JIMCTOBKA : HHOOPMAITHA 3A ITIOTPEBUTENA

AVANDIA® 8 mg film-coated tablets
ABAHAVNA® 8 mg thusimupaHy TabreTkH
rosiglitazone

Mons, rpoveTeTE Ta3M JINCTOBKa BHUMATENHO, lipeal pa 3arnotHeTe Oa npuemaie
JIEKapcTBOTO.

He M3XBBLpNANTE NUCTOBKATA, Thil KATO MOXE 42 BM CE HarnoxM Aa st Npo4eTeTe OTHOBO.
AKO MMaTe HRKaKBK JOMBIHATENHY BBRPOCK, NONUTanTe Battus Nekap wnu dapmaLesT.
ToBa nekapcTeo e npeanvcaHo 3a sac. Hukora He ro npeoTeThiBaiTe Ha ApYr YoBeK. To MmoxXe
a2 My HaBpenn, LOPY ako HEFOBUTE CUMNTOMK Ca ChLuMTE UIN NoA0GHN Ha BalmTe.

e AKO HAIKOSl OT HEXETaHWUTE NEKapCTBEHN peakuni CTaHe CepnosHa unu sabenexnTe Apyry,
HeonMcaHy B Task NUCTOBKa HEXEenaHW peaxumn, MoJid YEeZoMeTe BaLLUNs Nekap Unn
chapmaLeBT.

Citanp¥aHMe Ha SiIucToBKaTta:
Kakeo npegcrasnsasa AVANDIA 1 3a Kakeo ce 1snonasa

Mpeau ga sanouneTe npuema Ha AVANDIA
Kak ga npyuemare AVANDIA

BE3MOXHI HEXENaHW NEKapCTBEHN peakuun
Kak ce cbxpaHaBa AVANDIA
Honbnhutentda uHdopmaLms

.
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1. KAKBO MPEOCTABJIAIBA AVANDIA U 3A KAKBO CE W3MNOMN3BA

AVANDIA e antugnabeTHO IiEKapCTe0, KOETO Ce NpueMa npes yerara. Msnonsea ce 3a fneyelne Ha
3axapeH gwabet Tvn |l (MHCYNUH HesaBKCKM).

3axapen guabet Tun il e CbCTosHUE, NPY KOETO OPraHU3MbT BU HE NPOUSBEXAA AOCTATbYHO NHCYINH
UMW KOMMYECTBOTO MHCYIVH, KOETO NPOU3BEXDa, He AelCTBa Taka, KakTo Tpabea. MHCcynvHeT e
ECTECTBEHO BELLECTBO, NPOUSBEXAAHO OT OpraliaMa, KOETO KOHTPonvpa HUBOTO Ha KpbBHATa BU
aaxap. [Nomaraliku Ha opraHuama Aa 1snonasa fo-gobpe nHeYNuHa, koo npoussexaa, AVANDIA
foMara 3a HamasnsaBaHe Ha KpbBHaTa BI 3aXap KbM HOPMAasiHOTO HUBO.

AVANDIA Tpsibea ga 6b4e npunaralia caMoCTOATENHO unu 8 KoMmBuHatms ¢ MeTgopmus 1 (Mnu) cbe
cynchaunsypeiH NpoayKTh, KOMTO ChLU0 ca aHTWAnabeTH NexapeTea, KOUTO e NPUeMarT npes
ycTaTa.

2. NPEAV LA 3ANOYHETE NPUEMA HA AVANDIA

He npuemaiite Avandia

- Ao cTe anepriyHn (CBpbXYYBCTBUTENHK) KbM rosiglitazone unn KbM HAKOR OT OCTaHarnuTe
CbCTaBKu Ha Avandia.

- AKo umarte wnu CTe UMarnu cbpeyHa HegoCTaThYHOCT.

- Ako umate yepHogpobHo 3abonseaHe.

- Axo Beue npuemate UHGYNNH.

