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KoMuteT no nekapcrBeHUTe NpPoAYyKTHU 3a BeTepuHapHa
ynortpeba (CVMP)

CrtaHoBMLLE, NocfieaBallo cesnpaHe no yieH 33,
naparpad 4' 3a Prontax 10 mg/ml nHXeKLMOHEH pa3TBOp
3a roeega, oBLie U CBMHE U CBbP3aHU C HEro MMeHa
MexayHapoaHO HenaTeHToBaHo nMe (inn): gopamekTnH (doramectin)

OcHoBHa nHdopmMauus

Prontax 10 mg/ml nH>xxeKLMOHEH pa3TBOp 3a roBeaa, OBLUE U CBUHE (M CBbP3aHWU C HEro MMeHa)
CbAbpXXa AOPaAMEKTUH. [JopaMeKTUH € MaKpOUMKIIMUYEH JIAKTOH U € CTPYKTYPHO CBbP3aH C MBEPMEKTUH.
W nBeTe cbeaMHEHWs MMaT WWMPOK CNEKTbP Ha NPOTMBOMapasvMTHa akTMBHOCT U NpeAM3BUKBAT CXOAHA
napanusa y HeMaToAM W NnapasuTupaLLm apTponoau.

3asasuTtenaT Pfizer Limited nogaBa 3asiBneHve 3a AeueHTpaan3npaHa npoueaypa 3a ropecrnoMeHaTums
BETEPUHAPHOMEANUMNHCKM NPOAYKT Cbr1acHo 4neH 32 oT uaMeHeHaTta AupekTtuBa 2001/82/EO.
3asBneHMeTo e NogaAeHo A0 MipnaHamsa KaTo pedepeHTHa AbpxaBa-yseHka u Asctpus, bbenrapus,
Kunbp, Yewka penybnuka, Aanunsa, Ectonus, Mepums, Ncnavusa, ®unnangmnsa, OpaHums, YHrapus,
Nateus, lntea, Manta, Hnaepnanaus, NMonwa, MopTtyranus, PyMmbHus, Cnosakus, CnoseHusa u LLeeuuns
KaTO 3acerHatn AbpXaBu-YeHKKN, KakTo U 0o Mcnanama n Hopserus.

[eueHTpanuanpaHaTa npoueaypa 3arno4dsa Ha 26 despyapu 2010 r. Mo BpeMe Ha Ta3u npoueaypa Ase
OT 3acerHaTuTe AbpXaBU-USIEHKN Ca naeHTMduUMpann NoTeHuuaaHU CEpMo3HN pUCKOBE, OTHACALLM ce
[0 OLeHKaTa Ha pucka 3a okonHaTta cpeaa (HuaepnaHana n ®paHuus) n 4o NpeanoXeHnst KapeHTeH
nepuog 3a roeega (Hnaepnangus).

Ha 26 anpun 2011 r. pedepeHTHaTa AbpxaBa-yneHka MpnaHansa otHacs Bbnpoca Ao CVMP B
cboTBeTCTBME C uneH 33, naparpad 4 ot AmpektmBa 2001/82/EO.

! Ynen 33, naparpad 4 oT n3MeHeHaTa AupekTusa 2001/82/EO
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Mpoueaypata no cesvpaHe 3ano4ysa Ha 5 mar 2011 r. KomuteTbT onpeaens 3a AOKNaA4YnK U
CbAOKNaAYNK CbOTBETHO A-p Michael Holzhauser-Alberti u a-p David Murphy. 3asButensat npegocrass
MUCMEHU pas3sicHeHusa Ha 13 centemBpun 2011 r. n Ha 11 aHyapu 2012 r.

Bb3 ocHOBa Ha oueHKaTa Ha HaJIMYHUTE KbM MOMeHTa gaHHuM CVMP cuuTa, Ye CbOTHOLIEHMETO Non3a-
puck 3a Prontax 10 mg/ml vHXeKUMOHEH pa3TBOp 3a roeeaa, OBLE U CBMHE U CBbP3aHM C HEro MMeHa
Ce cuuTa 3a MOJIOXUTENHO, NPU YC/I0BUE Ye nMpenopbyaHMTe MEPKM 3a HaMasnsiBaHe Ha pucKka ca
nobaBeHn KbM MHMOpMaLMsaTa 3a NPoOAYKTa OTHOCHO puUCKa 3a BOAHWUTE OpraHnu3Mm u opraHM3MuTe oT
TopoBaTa ayHa U KapeHTHUSIT Nepuos 3a Meco W KapaHTUs OT roBega ce onpeaenun Ha 70 gHw. Mopaau
ToBa Ha 8 ¢deBpyapu 2012 r. CVMP npuema NosioXMUTENHO CTaHOBULLE, C KOETO NpenopbyBa U3gaBaHETO
Ha N1ueH3 3a ynoTtpeba 3a Prontax 10 mg/ml nHXeKuMoHeH pa3TBOp 3a roeesa, OBLIE U CBMHE U
CBbp3aHW C HEro MMeHa.

CnMCbKbT Ha MMeHaTa Ha 3acerHaTuTe NpoAYyKTU € AaAeH B npuaoxeHue I. HayuyHuTe 3ak/oueHuns ca
noco4yeHu B npunoxeHue II, 3ae4HO C U3MEHEHMATA B KpaTKaTa XapakTepucTuKa Ha NpoayKTa,
O3HayeHusaTa BbPXY OMNakoBKaTta M McToBkaTa 3a ynotpeba, npenopbyaHu oT pedepeHTHaTa AbpxaBa-
yneHka B npunoxeHue III.

OKoHYaTeNIHOTO CTaHOBMLLE CTaBa pelleHne Ha EBponeickaTa koMmucmsa Ha 25 manm 2012 r.

CraHoBuLle, nocneasawo cesmpaHde no vned 33, naparpad 4F F 3a Prontax 10 mg/ml
WHXXEKLWOHEH pa3TBOp 3a roseaa, OBLE M CBUHE U CBbP3aHU C HEro MMeHa
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