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AVANDAMET film-coated tablets oo _
ABAHOAMET dunmupany Tadrnethu

rosiglitazone 2 my/metformin hydrochloride 500 myg

Mons, npovereTe BEHMaTENHO Ta3W JINCTORKa, NPenu fa 3anoyHeTe Aa npuemare

JIeKapCcTBOTO.

- [Masete nucroskata. Moxe Aa ce HanoXu Aa si NpoYeTeETE OTHOBO.

- AKO vMaTe AOMbIHWTENHY BbIPOCK, MOSIS NOCBLBETBANTE CE& C Ballusa nekap.

- ToRa nekapcTBO € npearncalo NuyHo 3a Bac. Hukora He ro npeoTcThbhBaiTe Ha Apyr
yoBeK. TO MOXe Aa My HaBpeau, 0PV aKo HEFOBUTE CUMITTOMMW Ca ChilinTe nim
nofgoBHY Ha BalumTe.

B Tasu nucToBka:

Kakeo npencraensisa AVANDAMET v 3a Kakeo ce 13nosissa.
Mpegw ga 2anoyHeTe npuema Ha AVANDAMET.

Kak ce npyema AVANDAMET.

BHL3MOXHK HEXENaHW NeXxapCcTBEHN peaKkLvi.

CuxpaHeHue Ha AVANDAMET

JonsnHnuTenHa nHpopMaLms.

e N

WmeTo Ha riekapcTeoTo € Avandamet (Aeangawmer). To e nof hopmaTa Ha vnmupanm
Tabnetku. Besaka TabrnieTka cuabpKa 2 mg rosiglitazone (posnrnutasox) - nog popMmara Ha
maneart v 500 mg metformin hydrochloride (meTchopmuH XMApoXnopna) KaTo fekapcTBeHn
BELUECTEA.

TabnetkuTe ChobPKAT CHLUO Taka U CReAHUTE NMOMOLUHK BELLleCTBa!

ChbplUeBuHa Ha TabneTkara:
HaTpUER HULLIECTEH IMMKONAT, Xxunpomenosa (E464), mukpokpucTanHa venynosa (E460),
nakro3sa MoHoxugpar, nosnboH (E1201) n mardHesues creapar.

DUNIMOBO MoKpUTHE:
Xunpomenosa, TuTaHos auokeng (E171), makporon 1 vYepeeH xenesen okeug (E172).

MpuTexarten Ha paspelueHneTo 3a ynotpeba: SmithKline Beecham plc, 980 Great West
Road, Breniford, Middlesex, TW8 9GS, United Kingdom.

Mpovasoguten: Glaxo Wellcome S.A., Avenida de Extremadura 3, 09400 Aranda de Duero,
Burgos, Spain.

[Mpegctasuren B benrapus: GlaxoSmithKline Export Lid. Codms 1408, yn. QuMntep
Manos, 6n.10.

1. KAKBO NPEACTABIISIBA U 3A KAKBO CE M3lON3BA AVANDAMET

AVANDAMET e nog chopmara Ha 6511efo pososn unmupanu Tabnetku. Bepxy TAx e
oT6ensasaHo "gsk” oT eaHata crpana u "2/500" ot gpyrata. TabneTknTe ca onakosaHu B
Brinctepy, cebpxaly 28, 56 unu 112 punmupanin TabneTku.

AVANDAMET e aHTuxvnepriinkeMuyHo NeKkapcTBo, KOETO ce Nprema npes yecrara. /»_;: ==
WManonasa ce 3a neyeHne Ha 3axapex Auabet tun |l (MHCYNWH He3aBuCKM). P R

Baxapen guabet Tun Il e cbeTosiHWe, NPYU KOETO OpraHuama BU He NPousBexaa ’U,QC'faTbLlHO "’?,
MHCYFMH YN KONIMYECTBOTO MHCYMNH, KOETO MPOM3BEXKa He feicTBa Taka KaKTO! TpHGBa '
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MHcynuHBT e ecTecTBeHO BELLECTBO, NMPOMU3BEXKAAHO OT Opraknama, KOETo KoHTponupa
HUBOTO Ha KpbBHAaTa BY 3axap. [omaraliku Ha opraHnama fa usnonsea no-aAobpe uHeynuHa,
KoiTo npoussexaa, AVANDAMET nomara 3a HamanseaHe Ha KpbBHaTa BY 3axap KoM
HOPM&JTHOTO HUEO.

pw nauveHT ¢ HaZHOPMEHO TErNo NpoRbMKMTENHaTa ynotpeba Ha metformin (egHo ot
nekapcTEeHuTe BewecTea Ha AVANDAMET) nomara 3a HamanasaHe Ha puUcka oT
YCIIOXHEHUATA, CBbP3aHn ¢ Auabera.

