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Bbnpocu n otroBopu

OTTernsiHe Ha 3asiB/IeHMETO 3a pa3pellaBaHe 3a ynortpeba
3a Pioglitazone ratiopharm (nnornuntasoH)

Ha 3 deBpyapu 2012 r. ratiopharm GmbH odwnumanHo yBeaomsasa Komuteta no nekapcTBeHUTE
MpoAyKTW 3a XyMaHHa yrnotpeba (CHMP), ue xxenae ga oTTernm 3asB/IeHMETO CU 3a pa3pellaBaHe 3a
ynotpeba Ha Pioglitazone ratiopharm 3a nedyeHune Ha anabet Tmn 2.

KakBo npeacrasnsBa Pioglitazone ratiopharm?

Pioglitazone ratiopharm e nekapcTtBeH NMpoAyKT, CbAbpXKall aKTMBHOTO BELECTBO NUOrINTa3oH
(pioglitazone). OuyakBasno ce e fa ce npeanara noa ¢gopmarta Ha Tabnetkum (15, 30 u 45 mg).

Pioglitazone ratiopharm e paspaboTeH kaTo ,reHepu4HO nekapcTBo". ToBa 0O3Ha4aBa, 4ye Pioglitazone

ratiopharm e nogobeH Ha ,pedepeHTHOTO NekapcTeo” Actos, koeTo Beue e ogobpeHo B EBponeinckus
cbto3 (EC). 3a noseye nogpo6HOCTM OTHOCHO FrEHEPUYHUTE JlIeKapCcTBa, BMXTE AOKYMeHTa OT Tuna
»BBNPOCU N OTFrOBOPU™ TYK.

3a KaKBO ce oyakBa fAa ce m3nonsBa Pioglitazone ratiopharm?

Pioglitazone ratiopharm ce e ouakBano ga ce nanonsea 3a NieyeHre Ha anabeT TN 2 Npu Bb3PACTHYU,
no-crneuunanHo Npu Bb3pacTHWU C HagHOpPMeHOo Terno. NpeasuaeHo e 6uno aa ce npuniara B AOMbJ/IHEHME
KbM XPaHUTENIEH PEXUM N YNPAXKHEHUSA.

MpenBuaeHo e 6uno Pioglitazone ratiopharm ga ce nanonssa caMoCTOSTENHO NPU NALMEHTU, 38 KOUTO
MeThopMUH (ApYyro NekapcTBo cpely avabeT) He e noaxoasLy.

Pioglitazone ratiopharm e TpsibBano ga ce nanonssa B KOM6MHAUUA C MET(OPMUH NPU NALNEHTU, NMpPU
KOWTO 3ab0s1siBaHeTO He ce KOHTpoaupa 3a40BONTENHO C MET(OPMUH CaMOCTOSITE/THO MK CbC
CcyndoHnnypenHo npomssoaHo (Apyr BUA 1eKapcTBoO cpelly aAnabeT), korato METOPMUH He e
noaxoasuw (aBowHa Tepanus).
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OcBeH ToBa e 6uno npeasmaeHo Pioglitazone ratiopharm ga ce nsnonsea B KoM6UHaUNS C MET(HOPMUH U
cyndoHNNYypeRHO NPoOM3BOAHO NMPU NALMEHTM C HE3aJ0BONIMTENIEH KOHTPON Ha 6onectta BbMNpekn
ABOMHaTa Tepanusa npes ycrata (TponHa Tepanus).

Pioglitazone ratiopharm e Tpsa6sano ga ce nanonsea 3aegHO C MHCYIMH NPU NMaUUEHTU, YMETO
CbCTOSIHWE HEe Ce KOHTPOoNMpa 3a40BOJSIMTENIHO CaMO C MHCYJIMH U KOUTO HE MoraT ga npuvemart
MEeT(hOPMUH.

Kak ce ouakBa fa geucrBa Pioglitazone ratiopharm?

OunabeTt TMN 2 e 3abonsiBaHe, Npy KOETO NaHKpeachbT HE NpoM3Bexaa AOCTAaTbYHO MHCYJSIMH, 3a Aa ce
KOHTPO/IMpa HUBOTO Ha rflOKO3a B KPbBTA, UM KOraTO OPraHmM3MbT HE e B CbCTOSHME A YCBOSBa
MHCYyNnHa edeKkTnBHO. AKTMBHOTO BellecTBo B Pioglitazone ratiopharm, nuornnTtasoH, nosuwasa
YYBCTBUTENIHOCTTa Ha KNeTkute (MacTHW, MyCKY/THM U 4YepHOAPO6HM) KbM MHCY/IMHA, KOETO O3Ha4aBa,
ye opraHM3MbT yCcBOsIBa No-fob6pe npousBexaaHns MHCYNH. BcneacTteme Ha ToBa HUBOTO Ha KpbBHaTa
FIOKO3a HaMandBa U ToBa nomMara ga ce noCturHe KoOHTpos Ha ,qma6eT T™MN 2.

KakBo e npeacraBuna copupMmarta B noaKperna Ha CBOeTo 3asiByieHue?

Tovn kaTo Pioglitazone ratiopharm e ,reHepnyHO nekapcTeo®, HanpaBeHUTE NPOyYBaHMS LEensaT aa
nokaxaT eAWUHCTBEHO, Ye NpoAYKTbT € bMoekBMBaneHTeH Ha pedepeHTHOTO nekapcTBo Actos. [lBe

neKapctBa Ce cHuUTaT 3a 6rnoekBmMBaneHTHN, KoraTo npounseexagaTt eaHn n CblWn HMBa Ha aKTUBHOTO
BELWECTBO B OpraHMsMma.

Ha kakbB eTan oT oUleHKaTa e 3asiBJIEHUMEeTO KbM MOMEHTa Ha OTTernssHeTo?

OueHkaTa e npuknoymna n CHMP e gan nonoXxuTesnHo cTaHoBule. dupMmaTta e oTTernmna 3asaBfeHueTo
npean EBponerickaTta KOMUCKUA Aa U3gaje peleHmne No ToBa CTaHOBULLE.

KakBu ca npenopbkute Ha CHMP kbM MOMeHTa?

CHMP 3akntoyaBa, 4Ye B CbOTBETCTBME C U3UCKBaHUATa Ha EC e gokasaHo, ye Pioglitazone ratiopharm e
CbC CPaBHUMO Ka4yecTBO W NpeacTaBnsaBa 6uoekBmBaneHT Ha Actos. NMopaaun ToBa KbM MOMEHTa Ha

oTTernsaHeTo ctaHoBuweTo Ha CHMP e NoNoXWTeTHO U KOMUTETBLT NpenopbyBa nlgaBaHe Ha
pa3speweHune 3a ynotpeba 3a Pioglitazone ratiopharm 3a nevenue Ha gmnabet Tun 2.

KakBu npuumHM noco4ysa cobmpMmaTa 3a oTrersisHe Ha 3asiBJ/ieHMeTo?

MucmoTo, ¢ KoeTo hupMaTa yBeaoMsiBa AreHumsaTa 3a OTTErISHETO Ha 3asiBJIEHUETO, MOXE Aa Ce
HaMmepw TyK.

OTTernsiHe Ha 3asBNeHMETO 3a pa3peluaBaHe 3a ynotpeba 3a Pioglitazone ratiopharm
(nnornuTasoH)
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