JIMCTOBKA : HHOOPMAITHA 3A HOTPEBHTEJIH
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AVANDIA 2 mg film-coated tablets

ABAHLOWA 2 mg dunmupanm TabneTku @ j‘;g ODBPEHO
- : 0-{{ 2. 06
rosiglitazone TA . A dedemE

Mors, npovyeTteTe Tazy NUCTOBKA BHUMATENRKO, lPefRuW Aa 3anoYHeTe fAa npuemMare
JIEKapCTBOTO.

He u3xBbpianTe AUCTOBKaTA, Thil KATO MOXE Aa BW CE HaNOXKW Aa 5 NPOYETETE OTHOBO.
AKO MMaTE HAKaKBW AONBRHUTENHY BBINPOCK, MONUTAIRTE Ballns NeKap wunn hapmauesT.
ToBa nexapcTBO € NpPenancado 3a Bac. Hukora He ro NpeoTcTknBaiTe Ha Apyr YOBEK. To MoXe
A2 MYy HaBpegy, A0pKY ako HEroBUTE CAMATOMM ca ChliuTe nnu nofobhn Ha BamTe.

e AKO HAKOSA OT HEXXENAHUTE NEKapPCTBEHM peakuun cTaHe cepuosHa nnn sabenexute gpyru,
HEOMUCAHN B Ta3W NIMCTOBKA HEXENaHW peaKkuuy, MOoIisi YBEJOMETE Ballus nekap uau
cdhapmaLlesT.

CLELpHEHWE Ha JIMCTOBKATA:

1.  Kaxso npegctaensea AVANDIA 1 3a KakBo ce nanonssa
2. Tpegw ga sanoqHeTe npuema Ha AVANDIA

3.  Kax ga npuemare AVANDIA

4, BH3mMOXHN HEXENaHW NeKapCTBEHN peaKkLnn

5.  Kak ce cbxpaHsaea AVANDIA
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AonbsiHuTenHa ukhopmauus

1. KAKBO MNPELOCTABIJISAIBA AVANDIA U 3A KAKBO CE U3NON3BA

AVANDIA e anTgnaberHo NeKkapcTBo, KOETO ce fpremMa npes ycrarta. Msnosiaea ce 3a neveHne Ha
saxapeH guabet Tun Il (MHCynuKH HesaBncUM).

3axapen anabet Tun Il € cheTORHME, MPU KOETO OPFraHnaMa BU He NpousBeXaa QOCTaTbYHO MHCYNH
NN KOSTMUECTBOTO WHCYIWH, KOETO NPOM3BEXAA He BeiicTBa Taka KakTo Tpsabea. MHCYNuHbLT e
€CTEeCTBEeHO BELLECTBO, NPOU3BEXLEHO OT OPraHNaMa, KOETO KOHTPOMKpa HABOTO Ha KpbBHaTa BK
aaxap. [Nomaralixv Ha opraHuaMa fa Wsron3ea no-5odpe MHoynwHa, Konto npoussexnaa, AVANDIA
floMara 3a HamarnsaBaHe Ha KpbBHaTa BY 3aXap KbM HOPManHoTO HUBO.

AVANDIA Tpsibea ga 6bje npunarada CaMoCTOATESIHO UK B KOMOMHaLMA ¢ MeThopMIH Winu cbe
cyrndaHnnypeiiiy NPoAYKTH, KOUTO CBLUO ca aHTANateTH NeKapcTea, KOUTO Ce npuemar npes
ycrara.

2. NMPELRU BA 3ANMOYHETE NPUEMA HA AVANDIA

He npuemaiite Avandia
- AKO cTe aneprnyHM (CBPBLXMYBCTBUTENHKW) KbM rosiglitazone nny KeM HAKOS OT oCTaHanute
cbCTaBkn Ha Avandia.

- AKO UMaTte unu cTe UMany chpAeyHa HefoCTaTLYHOCT.
- Ako umare yepHogpobHo 3abonsieake.

- AKO Bevye NpveMaTe UHCYSUH.
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JIHCTOBKA : HHO®COPMAITHA 3A IIOTPEEMTEILA

- AKO MmaTe ABYCTpPaHHO NONMUKACTOSHN sAlkHKUM. Mopagk HaunHa on Ha gelicTBre, NeKapecTBoTo
MOXE A2 YBENUUU BEPOSATHOCTTa Aa 3abpemeHeeTe;

- Axo umarte npobiiem ¢ Yephns apob, cbptieto unu 6wbpeyuTe.

