Nudpopmanus 3a naumeHTH

EBpomneiickaTa arennus no jgexapcrsara (EMA) npoyyBa 1aHHH OTHOCHO PHCKOBe 32
NaHKpeaca, CBbP3aHM C JIEKAPCTBEHHM MPOAYKTH OT IPyNaTa Ha T. HAP. HHKPeTHH 0a3upaHu
TepanuM NpU NAUMEeHTH ¢ JuadeT THI 2

EMA npoyuBa 1aHHU OT HE3aBUCUMM HAay4YHU U3CJIEI0BATENN, KOUTO HACOYBAT KbM
YBEJIMYEH PUCK OT IAHKPEaTHUT (Bb3MAJCHHUE Ha 3aJICTOMAIIIHATA %JI€3a) U IPEJPAKOBU KIEThUHU
M3MEHEHHMS - METaIUIa3us Ha JYKTAJHUTE KJIETKU Ha MaHKpeaca MpH MalueHTy ¢ quadeT Tyl 2, cien
yrmoTpeda Ha JIEKapCTBEHH MPOAYKTH OT TpyIaTa Ha T. HAp. HHKPETHH O0a3upaHy TEpariy: arOHUCTH
Ha GLP-1 peuentop (rimoxaroH-nogo0eH MenTH) U MHXMOUTOPHU Ha AUMENTHIMINENTHIa3a-
4(DPP-4), enzum, pasrpaxnaiy enjgorennus GLP-1.

JlaHHUTE Cca OT W3ClIeZIBAHE HA Mal’bK OpOil THKaHHW NMPOOHM OT TAaHKpeac, MOIY4YEeHH OT
JIOHOpU Ha opraHu (c wiau Oe3 3axapeH AuabeT), KOUTO ca MOYMHAIM OT NPUYMHA, Pa3IUyHa OT
nuaber. KoMuTeTsT 3a eKapcTBEHUTE NMPOAYKTH 3a XymaHHa ynorpeba (CHMP) u KomutersT 32
OIICHKa Ha pHUCKa B TIpocieisBaHeTo Ha JekapcTtBeHara OesomacHocT (PRAC) xem EMA
MOHACTOAIIEM TNpOy4BaT HMH(OpPMAIMATA, MPENOCTaBeHa OT H3CIEAOBAaTENUTE, 3a Ja OIpPEIeNAT
HE00XOAUMOCTTA OT MOCIIEIBALIM JEHCTBUS.

EMA He e HampaBwia OKOHYATEIHU M3BOAM BBB Bpb3Ka C TE3M MPOYYBAHMS. 3a MOMEHTA
HsSMa MPOMEHU B MPEMOPHKHUTE, CBHP3aHU C TE3U JICKAPCTBEHU MPOAYKTH U HE € HEOOXOIUMO
MAlUEHTUTE J1a CIUpaT npuema um. Jlekapute TpsOBa 1a NMPOABIKAT JAa MPEANUCBAT TE3H JICKApCTBa
B ChOTBETCTBHUE C 000peHaTa NpoAyKTOBa HHPOpMAITHSI.

EdexTure 3a maHkpeaca ca OTKPUTH KaTO Bb3MOXEH PHUCK 3a TO3M THII JEKapcTBa IO Bpeme
Ha I'bpPBOHAYAlIHATa OLCHKAa B XOJa Ha pa3pellaBaHeTO 3a ynorpeba, MpeaBHI MEXaHHW3Ma Ha
TSAXHOTO JIEHCTBHE U MOPAJH HAIUYKME HA PEIKH ChOOIEHHS 32 TAHKPEATUTH IIPU IPUIIAraHeTo UM.
B nponykroBara nHdopMaiys Ha BCUYKHM JIEKapCTBa OT rpyrara ca BKIIOYECHU MPEeayNpexIeHHUs 3a
MAUEHTH U MEIULIMHCKH CIELUAINCTH BB BPb3Ka ¢ TO3HM pUCK. OCBEH TOBA IUIAHA 32 YNPAaBICHHUE
Ha pHUCKa 3a Te3W NPOAYKTH TPEABIKAA MPUTEKATEIUTE Ha paspelieHus 3a ynorpeba na
IpocieasIBaT CTPUKTHO HEXKeJIaHUTE e(heKTH 3a maHKpeaca.

