NHOOPMAILIUA 3A I'PAXKTAHA

EBponeiickaTa arennus no Jiekapcrsara (EMA) npenopb4a HOBM NPOTHBONOKA3AHUSA
U NpeAna3Hyu MepKH NMpPHU ynorpeda HA MHOIJIMTA30H 32 HAMAJISIBaHe Ha JIEKO
NMOBHMIIEHUS] PUCK OT PAK HA MUKOYHHUS MeXyp

OTHoOLIEHNETO MOJI32-PUCK 0CTABA MO3UTHBHO NPU OTPAHMYEHA I'PYNA OT NAIMEHTH CbC
3axapeH quadeTt TN 2

EMA mnpuxmoun pasriexgaHeTo Ha mpoOiieMa, CBbp3aH ¢ [OsBaTa Ha pak Ha
MUKOYHMSI MEXyp MpHU JI€YEHHE C MUOTIUTA30H-ChABPKALIU® JIEKAPCTBEHU MPOIYKTH.
Komurerpr 3a 5exkapcTBeHM NpORyKTH B XymaHHaTa MemunuHa (CHMP) kem EMA
MOTBBPAM, Y€ 3a HAKOM OT MALMEHTUTE ChC 3axapeH auabeT TUn 2 Te3W JIEKapCTBEHU
NPOAYKTH MpPOABIKABAT Aa ObJAaT BB3MOXKEH TepaneBTHYeH M300p, HO ynorpebara UM e
CBbp3aHa C JIEKO MOBUIIECHHE HAa PUCKa OT pa3BUTUE Ha pak Ha nukouyHus mexyp. CHMP
cunTa, Y€ TO3M cjabo MOBHUIIEH PUCK MOXe Ja ObJe HaMmajeH upe3 MpaBWieH Noa0op U
CBOTBETHO M3KJIFOUYBAHE HA MMALIMEHTH, JICKYBaHU C IMHOTVINTA30H, KOETO U3UCKBA NIEPUOJTHIHO
npepasriaexiaHe Ha e(pUKacHOCTTa M O0e30IacHOCTTAa Ha JICYEHUETO NPU BCEKU MAlUEHT
MIOOTEIHO.

[IpemopbkaTa KbM JIEKapUTEe € Ja HE MPEANHUCBAT TE3U JEKapCTBa Ha MAIUEHTH C
JMarHo3a WM aHaMHe3a 3a pak Ha NUKOYHHS MeXyp, WIM Ha TaKWBa C HEW3CJIe/IBaHa
MaKpOCKOIICKa XeMaTypusi (YepBCHHKABO OIBETsBaHE Ha ypuHara). [Ipeam 3amouyBaHe Ha
JICYCHUETO C TMHOTJIMNTA30H TPsIOBA JIa ce HANpaBH MPEICHKA HA HAJTMYHUTE PUCKOBH (haKTOpH
3a pa3BUTHE HA paK Ha MHKOYHUS MEXyp MPU BCEeKW mamueHT. KaTto ce muma mpeaBun
HAJIMYMETO HA BBH3PACTOBO OOYCIOBEH PHUCK, OTHOIICHUETO IOJI3a-PHCK MPHU TAIMCHTUTE B
HampeIHata BB3pacT TpsOBa BHUMATEIHO Ja C€ MPEIEHsSBa, KAKTO MPEead 3alovBaHe Ha
JICUCHUETO, Taka W 10 BpeMe Ha caMoTo JieueHue. JlekapurTe TpsOBa Ja mpepasrieaar
JICYCHUETO Ha NAIMEHTUTE, MpUEMally MUOTJIUTA30H, clie] mnepuoa ot 3-6 meceuna (u
PETYJISIPHO Clie/ TOBA), 3a Jla € CHUTYPHO, Y€ MPOIBIDKABAT Ja T'o MPHEMaT CaMO TE3H, KOUTO
MMaT JI0CTaThyHa TeparneBTHYHA T0J3a.

C ornen Ha ropeusnoxxkenoto MAJI mpenmopbuBa Ha MAalUEHTUTE, KOUTO CE€ JIEKYBAT C
MTUOTIIMTa30H-ChABPIKAIIHN JICKAPCTBEHU TPOAYKTH, Ja IJIAaHUPAT Cpelia C JISKyBallus Jiekap
3a mpepasriexiane Ha JiedeHrueTo uM. J[o Ha3HayaBaHe HA TaKaBa cpella, KOATO He ce Hajara
B CIICIICH IMOPSIbK, MAIlMCHTHTE TPsIOBa Ja MPOIBIDKABAT Ja MpPUEMaT MMHUOTIUTA30H, Taka
KaKTO UM € TPEIICAaHO, 32 J]a He Ce JOIyCKaT CEPUO3HH yCIOKHEHHUS OT HEJIEKyBaHETO Ha
3axapHus auaderT.

[TBHUAT TEKCT HA TOBA M3SABJICHHE, AOMBIHUTEIHU JTOKYMEHTH, KaKTO W MOJApOOHA
nHpopMalus, ChIbp)Kalla BIPOCH U OTTOBOPH 0 TeMaTa MOXKETe Ja HaMepuTe Ha yeo-
canita Ha EMA:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2011/07/news_det
ail_001311.jsp&murl=menus/news_and_events/news_and_events.jsp&mid=WC0b01ac058004d5c
1


http://www.ema.europa.eu/
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2011/07/WC500109179.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2011/07/WC500109179.pdf

3a JONBIHUTETHM DA3sICHEHUS MOXeTe Ja ce obaxnare B oraen ‘‘JlekapcTBeHa
6e3omacHoct” kbM MAJI Ha Ten. 02/ 890 34 17.

*MbpBUTE MNOTINTA30H-CbAbPXALLM IeKapCTBEHW MPOAYKTU Ca pa3peleHn 3a ynoTpeba no ueHTpanmsvpaHa
npouenypa npe3 2000 roa. n ca Hanu4yHW Ha Eeponeickus dapmaueBTUUYEH Nasap noh cnefHUTe TbproBCKM
mmeHa: Actos, Glustin, Competact, Glubrava n Tandemact. Nputexarten Ha pa3pelleHneTo 3a ynotpeba Ha
Te3n npoAykTtn e Takeda.