- Ako npuemare sulphonylurea (cyndanunypes) saeggHo ¢ AVANDIA, Toii KaT0 HUBOTO Ha KpbBHaTa
BU 3axap MOXe Oa ce NOHWKM (Xunornnkemus). JlekapaT Moxe Aa Hamanu fosarta Ha npuemaxata oT
Bac sulphonylurea.

Hsma undopmaums 3a npunaraHeto Ha AVANDIA npy nuua nog 18 roguiliHa ss3pacT.
CriepoearenHo ynotpebarta Ha SIeKapcTBOTO NpK Te3n NMaLueHTy He ce npenopbYyea.

fipMeM Ha ApyrK riekapcTea

Mons uHbopMMupaiTe BaliKa fiekap unn hapmalesT ako nMpueMaTe Unv Hackopo CTe npruemany Apyru
NeKapcTBa, BIIIOYUTENHO 1 TaKKBA, OTNyckaHu 6e3 peuenTta. Bawwmat nekap moxe ga noucka ga
npomMeny noaarta Ha AVANDIA ako npuemare Apyri nekapcTea (KaTo neKkapeTsa, Chabpxatiy
aKrvBHUTE BellecTea remmbposun it pucamMnuumnH).

Mpuem Ba AVANDIA ¢ xpaka n TEYHOCTH
Moxerte fa npuemate TabneTkyTe No BPpEME Ha WNU Criel XpaHeHe, unu Ha rmagHo. lpremMaiite rm ¢
vawa soaa.

BpemMeHHOCT U KbpMmeHe

YBepomMete nekyBallms fiekap, ako cre BpemenHa, MUCAUTE Ye MoXe fia cTe bpemeHHa unu ce
onuTBaTe fa 3abpemeHeete. BalumnaT nexap Lye BM NOCHBETBA 4a NPEKbCHETE Npuema Ha ToBa
TiexapcTBo.

YBenomeTe Nnekaps, ako KepMUTE Ui MMaTe HamepeHve Aa KbpMUTE BaLIeTo Oebe. BawmaTt siekap
e B¥ NOCHBETBA [a CNpeTe npuemMa Ha NnekapcrBoTo.

Wodchupase n pabora ¢ MalwUEn
ToBa NexkapcTBo HAMa 4a NOBMnuse BbpXy cnocoBHocTTa B Aa wodupate vunu paboTure ¢ MaluHu.

Baxna nuthopmaliun 32 HAKoM oT ckbeTaBkuTe Ha AVANDIA

MaumeHT, KOUTO UMAT HEMNOHOCUMOCT KbM FakTo3a, Tpsabea Aa obbpHaT BHUMaHWE, Ye BCAKa
Tabnetka AVANDIA cbobpxa Manko KonuyecTso nakrosa (oxono 109 mg). lNauueHty ¢ pagxo
cpetlanHunTe HacneacTeeHy 3abonABaHmns - HENOHOGUMOCT KM ranakrosa, Lapp nakraseH geduunT
WAV FAIOKO30-FanaxkTosHa manabcopbuus He TpAGBa Aa npuemar ToBa fIeKapcTBo.

3. KAK CE NPUEMA AVANDIA

Bunary npuemaiite AVANDIA TO4YHO KaKTO BUM e Kasan BalumaT nekap. AKO He CTe CUTypHU B HELLo
nonuTaiTe BallKs fiekap unu dapMatesT.

BpoaT Ha Tabnetkmte AVANDIA, KO/TO pasnndHWTE NauMeHTn npuemMaTt MoXe g ce pasnuiasa B
33BUCUMOCT OT CLCTOSHUETO WM. JleKyBalnAT nekap LWe onpefeni onTumarnHaTa 3a Bac [osa.

O6uualiHaTa Hadanda aosa AVANDIA e 4 mg (2 oT Tesu TabneTiu) Ha feH, NPUETK KaTo eauHYHa
[033 UAK KaTo ABEe [03W (Hanpumep epHa TabrneTka cyTpuH 1 efHa TabneTka Beyep).

