtpeba u cnmpaHe Ha CblUeCTBYBaLLMS NMLEH3 3a ynoTpeba.

[eseT uneHa Ha CVMP u3pasgaBaT pas3/iMiyHmM no3mumnm, KOUTO Ca NMPUIOXKEHU KbM CTAHOBULLETO.

B MNpunoxeHne I e gageH CNUCBLKBLT C MMEHaTa Ha 3acerHaTuTe NpoAyKTU. HayyHUTe 3aKIt0YeHUS U
OCHOBaHMATa 3a@ OTKa3 OT M3gasaHe Ha NuueHs 3a ynotpeba n cnnpaHe Ha CblUeCTBYBALLUA NIMLEH3 3a
ynoTtpeba ca npepoctaBeHu B MNpunoxeHune II. OcHoOBaHMsATa 3a OTMAHA Ha cnMpaHe Ha NMueH3a 3a
ynoTtpeba ca npeactaseHun B MNpunoxenune III.

OKOHYaTeNIHOTO CTaHOBMULLE CTaBa pelweHue Ha EBponelickata komucusa Ha 5 aBsryct 2011 r.

CraHoBwLLe BCeACTBMe ce3upaHe no uneH 33, naparpad 4 3a Nisamox Lactating Cow
Intramammary Suspension
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