AVANDAMET TpsibBa fa 6xae npunarad CamocTosTeNnHo Uni B KoMBrHalusa cbe
cyrichanunypeliHn NpoayKTY, KOUTO CbLUo ca aHTuAvabeTH NekapcTea, KOUTo ce Npuemar
npes ycrara (TpoiiHa nepoparnta Tepanus).

2. NPEQRY OA 3ANMOCYHETE NMPUEMA HA AVANDANET.
He npuemaitte AVANDAMET:

- AKO CTe CBpBLXYYBCTBUTENHM (anepriiby) kbm rosiglitazone; metformin hydrochloride
VAV HAKOS OT OCTaHanuTe cbeTaBky Ha AVANDAMET

- AKO umaTte vuny cTe UManu cbpAgYHa HepoCTaTbyHOCT

- AKO CKOpO CTe NpeThpnsani HdapkT Ha MUoKapaa Wik uMaTe CepuosH
LUMPKyNaTopHK npobnemuy, vnn 3aTpyaHeHo guiiaHe

- Ako nmate yepHofpobho 3abosiasaHe

- AKo nipuemate NpekoMepHI KOfIMYECTBa anKkoxosi (BCeKMOHEBHO UMY OT Bpeme Ha
Bpeme)

- Ako umarte gnabeTHa keToalnaosa (yenoxHeHne Ha gnaberta c 6bp3a saryba Ha

Terno, rafieHe uUnu NoBphLLLaHe)

- Ako nmate npobnemu ¢ 6b6peumTe

- AKO yMaTe TEXKa MHEKLUa niv cTe geXuapaTupaH

- AKO KbpMUTE

- AKO BY [PEeACTON PEHTIEHOBO U3CTIEABaHE C MHXEKTUPaHE Ha KoHTpacT (barpuso).
Tpabea gna copete rpuema Ha AVANDAMET o BpeMe Ha 1 3a HAKOMKO BHIK crej
npoluenyparta

- AKO BEYE MpUEMaTE NHCYTINH.

OowpHETE cneynanHo BHUMaHMe o OTHOWEHWE Ha NMpueMa Ha AVANDAMET:
Mpeawn Aa 3anoyHeTe Aa rpuemaTe ToBa NEKapcTBo, KaXEeTe Ha neKkaps:

- axo Beve npuemaTe HAKaKBY APYri NeKapcTBa 3a feyeHne Ha ghaber.

- ako uMaTe HSKOM OT CNegHWUTE CUMITTOMM: YYBCTBO Ha BTPUCaHE Uru ANCKOMOpT,
TENKO rageHe Wik NoepblyaHe, OONKA B kopema, Heobsichma 3aryba Ha Terno unu
yyecreHo aviuare. MHoro pagko naumeHT, npuemaitin metformin, ca bunm B
CBHCTOSAHUE, HAPEYeHO NakTaTHa aumao3sa (M3fKLWBK Ha MIteYHa KUCEliNKHa B KpBLETA),
FHaBHO FPY NaLMEHTH, KOWTO MMaT npobnemn c 6b0peLnTe. AKO MMaTE HAKON OT Tean
cumMnToMM, cripeTe aa npuemarte AVANDAMET n ce koHeyriTupaliTe HesabaBHo ©
BaLLKA JieKap.

- aKko nnaHupaTe ga 3abpemeHeeTe.

- AKO nmare ABYCTPaHHO NONUKMCTO3HU AluHMUK. Mopain HauvHa o Ha AelicTeme,
NEeKapCcTBROTO MOXE fia YBENUUN BEPOSTHOCTTa Aa 3abpemeHeeTe.

- AKO BW NPefcTon onepauns nog oblla aHecTesus, MOXE ia C& HanoXu aa cnpeTe
npvema Ha AVANDAMET 3a HaKonko [HK Npean v cief npouegypara.