INpy HEODXOANMOCT, NEKapAT MOXE fia YBENVYM fosata Ao 8 mg (4 ot Teau TabneTkn) Ha AeH,
NPUETW KaTo eAMHNYHA [03a UN KaTo ABe 03K (Hanpumep 2 TabneTkn cyTpuk 1 2 TabneTim sedep).

Tpsibea fa npuemate TabreTkUTE cu € Yalla BOAa, NO BPEMe Ha WK Crieq AASHe, UK Ha rmagHo.
Haii-pobpe e aa npuemate TabneTkuTe BCEKU AEH 10 84HO K CLUO BpemMe.
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AKo cmsiTaTe, Yye JeCTBUETO Ha NeKapCTBOTO BK € MHOTO criabo nin MHOro cun+Ho, He npomea—mme
posata camu. KoHcynTupaitTe ce G Ballus nekap. . .

He npvemaiite noseye TabNeTKM OT TE3W, KOMTO BU € NPEeAnncan fiekapsT.




JIMCTOBKA : HHO®OPMATINA 3A [TOTPEBHATEIA

BawmsT nexap e sy npeanviie AVANDIA camoCToATENHO Wny B kKomBuHauns ¢ apyru
aHTUAVabETHN NEKapeTBa, KOUTO Ce NPUEMaT Npes ycTara.

BaluuvaT rexap Moxe Aa B HasHaul U3csieBaHus Ha KPbBTa, 3a Aa NpoBepu Aany YepHusi Bu Apob
OYHKLMOHMPE HOPMaTTHO.

B cniy4aii vye cte Ha AMETA 3a KOHTponMpaHe Ha TernoTo nipu avabeT, Tpabsa fa npogbrokute Aa s
cnassaTe, gokato npuemare AVANDIA.

TernioTo 8K TpsiBBa Aa 6b4e npoBepsiBaHo Ha ONpPEeSeneHn MHTEpBan oT BpemMe. AKO yBenuuuTe
TErNOTO CIA, YBEZOMETE NEKyBAaLLNs JieKkap.

Kakeo na Hanpaeuye B criyuan Ha npego3upaHe
Axo npuemerte nosede Tabsnetkn AVANDIA oT npegnncablnTe unv ako HAKOW Apyr NOorefiHe OT BalleTo
riexapcTBo, YBEOMETE neKkaps HezabasHo.

Kakeo [a HanparuTe, KO CTE MPONYCHAaNN [O3a

AKO riponycHeTe fa NnpueMeTe HAKOA [03a OT JIEKapCTBOTO, NPUeMETe A BELHAra Crieq KaTo cu
CTIOMHWTE M NPOZBLIHKETE KakTo npeaun. He npuemaiiTe ABolAHA [03a, 38 [ia KoMIieHcupaTe
nponycHaTaTa.

Ako cte cnpenr npuema Ha AVANDIA
Ako cTe cripenu nprema Ha AVANDIA, yeepomeTe Balns siekap BL3MOXHO Hal-0bp30, Thil KaTo Tol
MOXE [a NPenopbya Apyro lie4eHue.

AKO UMaTe HAKaKBW AOMLNHUTENRHK BLNPOCK, CBbLP3aHK ¢ ynoTpebaTta Ha Toan NPogyKT, Mons
nonuTaiTe BalUMs fiekap Unn dapmalesT.

4. BB3MOXHW HEXXENAHU NEKAPCTBEHU PEAKLIUA

Kakto Bcuukm nekapctea, AVANDIA Moxe fa npegmasuka HexenaHn peakii, BbNpekn Ye He BCeKn
rv nosydasa. BepoaTHOCTTA 3a NOABA Ha HEXEeNnaHa peakumsa MOXe Aia 3aBUCK CbLUI0 OT TOBa fanm
npuemate AVANDIA camocTosiTenHo unv B komGuHauws ¢ Apyrin aHntuanabeTHy nekapcrea.

Flo-pony ca n3GpoeHn HexenaxuTe NexapCcTBEHY peakUuni, KOUTO HsKoW nalmexTn ca Habnwopasany,
AokaTto ca npuemany AVANDIA.

MuOro yecTi BexenaHy peakuum (Morat Aa 3acerHar noseve oT 1 Ha 10 nauueHTy)

- MO-HKUCKU OT HOPMANHUTE CTOMHOCTY Ha KpbBHaTa 3axap (xunoraukemus). Xunornmkemnsta ce
Habngasa no-vyecto, korato AVANDIA ce npuema ¢ Apyru nekapcrea, U3nornssaxn 3a
JieyeHneTo Ha giaberta.