CrieunanHu NpesnasHu Mepku npu ynotpeba ‘
MNpepu ga sanouyHeTe Aa NMpuemare ToBa NEKapCTBO, KaXeTe Ha siexaps: P

T

- Axko nnaHupate ga sabpemeHeeTe;
- AKO KbpMKTE;

- AKo ynmare OBYCTPaHHO MOMMKUCTO3HN siRvHuLM. [Topain HavnHa o Ha neqlgravie, nexabcrs‘cﬁoi,

MOXe Oa YBeSnuuK BEPOATHOCTTA Aa 3abpemeHeeTe; Visooo S /"

- Axo umare npobnem ¢ Yyeptus gpob, cepuerto nnn 6ebpeuure, ‘—é.-\ o e _;-'2/
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JIHCTOBKA : HHOOPMAILMSA 3JA TIOTPEBHTEHA

- Ako npuemare sulphonylurea (cynchanunypes) saenHo ¢ AVANDIA, Thit KATO HUBOTO Ha KpBBHATa
BU 3axap MOXe fia ce NoOHWIM (xunornukemus). JTlekapaT MoXe fa Hamanu fo3aTa Ha fpuemaHara oT

Bac sulphonylurea.
- Hsma nedopmaumna 3a npusnaradeto Ha AVANDIA npw nuua niog 18 roguiuda B-3pacT.
CneposarenHo ynotpebara Ha NEKapcTBOTO NPY TE3U NaLEHTU HE Ce NMpenopbYBa.

Mpuem Ha [pyru siekapcrea

Mons nudopmupalite Baluns nexap v hapMauesT ako NpUemMarTe unu Hackopo cTe NpuemMany gpyru
fleKkapcTsa, BIITIOUUTENHO K TakMBa, oTryckani 6e3 pelenta. BalunaT nekap MoXe fa roucka foa
npomenu gosata Ha AVANDIA ako npuemate opyru nekapersa (KaTo NeKapciea, ChAbpKatln
aKTUBHWUTE BellecTBa remdurbposun unu pudamnuumng).

lipuem ra AVANDIA ¢ xpana ¥ TeYHOCTH
MoxeTe fa npuemarte TabneTk1Te N0 Bpeme Ha WNKW Criefi XpaHeHe, unu Ha rnagHo. MNMpuemaiite rv ¢
Yyalla soja.

BpeMeHHOCT U KbpMeHe
Yeegomerte nekysallns nekap, ako cre GpemeHHa unn ce ofUTBaTe Aa 3abpemeneeTe. BatuusT nekap
e BI NOCHBETEA @ NPEeKLCHETE NPUEMa Ha TOBa JIEKapGTeo.

YsenomeTe nexaps, ako KbpPMUTE UK UMaTE HamepeHne Aa Kepmnte saeto 6ebe. BatunaT nexap
e BY MOCHBETBA /ia CTpeTe fpuema Ha NeKkapcTeoTo.

lUodupane u padotra ¢ MallMHU
ToBa NekapcTBo HAMA [ja NOBAKsEe BLPXY CnocobHocTTa BY fia wodupaTe unv pabotuTe ¢ Mawinki.

Baxta nhdopmanma 3a HAKOU oT cbeTaBku Ha AVANDIA

MauueHTy, KOMTO UMAT HENOHOCUMOCT KbM fakTosa, Tpabea Aa obbpHaT BHUMaHNeE, Ye BCAKa
Tabnietka AVANDIA cbabpxa manko konuuecTso nakrosa (okono 210 mg). MNauvnenTt ¢ paako
CpelLaHuTe HacneacTBeHu 3abonsieakns - HENOHOCUMOCT KM ranakroaa, Lapp nakrasen geguunt
UNY [IIKO30-TranakTo3Ha manabcopbuus He Tpadea ga npuemar ToBa NeKapcTBo.

3. KAK BA NMPUEMATE AVANDIA

BuHaru nipyemaiite AVANDIA TouHO KaKTO BM € Ka3an BallusaT fiekap. AKO He cTe CUrypHU B HELUO
nonuTanTe BalKA fiekap nnu apmatiesT.

BposaT Ha Tabnetkute AVANDIA, KONTO pasfiinyHUTE NauvMeHTy NpUueMaTr MoXe 4a Ce pasfnikyaBa B
3aBUCMMOCT OT ChCTOSHMETO UM. JlekyBalLMAT siekap Wwe onpeaeny onTuMantaTa 3a Bac o3a.

ObuyaliHara Havanda gosza AVANDIA e 4 mg Ha geH, NpUeT! KaTo eduHYHa fo3a Wnn KaTto gBe [o3n
(Hanpymep CyTpUH 1 BeYep).

