EBponeiickara arenuus mo jgexkapcrsara (EMA) 3apbpiuu nperJjieaa Ha
anTUANa0eTHUTEe HHKPeTUH O0asupanu Tepanuu (GLP1 Ttepanun)

KomurersT mo sekapcTBeHH NMpoayKTH 3a xymanHa ynorpeba (CHMP) kpm EMA
CYMTa, Y€ WM3BECTHUTE KBM TO3M MOMEHT JIOKA3aTeJICTBA HE IMOTBBPXKIABAT HaJIMYUE Ha
JOMBIHUTETICH PUCK 3a MaHKpeaca, CBbp3aH ¢ ynorpedbara Ha GLP1 6a3upanute Tepanuu.

B nmyGnukanys Ha HHTEpHET CTpaHMIaTa cu oT aara 29 Mapr 2013:

http://www.bda.bg/images/stories/documents/pharmacovigilance/Incretin%20mimeticsP.pdf

W3nbnuutenHa areHuuss mno jekapcerBata MAJI Bu umaopmupa 3a HauanoTo Ha
nperJiesia Ha UHKPETUH Oa3upaHUTe TEparuu U PUCKOBETE 3a MaHkpeaca. Cies npoydBaHe Ha
HaJIMYHUTE KbM MOMEHTA JJaHHU: MyOJIMKAllUK; CTAHOBUIIA HA BOJCILN €KCIEPTH; pe3yaTaTu
OT HEKJIMHUYHU W KIMHUYHMS W3MUTBAHUS U CIOHTaHHU cboOmeHus, EMA crurna no
3aKJIIOYEHUETO, Ye HsIMa HOBHU JOKa3aTeJICTBA 3a BeU€ M3BECTHHUS U OMMCaH B MPOIYKTOBATa
napopmanusa puck. CHMP cuuta obGaue, ye mHpOpManmsITa Ha JICKAPCTBEHUTE MPOIYKTH,
MpPEeICTaBUTENM Ha TO3W Kiac TpsOBa Ja ce XapMOHU3MpPA, 3a Ja UMa IMOCIEJOBATETHOCT B
MPEMOPHKUTE, KOUTO MAIUEHTUTE U MEAUIIMHCKHUTE CIICIIUAINCTH TIOTy4YaBar.

Bbopekn, de ciaydawTe Ha paKk Ha NaHKpeaca NMpU NanuMeHTH, jekyBaHu ¢ GLP1
0a3upaHuTe Tepamuy, ca MajaKo Ha Opoil, MpenBUl MEXaHU3Ma Ha JCHCTBHE Ha JIeKapcTBaTa
0T rpynaTa (CTUMyJupaHe Ha (QyHKIUATA Ha OeTa KIETKUTE U MOTHCKaHe Ha (yHKUMATA Ha
anda KIETKUTE) OCTaBaT CHMHEHHSI 3a IBITOCPOYHHTE e(eKTH BBHPXY NaHKpeaca u
C’bGI/IpaHeTO Ha JaHHU B TOBA HAIIPABJICHUC IIPOAbJI’)KAaBa.

B®B Bpb3Ka ¢ TO3H PHUCK, IPUTEKATEIUTE HA Pa3pelleHus 3a yoTpeda umMar cieJHuTe
3aIbJDKCHUS: CTPUKTHO CIIEJICHE Ha HEXEJIAHUTE JICKApCTBEHH PEaKIMH, BKIIOYHUTEIHO,
CBBpP3aHUTE C MaHKpeaca U perysipHOTO UM JIOKIaJIBaHe 3a oleHKa Ha EMA; npoBexane Ha
OOIIMPHHA TIPOYYBAaHMS 32 MOTBBP)KIaBaHE Ha ePeKTa W XapaKTepU3MpaHEe Ha PHCKOBETE,
BKJIIOUMTEIHO T0SIBa Ha MAHKpPEaTUT M pak Ha IaHKpeaca; IJJaHUpaHE Ha IOcJeABalld
MIPOYYBaHMs U O0CHXKIaHE Ha HEOOXOJUMOCTTA OT JOMBIHUTEIHU MPOYYBAHUS; aJaliTUpaHe
Ha IJIJAHOBETE 3a yINpaBJIEHUE HAa PUCKA 3a T€3H JIEKapCTBa KbM HACTOSILUTE TO3HAHMS 32 TSX.

B nombinenue kpM 3aabipkeHusita Ha [IPY, npe3 2011r. 3anmoyBa npoBexaaHETO Ha
7B OOIIMPHM HE3aBUCUMH IIPOYYBAHUS HA PHUCKOBETE, CBBP3aHM C AHTUAMAOECTHUTE
JeKapcTBa, BKJIIOYBAIIM PUCKOBETE 3a MaHKpeaca. Te3u NMpoyuBaHUs ca (UHAHCHUPAHU OT
EBponeiickara Komucus. IIspBu pe3ynratu oT TIX ce odakBar mpe3 npoiserra Ha 2014 r.
MexnayBpemenHo EMA mpoabikaBa CTPUKTHO Jla CJIEQU BCHUUKM HAJIMYHHU J@HHH, KOUTO
CTaBaT M3BECTHHM 3a TE3H JICKAPCTBA, 32 J1a UMa CUTYPHOCT, Y€ CbOTHOILIEHUETO T0JI3a/pUCK 32
TSX € BCE OILE TIOJIOKUTEIHO.

[To-nmogpobeH TeKCT Mo TO3M MpoOJieM Ha AHTJIMHCKU €3UK MOKE Ja HaMepuTe Ha
UHTEpHET cTpaHunata Ha EMA Ha cinenHus IuHK:


http://www.bda.bg/images/stories/documents/pharmacovigilance/Incretin%20mimeticsP.pdf

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/2013/07/news

detail 001856.jsp&mid=WC0b01ac058004d5c1

Hammomusme BI/I, Y€ MalueCHTUTC MOorart Ja C’bO6H_IaBaT HCXKCJIaHU JICKAPCTBCHU PCAKIINN
0 BCSAKO BpeMe Ha MEIUIIUHCKUTE CIICIIMATUCTH WM Ha V3bIITHUTEIHATA areHIIHS TI0
nexkapctBara (MAJ).

MoskeTe 1a HarpaBUTE CHOOIIIEHHE 3a HEXKellaHa JekapcTBeHa peakmus 10 MAJI o enun
OT CJICAHUTC HAYNHU .

-TIOM'BJIBAHE U U3IIpalnane Ha popMyisipa 3a choOIIaBaHe Ha HEXKEJIaH! JICKApCTBEHU
peaKIy OT HEMEIUIIMHCKH CTICITUAINCTH My OIMKyBaH Ha yeb-caiita Ha MAJT;

-TIOM'BJIBAHE W U3IIpaIllaHe 110 MoIaTa Ha Komue oT (opMyJisipa, MpeaHa3HauCH 3a
HEMEIUIIMHCKUTE CICIHATHCTH.


http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/07/news_detail_001856.jsp&mid=WC0b01ac058004d5c1
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2013/07/news_detail_001856.jsp&mid=WC0b01ac058004d5c1