Cera ce mosaraT ycwiud Ja ce cbOepaT JaHHM 3a O€30MacHOCT Ha JIEKapcTBara,
ynoTpeOsiBaHM TpH AMabeT, OT HE3aBHUCHMHU LIEHTPOBE 3a MpOCleAsBaHEe Ha JIeKapCcTBeHaTa
6e3omacHocT B pamkure Ha EBpomelickus cbro3. [IpoyuBaneto SAFEGUARD, ¢unancupano or
EBporneiickata KOMUCHS U TPOBEKIAHO B paMKuTe Ha EBponelickata Mpeka OT ILIEHTPOBE IO
dapmaxoenuaemuonorus u [Ipocnenssane Ha nekapcrBeHata 6e3omnacHocT (ENCePP) uma 3a nen
aHaJIM3UpaHe Ha JI0Ka3aTeJCTBaTa 3a NMPHUYMHEH OT JIEKapCTBa MAHKPEATUT MPH IMPEICTABETENIH OT
rpynara Ha WHKPETHH Oa3upaHMTE TepamuH, paspemeHu 3a ymnorpedba mpenu 2011r., korarto
IIPOYYBAHETO CTAPTUPA.

PasnpoctpansiBanute B EBpornelickus cbio3 NpeaCTaBUTENIN HA HHKPETUH Oa3upaHu Teparuu
ca: exenatide (Byetta, Bydureon), liraglutide (Victoza), lixisenatide (Lyxumia), sitagliptin (Efficib,
Januvia, Janumet, Ristaben, Ristfor, Tesavel, Velmetia, Xelevia), saxagliptin (Kombiglyze, Onglyza),
linagliptin (Jentadueto, Trajenta) and vildagliptin (Eucreas, Galvus, Icandra, Jalra, Xiliarx, Zomarist).

JleficTBueTO0 Ha TE3W JIEKapCTBa HAMoOJ00sBa JACHCTBHETO Ha OCNTBHIMTE, HApEUYEHU
I/IHerTI/IHI/I, KOUTO C€ HpOI/ISBe)KIIaT B qepBaTa. Te YBGJII/I‘-IaBaT KOJIMYECTBOTO Ha HpOI/I3B€IIeHI/I$I oT
MaHKpeaca WHCYJIMH B OTTOBOP Ha MpreMa Ha xpaHa. Te3u jJeKapcTBa ca 0100peHH 3a ynoreda KaTto
JOOINBJIHCHUEC HA XUTCHHO-AUCTUYHUA pe)KI/IM HpI/I ITIAalIIUCHTHU C III/Ia6CT THII 2



TexcThT Ha TOBa M3SBICHUE HA AHTJIMICKU €3UK MOXKE J1a HAMEPUTE HAa UHTEPHET CTpaHuIaTa
Ha EMA Ha cineaHus JIMHK:
http://www.emea.europa.ecu/docs/en GB/document library/Press release/2013/03/WC500140866.pd
f

[TanenTuTe MoraTt Aa chOoOLIAaBAaT HEXKEIAHU JIEKAPCTBEHU PEAKIMM IO BCSIKO BpeMe Ha
MeEIUIMHCKNUTE criemuanucty mid Ha MAJL.
Crpol1enue 3a HexxenaHa JekapcTBeHa peakuus kbM MAJI Moxxe 1a HampaBUTE MO €IUH OT
CIICIHUTE HAYMHU:
- MONMBJBaHE W U3MpallaHe MO MollaTa Ha Komhe OT (opMmyispa 3a HEMEIUIMHCKU
CIEIMAJINCTH, My0JIMKyBaH Ha yeO-caiita Ha TAJI www.bda.bg;
- TOIIbJIBaHE W U3IIpalaHe Ha yeO-0azupanus Gopmymsp on-line.

3a MOMBIHUTEIIHU pa3sCHEHUSI MOKETe Ja ce odaxaare B oTaen “JlekapcTBeHa 6e30mMacHOCT’
KbM M3IIbIHUTEHA areHIus 1o JiekapcTBaTa Ha Tei. +359 2 890 34 17.
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