EBPOITEMCKATA ATEHIIUS 10 IEKAPCTBATA(EMEA) IIPEIIOPBYA
HHPEKPATABAHE HA PA3PEIIIEHUATA 3A YIIOTPEBA HA JIEKAPCTBEHU
MMPOAYKTH, CbABPKAILM CLOBUTINOL HA TEPUTOPUATA HA EBPOIIEMCKUA
CbIO3.

KoMmuteTsT 3a nekapcTBeHH NpoayKTH B XymanHata Mmeaunuaa (CHMP) keM EMEA
3aBBPIIM Mperjea Ha NPOTUBOKAIIINYHY JIEKAPCTBEHU NPOAYKTH, ChABPKAIINA aKTUBHOTO
BemecTBo Clobutinol u 00gBu cBoeTo 3akiroueHue, 4e ymorpedaTa Ha Te3W MPOAYKTH €
CBbp3aHa C PUCK OT yIbJkaBaHe Ha uHTepBana QT oT enexTpokapauorpamara, pecrieKTUBHO
OTpakeHHE BBPXY CbpAeuHHMs purTbM. I[IpenBua ToBa, KakTo W mpeABH] ¢akTa, 4e 3a
JICYCHUETO Ha KAIUIUIIATA ChIECTBYBAT NOCTaThuHO anTepHarusu, CHMP cuwura, ue nmomsure
OT MpOAyKTa HE HaJBHUIIABAT PHUCKAa MpH ynorpebaTa M Ipernopbya IpeKpaTsBaHEe Ha
paspemieHusTa 3a ynorpeda Ha BCHYKH JIGKAPCTBEHU MPOAYKTH, chabpxkaniy Clobutinol Ha
TepuTopusTa Ha EBponeiickus cbio3.

HUAJI Bu yBenmomsiBa, ye B bbiarapus HsAMa BamugHO pa3pelieHHEe 3a yrnorpeda Ha
JeKapCTBeHU NpPOAYKTH, chabpxkany Clobutinol u TakuBa HuKora He ca OMIM Ha HAIIM
nasap.