[pn HeoGXOAMMOCT NleKapAT MOXE fia YBEenuuM Tasn Josa Ao 8 mg (egHa ot Tesu TabneTku) Ha AeH.
Tabnetkata TpsibBa ga OvAe npueTa KaTo eguKENYHa Ao3a.

Tpatea ga npuemare TabneTkuTe cu ¢ Yaliia Boaa, Mo BpemMe Ha WUnu Cren SAeHe, U Ha rrajHo.
Haii-goGpe e fia npuemare TabneTkuTe BCEKX AeH MO e/HO 1 Chilio Bpeme.

Axo cMsaTaTe, ye eCTBUETO Ha NIeKapCTBOTO BU € MHOTO cniabo vy MHOFO CUMHO, HE NPOMEHANTE
[oszara camn. KoHcyntupainTe ce ¢ Ballius fexkap.

He npyemaiite nosede TaBneTky oT TE3U, KOMTO BY € NPeAnucarn fekapsT.

BawwmsaT nexap we ey npegnmnite AVANDIA caMocTosTESIHO Unn B KOMBuHauws ¢ p‘py‘rifi'

aHTManabeTHY nexapcTBa, KONTo ce npueMart Npes ycTara. ﬁ/i" e _—

BaluvaT Nexap MOXe Aa BU HasHauy M3cnenBaHns Ha KpbBTa, 3a fa NpoBepu Jm‘m UEPHUAT BY ,qppﬁv
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JIMCTOBKA : HHOOPMAIIHA 3A TIOTPEBUTEILA

B cniyual Ye cTe Ha AueTa 3a KOHTPOosSIMpaHe Ha TersoTo npr auaber, Tpabea fAa npoabimkuTe Aa 5
criaseate, gokato npuemarte AVANDIA.

TernoTo By TpsiBBa Aa 6b4e NpOBEPSBAHO Ha ONPEAENEH UHTEPBATM OT BPEME. AKO YBenuuuTe
TErOTO CK, YBEAOMETE NeKyBailluns JieKap.

Kakeo fia HanpaeuTe B Cliytiali Ha npego3upaHe
Ako npuemeTe nopeve Tabnetkn AVANDIA oT npegnncanuTe Ny ako HAKOW SPYT NOrbHE 0T BalleTo
FieKapcTBO, YBELOMETE nekapst HesabasHo.

Kakeo fia HanpaeuTe, aKo CTe NPONYCHanM [o3a

AKO ripornycHeTe fa npemeTe HAKOA J0o3a OT NeKapcTBOTo, NpUuemMeTe i BefHara crnep KaTo cn
CHOMHWTE M NPOABLIMKETE KAKTO Npepn. He npvemainte geoiHa J03a, 3a ja KoMneHcupare
nponycHaTaTta.

Ako cTe cnpenu npuema Ha AVANDIA
Ako cTe cnpenu npuema Ha AVANDIA, yBepomeTe Ballng nekap Bb3MOXKHO Hall-6bp30, ThI K&TO TOW
MOXe A3 Fpenopbya pyro redyexHne.

AKO MmaTe HAKaKsy LONBLAHUTENHN BBIPOCHU, CBBP3aHK G ynotpebaTa Ha To3n NPOAYKT, Mons
nonuMTanTe BallMA riekap unu gapmatiest.

4, BBH3MOXHU HEXXENAHW NEKAPCTBEHM PEAKLIUW

KakTo Bcuuku nekapctea, AVANDIA Moxe Aa npefiussuka HexenaHn peakuun, Bbhpekn Ye He BCeKU
™ riony4asa. BeposiTHOCTTA 3a NMosBa Ha HeXenaHa peakuvs MoXe Aa 3aBUCH ChIlo 0T TOBa Sanu
nipuemare AVANDIA camocTosTenHo unn B koMBuHaLus ¢ Apyru aHTugmabeTHy niekapcrea.

Mo-zosny ca n3bpoeHu HeXenaHUTe NEKapCTBEHN peaKLuy, KOUTO HAKOW naureHTn ca Habriogasany,
gokarto ca nipuemann AVANDIA,

MHoro yecTy HexenaHu peakuum (Morat Aa 3acerHat noseve or 1 Ha 10 nauveHTh)

- MO-HUCKM OT HOPMafHUTE CTOMHOCTY Ha KpbBHATa 3axap (xunornukemna). XunornukemmsaTa ce
Habritogaea no-yecTo, Korato AVANDIA ce nipuema ¢ Apyru fiekapeTea, N3nonssaHn aa
fle4eHneTo Ha guabeTa.