- TioKanuavpaxo nopyeaxe (0TOK).

YecT HeXenaHu peaklyum (MoraT ga sacersar noeeye ot 1 Ha 100 nauneHTi)

- HamarisieaHe Ha Bpos Ha KPBBHUTE KNETKM, BKIIOYMTENHO HamaneH 6poi YepBEHV KPBBHU
KIeTkv (aHemMusA)

- ManKo noBuLaBaHE Ha HuBaTa Ha obust XorecTeposi

- MOBMLLEHW HUBa Ha MasHUHWUTE B KPBBTA

- NOBULUEHO Terno. YeegomeTe Balums nekap, ako TErnoTo BU G NMOBWILY 3a KpaTbK epuop, oT
Bpeme.

- NOBULLEH aneTuT

- CBETOBBPTEX

- rnasobonne

- 3anek. 3anex € ycTaHoBsABaH no-vecto korato AVANDIA ce npuema ¢ Me'rcpopMMH (,u,pyro
FieKapcTBO, KOSTO Ce U3Mon3ea 3a jieueHue Ha guaber).

- BONKY B MyCKYTUTE, MYCKyNIHa YyBCTBUTENHOCT Unn c5naBocT, KouTo He ca npe,qjasBMKaHn of .- \
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JAUCTOBKA : HHOOPMAITHA 3A TIOTPEBUTERA

Pefiku HexXernaHi peakumum (Morat ga sacersart no-manko ot 1 Ha 1 000 naumeHTI)

- HATpyrBaHe Ha Te4HoCT B BenuTe Apodose (benopgpoben otok). CuMnTom Ha HaTpyrnBaHe Ha
Te4HoCT B Bbenute fpobore e 3aTPYBHEHOTO AULLIAHE, KOETO MOXE Aa BBAES MHOro TEXKO U
0BUKHOBEHO Ce BIOLLIABA B FIErHasio nonoxeHve. Yeegomete Baluus nexkap KOMKOTO Ce MOXe
no-0bp30, aKO NMouyBCTBATE TO3M CUMITOM 33 MHPBU MTBT WITK KO TOW Ce YTEXHMK.

- HapyileHa yepHoapobHa dyHKuMs (YephuaT Apod He hyHKUMOHUpPA Taka, KakTo Tpsabea).
CumniTomMUTE BKMIOYBAT: rafeHe, NoBpbliaHe, cTomaluHa bornka, HeobuualtHa uin HeobsicHuMa
yMopa, 3ary0a Ha anetuT, NOTbMHABAHE Ha YpuUHaTa, NOXLITABaHE Ha KoXaTta unk Bsnara vact
Ha ouuTe.

Mioro penku HeXxesiaHi peakuum (MoraT Aa 3acerdar no-manko ot 1 Ha 10 000 naumeHTh)

- periechen 1 cbpbawy obpus (ypTukapust) Ny anepriwdeH OToK, NOHSKora Ha JIMLETO Witk yeTata
(anrnoesiem), KOETO MOXE [ia BOBEAE A0 3a8TPYAHEHWE B AVINGHETO UK NPErTbiLigHETo. AKO
wmaTe Tesu cumnTomun Tpadea fa ce obbpHeTe KeM Bawmsa nekap HesabasHo.

CoplievHara HeLOCTaTbYHOCT € YECTa HEXENaHa peakuus Npy nauueHT, KOUTo Npuemar
PO3UITINTA30H CbC CYFhaHniypeet NPORYKT N METhOPMIH (TpoiiHa Tepanus). Tasn HexernaHa
peakums HacTbnBa HeYecTo Npu naumneHTy, kouto npuemat AVANDIA camoctosTesiHo Wik B
KoMBUHaLMA camo ¢ METAOPMUWH, UNY Camo CbC CyndaHunypeeH NpoayKT (BBoiiHa Tepanings).
CumMnTomMUTE Ha CbPAEHa HeQOCTaTLMHOCT BKNIOMBAT 384YX, NTeCHa YMOPSAEMOCT Crief sieka
dhmarvecka akTUBHOCT KaTO XogeHe, ChhyXKaaHe npes Houlta nopajn HeRoCTUF Ha BL3AYX U nofyeaHe
Ha rreseHnTe uny cTenanata. O6bpHeTe KbM BalLMs NieKap KOJIKOTO ce Moxe no-0bp3o, ako
NoYyBCTEATE TE3U CUMITOMW 3a MBPBU BT UAK Ko T€ C& YTEXHAT.

