NHOOPMAILIUA 3A TPAKJTAHUTE

EBponeiickara areHijus 1o JieKapcrBaTa 3ano4sa nperJie Ha
JIeKaAPCTBEHUTE MPOAYKTH, ChAbPKAIUM opaucmam*

EBpornelickara arenuus no sekapcrBara (EMA) 3amouBa mperien Ha oOpaucTaT
ChIBPIKALIUTE JEKAPCTBEHH MPOAYKTH, C LI€] J1a C€ ONpPEesn AAaIu HaOI0JaBaHUTE MHOIO
peIKM Cilydan Ha yBpeXJIaHe Ha 4YepHUs APOO0 MMAT OTPAXKEHHE BBPXY CHOTHOILECHHETO
ToJ13a/ PUCK.

[TpermeabT BKIIOUBA pa3pelIeHUTE 3a YMOTpeda MO ICHTpaTU3UpaHa IMPOLeAypa
Xenical (orlistat 120 mg) mo nekapcko npeanucanue u Alli (orlistat 60 mg) 6e3 nekapcko
MpeINCcanne, KaKTO W JIGKAPCTBCHHW TNPOIYKTH, KOWTO CBABPKAT OpJIHMCTAT U BeYe ca
paspelieHr 3a ymoTpeba WM ca B MPOIeC Ha paspeliaBaHe 3a ymoTpeda Mo HalMOHAIHA

nporenypa.

PuckbT OT MOsIBa Ha YepHOIPOOHH HEKETaHW PEAKIINH, CBBP3aHU C OPIUCTAT € J00pe
MO3HAT M CTPUKTHO ce mpociieasBa oT Komurera 3a JIeKapcTBEHU MPOAYKTH 3a XyMaHHA
ynorpeba (CHMP) ot mepBOTO paspemiaBane 3a ynorpeda Ha Te3u JeKapcTBa. PUCKBT oOT
YepHOPOOHU HEXEJIaHW PEaKIMU € OTPa3eH B MPOIYKTOBaTa MHPOpPMAIIHS HA Pa3pEIICHUTE
0 [IEHTPATU3UPaHA MPOLEAYpa OPIUCTAT-ChIBPIKAIIN JICKAPCTBECHU MPOIYKTH U € BKIIFOUCH
B IUIaHA 3a ympaBjeHHe Ha pucka Ha Te3u npoayktu. CHMP monacTosiem XxapMoHH3Mpa
uHpoOpManuATa 3a JBara JICKAPCTBEHH TNPOMYKTH WO IEHTpaJM3HpaHa MpoIeaypa.
3HauuTeNIHa YacT OT CBHOOILIEHUTE [0 Cera clydal Ha YEpHOAPOOHO YBpEKIaHE ca
HECepHO3HH. MHOTO PSJIKO CHOOIIABAHUTE CEPUO3HHM YEPHOJIPOOHM PEaKIHMU ca OOEKT Ha
Hactosimus nperyie] Ha EMA 1o oTHoleHHe Ha yOeIMTEIHOCTTa Ha JOKa3aTelICTBaTa 3a
MPUYMHHO-CJICICTBEHA BPB3Ka.

[Tocnennure aHanu3u, KOUTO 0000IIaBaT ClIy4auTe HAa YEPHOAPOOHU CHOUTHA,
croOmienu 3a opauctaTt 120 mg 3a nepuox ot 08.08.2009 r. 1o 31.01.2011 r. ca o6mio 21. Ot
TAX 4 ca cilydan Ha TeXKa YepHOIPOOHA TOKCUYHOCT (€HH (haTalieH ciyyail Ha yepHOApoOHa
HEJ0CTAaThUHOCT; €/IMH CiIy4ail Ha 4epHOApPOOHAa HEJOCTATHUHOCT, JOBENI JO0 YepHOAPOOHA
TPaHCIUIAHTALIMS; €UH Clydail Ha 00OCTpsiHE Ha XEMaTHT M eIuH ciydail Ha xermaTur). OT
1997 r. no suyapu 2011 r. mma poknagBanu 21 ciyyas Ha TOAO3MpaHa CEpPHO3HA
YepHOAPOOHA TOKCHYHOCT, 32 KOUTO HE MOKE J1a C€ M3KIIIOYH MPUYMHHO-CIIEICTBEHA BPb3Ka
C OpJIUCTAT, BBIPEKH, Y€ JIMIICBAT KAaTETOPUYHH JOKA3aTEJICTBA 3a BPh3Ka C MOJO3HMPAHOTO
JIeKapCTBO, Thil KATO MPHU MOBEYE OT CIy4YauTe MMa alTepHATUBHO OOSCHEHHE 3a MOsiBaTa Ha
4epHOAPOOHOTO yBpexkaaHe. OcBeH ToBa TpsOBa aa ce oruere (pakrta, ye Opoiikara Ha Te3u
cllyual CBOTBETCTBA Ha o0OIma ymorpeba Ha JIeKapCTBa, ChABPXKAIIM OPIUCTAT NpH 38
MUJIMOHA TAIlHEeHTH.

[{smata myOnMKamys Ha aHTIIMHCKH €3WK MOXKETe J1a HamepuTe B yeO-caiita Ha EMA
HAa CJIEJHUS JINHK:

*B P. bbarapusi, cjieAHUTE JeKAPCTBEHU MPOAYKTH, ChIbP KAl OPJUCTAT ca ¢
BAJIM/IHO pa3pelieHue 32 ynorpeda KbM HACTOSIIIIMA MOMEHT:


http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2011/09/WC500112798.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Press_release/2011/09/WC500112798.pdf

1. Xenical 120 mg hard capsules, pa3pemen 3a ymoTpeba MO IEHTpaIH3UpPaHA
npolenypa ¢ npuTexkaTten Ha paspemenue 3a ynorpebda (ITPY) Roche Registration Limited,
OTITyCKa Ce TI0 JIEKapCKO MpeIIICaHHe.

2. Alli 60 mg hard capsules, pa3pemien 3a ynorpebda 1mo 1eHTpaaIu3upana mporeaypa ¢
[TPY GlaxoSmithKline, oTmycka ce 6€3 JiekapcKo mpearucanue.

3. Orlistat Teva, 120 mg capsule, hard, pa3pemien 3a ynotpe0a 1o AerieHTpaaIu3upaHa
npouenypa, ¢ [IPY TEBA ®APMACIOTHUKDBIIC BBII'APUA EOO/, ormycka ce mo
JIEKapCKo MpeanrcaHue.

3a IOBJIHUTETTHH Pa3siCHEHUsI MOXKeTe J1a ce obaxaare B oTnen “JlekapcTBeHa 6e3onmacHocT”
kbM MAJI Ha Ten. 02/ 890 34 17.