- FIOKann3npaHo nogyesaHe (0ToK).

YecT HeXXenaHu peakuum (Morat fa sacerHat noeeve o7 1 Ha 100 nauueHTw)

- HamMarnfaBeaHe Ha 6pos Ha KPBBHUTE KIETKK, BKIIIOYMTENHO HamasieH 6poit YepBeHy KpbBHN
KNETKU (aHemus)

- MarKo NoBKLLABaHE Ha HMBATa Ha obLyKus XonecTepor

- MOBULLIEHN HMBA Ha MasHWHWTE B KpDbBTA

- NOBULLIEHO Terno. YeeaomeTe Bawms riekap, ako TErnoTo BU Ce MOBULWN 3a KpaThK MEproj oT
BpEME.

- MOBULLEH aneTuT

- CBETOBBPTEX

- rriasobonve

- 3anex. 3anek e ycraHoBaBaH no-4ecTo korato AVANDIA ce npuema ¢ MeThopmun (Apyro
FIEKAPCTRO, KOETO CE U3NON3Ba 3a fnevyexne Ha guaber).

- Gonxy B MYCKYnUTe, MYCKYSiHa YyBCTBUTENHOCT unut cnabocT, KOWTO He Ca NPeRusBUKann ot
UBNYECKN YITPEXHEHWA.

Penku Hexenaku peakuuu (MoraT fa sacerHar no-masko ot 1 Ha 1 000 l'laLl,MEHTM)

- HaTpynBaHe Ha Te4HoCT B GenuTte apobose (benoppobeH oToK). CVJMI‘ITOM Ha HaTpyrnBaHe Ha :
TeyHocT B 6enute ApoboBe e 3aTPYHAHEHOTO JULlaHe, KOETO MOXE Lia 61:..qe MHOI'0 TEXKO U - Z -';
0BMKHOREHO ce BriolliaBa B NerHarno nosnoxeHne. Yeepomete Baluvs neKafp KONKOTO C& MO}KE'" }i
no-6'bp3o, aKo NMOYYBCTBATE TO3M CUMITTOM 33 ITbPBY NBT U aKo TON ce yTe}KHM



JIMCTOBKA : HHRPOPMAHWS 3A IOTPEEMTEILA

- HapylieHa YepHoapobha dyHKUMA (MepHuaT Apob He dYHKUMOHMPa TaKa, KakTo Tpsbea).
CumnToMuUTe BKMIOYBAT: TafeHe, NOBPBLILaHE, cToMaluHa Bornka, HeobuyaiiHa unn HeobacHma
ymopa, 3aryba Ha aneTuT, NOTbMHSABAHE Ha ypuHaTa, NOXbeNTABAHE Ha KoXaTta unu 6anata vyacT
Ha ouuTe.

Muoro pefiku Hexenanu peakuum (MOraTt 4a sacerHar rno-mariko ot 1 Ha 10 000 naunenty)

- penedeH 1 copbaly 0bpue (YpTUKaPUs) UNY anepruyeH 0TOK, MOHAKOra Ha NMUETOo Wiy ycraTa
(anrnoegem), KOETO MOXE A2 AOBEAE A0 3aTPYSHEHME B GULLAHETO WKW NPEriblaHeTo. AKo
vMaTe Tesu cumnitomm Tpsbsa fa ce 06bpHETE KbM Baluns nekap HezabasHo.

CupgevHaTa HefoCcTaTEUHOCT € MECTa HeXENaHa peakuus Npy NauveHTy, KouTo npuemar
pO3UIfIUTa30H ChE CyrdharnnypeeH NPoayKT 1 MeThopMUH (TpoliHa Tepanis). Tasn HexernaHa
peakunsa HacTblBa HEMECTO NpK falneHT!, kKouto npuemar AVANDIA camocTosTeniHo univ B
KomMBUHauMs caMmo ¢ MeThOPMIH, AW CaMo CbC CyndaHnunypeeH NpoaykT (ABokHa Tepanus).
CuMRTOMWTE Ha CbpAEYHA HEOOCTATLYHOCT BKIIOUBAT 384YX, NecHa YMOPAEMOCT cries fexka
husnyecka akTMBHOCT KaTo xoAeHe, chbyXiaHe npes HolTa nopagn HedocTUr Ha Bb3gyX M nogysaHe
Ha rneseHuTe uik cTenanara. O6LpHETE KbM BatLvs NeKap KONKoTo Ce MOXE Mo-6-p30, aKo
NMOYyBCTBaTE TESU CUMITOMI 3@ MMbPBY NbT UMK KO T Ce YTEXHAT.