- Ako npuemate cynanunypeen nposykr saegHo ¢ AVANDAMET, Twi KaTO HUBOTO Ha
KpbBHaTa BU 3axap MoXe [a ce NoHWkK (xunornukemus). JiekapsaT W@‘—?ﬂm
L[03aTa Ha NpyeMaHunsi oT Bac cyrichanvnypeeH npoayKT. #7, ity e
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- AKo cre Ha Bb3pacT noA 18 rogunu. Hama nHcbopmMaLns 3a npunaraseTo Ha
AVANDAMET npu nuuzanoz 18 roguitHa ewapact. CnegoeatenHo ynotpebara Ha
FieKapcTBOTO NPK TE3W NaLMEHTHN HE CE MPenopbYBa.

lipuemane va AVANDANET c xpana » Te4yHOCTH:
[penopbuMTENHO € Aa npuemaTte TabneTkuTe Mo BPeMe Ha Mnv TOUHO crief XpaHeHe, 3a ga
ce Hamanu BEposiTHOCTTA OT npobnemMu Cke cToMaxa.

BbpemMeHROCT

Yeepomete Nekyeawika nekap, ako CTe 6pemeHHa, MUCHTE Ye MOXE fia CTe UK ce
onuTBate na 3abpemeHeeTe. BalwmaT nekap we X NOCLBETEA fAa NPeKbCHETE fipKemMa Ha
TOBA NEKapcTao.

Kt.pmene

He tpsabea pa npnemare AVANDAMET, ako KbpMUTE WIiY UMaTe HaMepeHine Aa KbpMuTe
BaLueTo 6ede.

Wodupake n pabora ¢ MaluUHK:

ToBa NeKkapcTBO HsAMa [1a NOBNUsiE Ha cocoBHOCTTa BK Ja LwodupaTte unu ga pabotute ¢
MaLLIHM.

Baxna uHhopmanus 3a HAKOK OT cheTaBkuTe Ha AVANDAMET:

MauueHTUTE, KOUTO UMET HEMOHOCUMOCT KbM Nakrosa, TpsibBa Aa 06wpHaT BHUMaHKe, Ye
Besxka Tabnetka AVANDAMET ceObpxa Mariko KOSIMYeCTBO nakroza. FlaumeHTuTe ¢ pesku
HacneacTBEHN 3a00NABaHNA KATO ranakro3Ha HENOHOCUMOCT, naKrTaseH feduLuT unn
rAOKO30-FanakTosHa manabcopbumna He TpsibBa fa npuemart ToBa NeKapceTso.

fipueM Ha Apyru nekapcrea:

YeepomeTe nekyBaluvs nekap, ako Beve npyueMare IfioKkokopTukongy, bera-2-aroHucTu,
auypetiuu, ACE nHxvwbutopy ninu Apyrk siekapcTsa, KOWTO Npunarare 3a neYeHne Ha
npobnemMy Kato Kak THIOTO BY [ia W3MNON3Ba FMIoKo3aTa, CbpAeyH Nnpobnemu, npobsiemu ¢
6eBpelmTe UNK KPLBHOTO HansraHe. MiHdopmupaidTe Baluns rnexap, ako npyemare wnv
CKOpO cTe NMpuemany HAKaKBM SPYM SIEKaPCTBa, A0pK ¥ Takuea Oes pellenta. BalmaT nekap
MOXXe ga npomeHu nosata Ha AVANDAMET ako npuemarte gpyri nexapcrea (Hamnp.
gemfibrozil, rifampicin unu cimetidine).

3. KAKCE NPUEMA AVANDAMET

CriegBaiiTe CbBETUTE Ha JEKyBallus Siekap 3a TOBa KaK M Kora ga npuemare tabnerkure
AVANDAMET. Ako He CTe cUrypHW, TpsibBa fa ¢e KOHCYTNTUpaTe ¢ NeKapa cu.

Mpuemanata goza AVANDAMET sasuck o1 CbCTORHUETO BU.
OfuualiHata HayanHa gosa € Ase Tabnetiu ot 1 mg/s00 mg ABa NbTY GHEBHO.
Mpw HECOXOR/MMOCT, NEKapPAT MOXE Aa yBenuun gosata. Maxkcumarnhara f03a e 8 mg

rosiglitazone n 2000 mg metformin hydrochloride gHesHoO. 3a ToBa Jo3vpakxe, NeKapAT We
BW Npeanuvite apyru TabneTkn, cbabpxaty 2 mg/s500 mg.