Ako HabnogaraTe HAKaKBO HeobuualiHo HepasnonoXeHue, KaXeTe Ha NeKyBallys nexap sefHara.

AKO HAKOS OT HEXENAHUTE NEKapCTBEHN peakuuy cTaHe CepuosHa Win ako 3abenexure HaKaken
HEXEeNnaHn peakuvm, KoMTo He ca u3bpoeHn B Tasy fIMCToBKa, MONs YBEAOMETE BallkA JieKap unv
hapmalesT.

5. KAK CE CBbXPAHABA AVANDIA

[ia ce nasy Ha MsICTO, HEACCTRNHO 32 geua.
He uanonseaiite AVANDIA criepn ustuyaHe cpoka Ha rogHoCcT, 0TbernsasaH BbpXy OnakoBKaTa.
To3n NpoayKT He M3UCKBa CTieLManty YCIIOBKA Ha CbXpaHeHue.

JlekapcTeaTta He TpAGBa fa Ce USXBBLPNAT B KaHanu3auwsaTa Ny B KoHTeliHepa 3a fJoMallHK
otnagsuy. MNonutaiTe Balma hapMaLeBT Kak ga YHULLOXKUTE HeHYXHUTE BY nekapctea. Tean Mepku
LLie CTIOMOrHAaT 3a Ofa3BaHe Ha oKonHaTa cpefa.

6. BOMBINHUTERHA KMH®OPMALINA

Kakeo crabpxa AVANDIA

- AxTUBHAaTa cbCTaBka € po3niTiuTasol. Hanuunn ca Tadbnetkn AVANDIA ¢ pasnnyHo KonuuecTso
Ha aKTMBHATA CLCTABKa B efiHa TabneTka. Beaka Tabnetka AVANDIA ceijbpxa 2 mg ot
aKTMBHOTO BELLECTBO PO3NIIMTa30H (noj hopmaTa Ha PO3UrnnTasoH Manear).

- NpyruTe cbCTaBKn ca: HaTpueB HULWeCTeH rnukonar (Tun A), xunpomenosa, Xxunpomeriosa 6¢P,
MUKPOKpUCTaNHa Leryrosa, SIakro3a MOHOXVAPaT, MarHe3ues creapar, TUTaHOB SUOKCUA
(E171), makporon 3000, rnuuepon TpualeTaT U YepBeH Xxeneaex okong (E172).

Kak uarriexxna AVANDIA u KaKkBO CbabpXa ONaKoBKaTa o )
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AVANDIA 2 mg e nog dopmarta Ha po3oBn dunmMupany Tabnetku. Bupxy Tsix € 0T6e ﬂaaHo “GSK”OT E“:.}' \‘
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epHaTa cTpaHa K “2” ot gpyrarta cTpaHa. TabneTkuTe ca onakoBaHi B Gnvctepy, cvl ?:px(au.m 56 112 =
168 unu 180 dunmupaxn Tabnetku unv 56 dunvMmupann TabneTkn, eguHnyHa ,qoaosa onakoaka



JIJUCTOBKA : HH®OPMAITHA 3A ITOTPESHTEILA

He Bouukn BUAOBE ONAKOBKN U KOHLEHTpaLuy Ha TabneTkuTe Morat ga 0Lgar nycHatv B npogamta.

TpuTeXareyn Ha Pa3pemeHNETO 3a ynoTpe6a U NponseoauTen

Mpurexaren Ha paspelueHueTo 3a ynotpeba: SmithKline Beecham plc, 980 Great West Road,
Brentford, Middlesex, TW8 9GS, Benukobputarus.

lNMpouzeoguten: Glaxo Wellcome Production, ZI du Terras, 53100 Mayenne, ®paHuums.

Lara Ha nocnefHa akTyanulauus Ha Tekcta: ony 2006 r.

MoppoGHa nHthopMaLya 3a TO3Y NeKapcTBeH NPOAYKT & ApefocTaBeHa Ha yeb calita Ha
Esponelickata areHuus ne nekapcrsarta hitp:/iwww.emea.eu.int/




