NHOOPMAILINA 3A TPAXKIAHU

EBponeiickara arednus mo JekapcrBara (EMA) ce cbriacsasa
JIEKApPCTBEHUAT NpPoAYKT Vimpat 15 mg/ml cupon* na 0bae u3rersieH or
(papmaneBTUYHMS Ma3ap

JlekapuTe ce ChbBeTBAT [1a MPeANNCBAT aJTEPHATHBHA JieKapcTBeHa Gopma
HA MPOAYKTA, B CIy4auTe KOraTo TOBA € Bb3MOKHO

JedeKkTbT B KAa4eCTBOTO Kacae camMo JieKapcTBeHara popma ,,cupon’”

KomurersT 3a nexapcTBeHr npoayktu 3a xymanHa ynorpeda (CHMP) kem EMA ce
cbriacu  Aa ObJe U3TerJeH JeKapcTBeHHs NpoaykT Vimpat 15 mg/ml cuponm ot
(dapmaneBTHUHUS Ta3ap, nopaiau aedeKT B KayeCcTBOTO Ha HSAKOM MAapTUAM, BOJECILI N0
HEpaBHOMEPHO paslpe/esieHHe Ha aKTUBHOTO BEIIECTBO J1ako3amuo B cupona. BbB Bpb3Ka ¢
TOBA JICKQPHUTE CE CHBETBAT JIa CE€ CBBPIKAT C MAIMEHTUTE, HA KOUTO € Tpeanucad Vimpat 15
mg/ml cupon M ako € BB3MOXKHO, Jla MPOMEHAT HpeAnucaHuero ¢ Vimpat guamupanu
TaOJIeTKU.

[TanimenTUTE CE CHBETBAT Ja HE CIUPAT WIM MPOMEHAT Jo3arta Ha Vimpat 15 mg/ml
cupon 0e3 npeaBapuTeIHa KOHCYJITAIMS C JIEKyBaIIUs JeKap.

Vimpat ¢ aHTHeTHJIENTHK, KOWTO € MOKa3aH 3a JOIMbJIBAIla Teparus MpH JeUYeHrue Ha
MaplUaiHu MPUCTHIIN C WK 0e3 BTOPUYHA T'eHepan3alys Npy MalMeHTH C eMUIeNCUs Ha U
Haj 16 roauiiHa Bb3pacrT.

IIpes romm 2011 rommna EMA Oeme wundopmupana ot I[Ipurexartens Ha
paspemenuero 3a ymorpeba (IIPY), we B cupoma ce HaOmrOAaBa JIOCTIIECTa YyTaika
(mpeuunuTar), ChCTOsIA CE OT aKTUBHOTO BEIECTBO JaKO3aMUJ, KOSTO MO CBOSITA CHITHOCT
HE TIPEICTABIISIBA PUMEC HITH KOHTAMHHAIIUS.

JedexkTbT B KaUeCTBOTO Kacae caMo JIeKapcTBeHaTa (popMma ,,cupon”.

JIObIHATETHUTE aHAM3M, OCBHIIECTBEHU OT (QuUpMara MPOU3BOJUTENl IOKa3BaT
HEpPaBHOMEPHO pa3NpeleieHHe Ha aKTUBHOTO BEIIECTBO, KOETO OW MOIJIO JAa JoBelne A0
MpHEeMaHe Ha MO-HHUCKA WU MO-BHCOKa OT HEOOXOAMMOTO 103a. Bhmpeku, ye 10 cera HAMa
ChOOIIIEHHUS 3a CiIy4au Ha HaOJI0aBaHU HEXeJIaHU JIEKapCTBEHU PEaKlUu OT CBPBXA03HpaHe
WIM HEIOCTaThYHO J03WpaHe, ¢apmamneBTHUHATa KommaHws, B cbrimacue cbc CHMP,
MPEUIOKU KaTo MspKa 3a Mpe3acTpaxoBaHe, M3TErasHeTo Ha Vimpat 15 mg/ml cupom ot
IUCTpUOYTOpPCKaTa MpExKa.

B Gnm3kuTe gHUM JeKkapuTe Ie MmoiaydaT choOIIeHne ¢ nHpopMaIus 3a IpeICTOSIIOTO
W3TETJISIHE OT Ia3apa U HACOKU 32 TOBA KAaKBO JIa TPABAT C MAI[UEHTUTE, KOUTO TIOHACTOSIIIIEM
npuemMat Vimpat 15 mg/ml cupon. ToBa uzternsane mie 3amodne ot 15 CenremBpu 2011 rog.
C orjen Ha HEOOXOIMMOCTTa OT TEXHOJIOTMYHO BpEME 3a NpPEMHUHAaBaHE KbM aJIeKBaTHO
aITepHATUBHO JICUEHUE HA MallUEHTUTE.

IIpenopbKu KbM NaANIHEHTUTE
e 3a mamUeHTHTEe € HEeoOXOAMMO Ja ce OTOENeX M, Y€ HE3aBHUCHMO OT JIMIcaTa Ha
AOKJIaABAHU CJIydau Ha HCKCJIAHU JICKAPCTBCHU PCAKIUHN WM JIMIICA Ha e(i)eKT BbB
Bph3Ka C TO3W JAePeKT B Ka4yeCTBOTO, H3TErJasHETO Ha Vimpat 15 mg/ml
MIpeJICTaBJIsIBA CaMo eHa MPe/Ina3Ha MIpKa.



e [lanmenture He TpsAOBa 1a cnuMpaT MpUEeMa Ha JIEKApPCTBOTO WM Ja TMPOMEHST
IpearnrcaHaTa UM Jo03a 0e3 ChbOTBETHA KOHCYJITAlMs U HaOJIOJCHHUE OT JICKYBallUs
JeKap.

e [lanmenture TpsOBa 1a ce KOHCYATHpAT C JIEKyBallUs JeKap, 3a Ja OOCHIAT
JICYEHUETO, KAaKTO M BB3HUKHAJIM BBIPOCH W TMPUTECHEHUS CBBP3aHU C TO3HU
JIEKapCTBEH MTPOIYKT.

[TonpobHa uHpoOpMaIus 3a JEKApCTBEHUAT MPOJIYKT, KAKTO U BBIIPOCHU M OTTOBOPHU
CBBp3aHU C TeMaTa Morar Ja ObJaT HaMepeHH Ha yeO-cTtpanunara Ha EMA:

http://www.ema.europa.cu

http://www.ema.europa.ecu/docs/en_GB/document library/Press_release/2011/07/WC500109
224.pdf

http://www.ema.europa.eu/docs/en GB/document library/Medicine QA/2011/07/WC500109
225.pdf

* Vimpat 15 mr/mu cuporn e paspelieH 3a ynorpeda B EBpomneiickus cbro3 Ha 29 asryct 2008. Ha EBponetickust
(apmaneBTHYCH Na3ap ca HAIMYHK CICTHHUTE JIeKapCTBeHH (GopMmu: GpuiIMUpaHu TabJIEeTKH, pa3TBoOp 3a HHQy3us
u cupor. Vimpat 15 mr/mn cupon ce mapketupa B Apctpus, benrus, Jlanus, @unnannus, Opannus, [epmanms,
I'epuus, Upnanaus, Uranus, Xongauaus, Vcnanus, [lIBenuns, O6enMHEHOTO KpaicTBO, KakTo u B Hopeerus. B P.
bobirapus He e MmapkeTHpaH.


http://www.ema.europa.eu/
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2011/07/WC500109224.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2011/07/WC500109224.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2011/07/WC500109225.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Medicine_QA/2011/07/WC500109225.pdf