AKo Habriogasarte Hakakeo HeobuuakHo HepasnonoxeHne, KaXeTe Ha fekKyBallls nekap segHara.

AKO HAKOA OT HEXenaHUTe NeKapCTBEHN peakUy CTaHe Cepuo3Ha Uny ako sabenexute HAKaKkeK
Hexenaxy peakumy, KOMTo He ca u3bpoeHn B Tasn NUCTOBKE, MOAA YEEAOMETE BalUUs NieKkap unu
chapmaLeBT.

5. KAK CE ChLXPAHABA AVANDIA

fla ce na3u Ha MsACTo, HEAOCTHIHO 32 Aela.
He nanonaeaiite AVANDIA crieq nstnyaHe cpoka Ha rofHoCT, oThernsidaad BbpXy OnakoBKaTa.
TosK NpoAYKT He U3NCKBa CneUManHn ycrnoBus Ha CbXpaHeHne.

JlekapcTBaTa He TpsbBa fa Ce U3XBBbPIIAT B KaHaNW3aUusaTa Unn B KOHTERHepa 3a AOMAaLIHK
otnagbLuy. [onutaiite Bawma dapmaueBT kak fa YHULLOXUTE HEHYXHUTE BN NekapcTsa. Tean MepKu

lie CrioMOorHaT 3a ona3BaHe Ha CKoHaTa cpega.

6. AOMBIKRUTENHA MHOOPMALLA
Kakeo canpxa AVANDIA

- AKTUBHATa CbCTaBKa € po3urnuTasoH. Hanu4Hm ca Tabnetkn AVANDIA ¢ pasnuyHo Konn4ecTeo
HA aKTWBHATa CbCTaBKa B efHa Tabnetka. Beska TabneTka AVANDIA chabpxa 8 mg ot
aKTUBHOTO BELIECTRO PO3UFNUTasoH (nog diopMata Ha po3UrnmuTa3or Mmanear).

- ApyrnTe CbCTaBKY ca: HATPUEB HULECTEH FnivKkonaT (Tun A), Xunpomeriosa, xunpomernoaa 6¢F,
MUKDOKPUCTaNHE LIENyno3a, NaKkTosa MOHOXWAPAT, MarHe3nes cTeapar, TUTaHOB AVOKCUA,
(E171), maxporon 3000, rnuLiepon TpUaueTaT ¥ YepBeH xeneaeH okeuy (E172).

Kak nzrnexaa AVANDIA 1 KakBo cERBPXa ONakoBKaTa

AVANDIA 8 mg e nos thopmaTta Ha uepBeHo-kathsask cunmupann Tabnetkn. Bopxy Tax e otbensisaHo
“GSK'oT efjHata cTpaHa 1 “8" oT gpyrata ctpaHa. TabneTkMTe ca onakoBaHu B 6nmc*repm,., S—
chabpxam 7, 28, 84, 90 unn 112 dounmupany TabneTtin. {;;f- "
ra
He Bou4KM BUOBE ONakoBKY 1 KOHLEHTpauuy Ha TabneTkute morat ga 6bgar r; CHaTVi B npo.u,axcGa_ i ?
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JIHCTOBKA : HHGOPMAIIHA 3A IIOTPEBUTETLA

lpuTexaTesn Ha pa3peiieHUeTo 3a ynoTpe6a ¥ NPONIBOAKTES

lMpurexaren Ha paspewernero 3a ynorpeda: SmithKline Beecham plc, 980 Great West Road,
Brentford, Middlesex, TW8 9GS, Benukobputahus.

MpouzeoguTten: Glaxo Wellcome Production, ZI du Terras, 53100 Mayenne, ®panuus.

Jata Ba nocnefgHla aKTyannsaumna Ha TekcTa: wnu 2006 r.

MoppoGHa nHbopmaLvs 3a To3W NexapcTBEH NPOAYKT € npefocTaseHa Ha yeb caiiTa Ha
EBponefickara areHuus rno nekapersara hitp://www.emea.eu.int/