Ako cmsATaTe, Ye AEeACTBMETO Ha NEKapcTBOTO € TBbpAae cnabo mqﬁ;ﬁa'bp,qe CMJ'IHQ He
npoMeHsiiTe poaata camu. KoHcynTupaite ce ¢ Baluvs sekap. P,{e npmemawre no:aeqe
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TabneTkn OT TE3W, KOMTO BY € NPEAnucan JieKapsT. !




Tpa6ea pa npuemarte TabneTkure cv ¢ yallla Boga. psibsa fa NnpuemaTe ABe oT Tesu
TabNETKV CYTPUH W OBE OT TAX BEYEP N0 BPemMe Ha WK TOYHO Cnef XpaHeHe, 3a ja ce
Hamany BeposiTHOCTTa 0T cToMaluHl npobsiemn. Hall-gobpe e fa npueMarte TabneTkure no
S0HO U CbLUO BPEME BCEKM LEH.

BawmaT nekap Mo)Xe Aa BW HasHayaBa M3CNeABaHe Ha KPbLBTA, 3@ Aa MpoBepu Aanu
YyepHuAT BM Bpob dyHKUMOHMpa HopManHo. Hailt-Marnko BeAHEX FrogWLIHO (10-4E€CTO, aKo
CTe B HanpepHana Bb3pacT vnu vmarte npotnemu ¢ 6u6peynTe) BalUVAT fekap we Bu
HasHauasa W3criegeane, 3a fa npoeepw fanv 6u6peluTe BY paGoTAT HOPMAarHO.

JlexapsaT Lle BM HasHavasa PeloBHK M3cneABanus 3a onpepensaHe HABOTO Ha KpbBHaTa BU
3axap 1 3a saxap B ypuHara.

Tpsbea fa NpoabLIKWTE A CNasBaTe AWETaTa, NPEHIoXeHa OT BallWs Nexap v fa cTe
CUFYPHM, Y& NoemaTe BbriexuapaTi peaoBHo npes feHs. B criyyait ye cte Ha guera 3a
KOHTPOJST Ha Ternoto npy auabeT, TpaGea fa NpoLbIDKUTE fa 5 CNassaTe, AOoKaTo npuemare
AVANDAMET.

Ternoto BU Tpsbea ga 6bAe NPOBEPsBEHO Ha PEfOBHW WHTEPBani oOT Bpeme; akKo
YBEMUUUTE TETTIOTO GK, YBELOMETE JIEKyBaLLMs NeKap.

Ako npuemete noeeye AVANDAMET, oTkosikoTO € npeanucari RallUAT nexkap:

Axo npremete noseye TabneTkn AVANDAMET, oTkonKoTO ca NpeanucaHi, Ui ako HAKoW
JPYr NorkniHe 0T BALLETO NIEKAPCTBO, YBEAOMETE reKkapsi unu dapmavesra HesabasHo.
[MokaxeTe UM ONaKOBKaTa HAa NEKapCTBOTO.

Axo 3abpaeute aa npuemere AVANDAMET:

MpuemeTe TabneTkuTe CbC CrIeABaLLOTO cit XpaHeHe. MNpy cneaBalloTo XpaHeHe He
yABOsABaiiTe B03aTa Ha NEKapCTBOTO, 3a Ja HasaKcaTe NporycHaTns Nprem.

4, Bb3MOXHMW HEXeraHy NnexapcTReHU peakumm.
Kakro Bcuuku nekapctea, AVANDAMET moxe fa npegussinka HeXenaHn peakuwn.

Hsakoun nauduenTit ca Habrogasany CIeghTe HEXenanu peakyui, JoKaroca npuemany
rosiglitazone wiunn metformin (aBeTe nekapcTeery sewecTsa Ha AVANDAMET) vnm korato
ca npuemanu AVANDAMET B komBuHaLma cee cyndanunypeitv NpoaykTk (TpoiHa
niepopanHa Tepanus):

MHOro YeCTI HeXernaHu NexapCTBEHY peakumy (KoMTo MoraT ga 3acerHat 1 Ha sceku 10
nauveHTa 1Ny noseye)

- Bonkn B kopema

- MO-HUCKN OT HOPMaSTHUTE CTOMHOCTW Ha KpbBHaTa 3axap (XUNoranKkemmns)

- nioKanusupaxHo nogyeaHe (oToK).

