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KoMuTer no nekapcrBeHUTe NpoayKTU 3a BEeTepuHapHa
ynortpe6ba (CVMP)

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

OcHoBHa nHdopmMmaums

Combisyn Lactating Cow Intramammary Suspension (Combisyn) e nHTpamamapHa cycneHsus,
CbAbpXKalla aMOKCULMKIIVH, KNaBynaHoOBa KucennHa v npegHunsonoH. Combisyn e npegHa3HadveH 3a

neyvyeHme Ha MacCtuT Npun naktmpawnm KpaBwu.

MpuTexaTensaTt Ha nuueH3a 3a ynotpeba, Norbrook Laboratories Ltd, nogaBa 3asiBneHune no
npoueaypata 3a B3auMHO npusHasaHe 3a Combisyn B ABcTtpus, benrusa, Javunsa, ®uHnangus, OpaHums,
MopTyranusa n MicnaHua Bb3 OCHOBa Ha nmueH3 3a ynotpeba, nsgageH B O6eaAnHEHOTO KpascTBo.
3asaBIeHMeTO e NoAaAEeHO KaTo reHepuUYHO 1eKapcTBO Ha pedepeHTeH NpoAyKT, Synulox Lactating Cow
Intramammary Suspension, nycHaTo Ha na3apa oT Pfizer Ltd. MpoueaypaTta no B3anMHO Npu3HaBaHe
(UK/V/0356/001/MR) e obpa3yBaHa Ha 26 HoemBpu 2009 r.

Ha 2 tonn 2010 r. O6eamHeHOTO KpancTBO, B KAYECTBOTO CU Ha pedepeHTHa AbpXaBa-4yfieHKa, ce3npa
EBponeickaTa areHumMs no siekapcreaTta CbrjlacHo no yieH 33, naparpad 4 ot AupekTtuBa 2001/82/EO
rnopaauv onaceHus, NOBAMIHATWU OT 3acerHatata AbpXaBa-yfieHka, ®paHums, ye 6e3onacHocTTa 1
edunKacHOCTTa Ha NPoAYyKTa He ca 3aA0BOJIMTENIHO AOKa3aHW. Bb3HWKBaA Hecbrnacme mexay
pedepeHTHaTa AbpXaBa-4y/eHKa N 3acerHaTuTe Abp)KaBU-4YleHKM OTHOCHO AOoKa3aHoCTTa Ha
61oKBaBUIEHTHOCTTa WU aAeKBATHOCTTa Ha NpeanoXeHUs KapeHTeH nepuoga.

MpouenypaTta No ceanpaHe e obpasyBaHa Ha 14 onn 2010 r. KoMmuteTbT Ha3sHa4vaBa Johan Schefferlie
3a goknaguumk n Ruth Kearsley 3a cbaoknagumnk. Cnea octaBkaTta Ha Ruth Kearsley kaTto uneH Ha CVMP,

Helen Jukes e Ha3HayeHa Aa ro 3amMecTBa M noema dyHKUMATA Ha CbAoOKAaAuYnK. Ha 13 centemepu
2011 r. n 10 mapt 2011 r. nputexatenute Ha NMUEH3UTE 3a ynoTpeba NpeaocTaBsaT NMUCMEHN

06sicHeHus. YCTHU ob6scHeHMs ca gageHn Ha 12 aHyapu 2011 .
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Bb3 oCcHOBa Ha oLeHKaTa Ha AaHHUTE KbM HacCTOSALLMS MOMEHT M AOK/aAa 3a OLEHKa Ha AOKIaguyMKa
CVMP cunTa, 4e oueHkaTa nonsa/puck 3a Combisyn Lactating Cow Intramammary Suspension e
oTpuuaTesiHa W nopaaun ToBa Ha 6 anpun 2011 r. NnpenopbyBa Aa 6bAe 0TKa3aHO M3AaBaHe Ha NNLEH3MU
3a ynoTtpeba 1 cnmMpaHe Ha CblUeCTBYBaLUMSA 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 M3gaBaHe Ha NuueHs 3a ynotpeba n cnnpaHe Ha CblUEeCTBYBALLUA IMLEH3 3a
ynoTtpeba ca npepoctaBeHu B MNpunoxeHune II. OcHoOBaHMsATa 3a OTMAHA Ha cnMpaHe Ha NMueH3a 3a
ynoTtpeba ca npeactaseHun B MNpunoxenune III.

OKOHYaTeNIHOTO CTaHOBMULLE CTaBa pelwleHue Ha EBponelickaTta koMucusa Ha 5 aBsryct 2011 r.

CraHoBwLLe BCeacTBMe ce3upaHe no uneH 33, naparpad 4 3a Combisyn Lactating Cow
Intramammary Suspension
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