UecTy HEXeNaHu nekapcTBeHn peakuun (KoWTo morart fa sacerHar Ao 1 Ha sceku 10

nauuexTa)

- npomMeHn B 6post Ha KPBBHUTE KNETKW (BKIIOYUTENHO aHEMWS)

- oTfAensHe Ha rasose (hnaTyneHuns), rageHe, ractTpyuT, NoBpLlaHe, Avapus,
YBEMWYEHNE Ha TEMMOTO

- MeTaneH BKYC T e

- MOBULUEHW HMBA Ha MasHUHWUTE B KPbBTa ".;';éff‘ e

- CbpAeYHa HepocTaTkYHocT U Berniogpober oTok (CkbupaHe Ha Te‘-!HGCTM B. 6enme
6pobose). OCHOBHUAT NPU3HAK 3a TOBA € 3aTPYAHEHOTo AnliaHe ] !! ': { ;;: e




He 4ecTy HeXXeraHy nexapcTBeHy peakuum (kouTo MoraT aa 3acerHar Ao 1 Ha scekn 100

nauveHTa)

- No-BUCOKN HMBA Ha KpbBHaTa 3axap OT HOpMariHuTe (BriollaBaHe Ha 3axapHus
ouaber)

- 3aryda Ha anetuT (aHopeKcHus)

- 3anek, foLo XpaHoCMUnaHe

- rmasobonne, 3aMasHoCT

- Gonku B MyCKynnTE, MyCKynHa cnabocT, HEMPUYKHEHK OT HATOBAPBaHNA.

Penky Hexenanm nekapcTBeHn peakuum (KouTo MoraTt Aa sacernat fo 1 na scekn 1 000
nauueHTa)
- HapyluaeaHe Ha YHKLMATa Ha Yephus gpob.

MHOro pefiky HeXXenaHy NeKapcTBeHN peakumy (KouTo mMoraT ga 3acernat go 1 Ha seeku 10

000 naumenTa)

- o6puB 1Nk anepruyeH oToK (aHrmoegem), MOHsKOra Ha MULETO UK Ha YeTaTa, KoeTo
MOMXe [a 3aTPYAHY AULIAHETO U NpernblUaHeTo.

- 3a4epBABaHE Ha KoXaTa

- HamarnnBaHe Ha HNBaTa Ha BUTamMuH Bi,.

Rosiglitazone moxe neko ga yeenuyn HUBoTo Ha oblimna xornecTepost. AKO ce NMpUTecHsABaTe
OTHOCHO HUBOTO Ha XonecTepona cu, TpAGBa fa ce KOHCYNTUpaTe ¢ fIEKaps o,

Mpu no-masiko ot 1 Ha sceku 10 000 nauuweHTa e HabrnofasaHo 6bLP30 1 NPEKOMEPHO
NOKaYBaHe Ha TErnoTo, B Pe3ynTaT Ha 3a/ipbKKa Ha TEMHOCTY crieq Npyiem Ha rosiglitazone.
AKO TOBa ce Cniyuy Npy Bac, yBeLOMETE BallMs Niekap Bb3MOXHO Hai-61pao.

TMpy no-mariko ot 1 Ha Beeku 10 000 nauuenTa, npuemallin metiormin, e HabniogaeaHo
CbCTOSHNE, HAapEYEHO SaKTaTHa aunao3aa (MSNULLBLK Ha MAeYHa KMCENIHE B KPBETA),
APeAMHO Mpy NauveHTy, KouTo nmat npobriemn ¢ 6ubpeunte. CUMMTOMUTE BKITOYBAT:
YyBCTBO Ha BTPUCEHE YNy AUCKOMMOPT, TEXKO rafeHe unK nospbliaie, Sonky B kopema,
HeoBsAcHMa 3aryBa Ha Tersio Ui yYecTeHo aAuliaHe, AKo UMaTe HAKOW OT Tean CUMMTOMM,
cnpete pa npuemare AVANDAMET v ce koHcynTupaiite HezabaBHO ¢ Bawms nexap.

Axo HabfwaaBaTe HAKakBo HeoDKYakHO HepasnosoXeHne, yBegoMETe NnekyBaluns fiekap
Bb3MOXHO Hal-0bp3o.

Ako HabntogasaTte HAKOW HeXeriaHy NEKapCTBEHY peaKLUMK, KOUTO HE ca CrIOMEeHaTH B Task

FINCTOBKa, MOSA, MHdopMKpaiiTe fekaps cu.

5. Cbxpanenme Ha AVANDAMET
[a ce nasn Ha MsICTo, HEQOCTBIHO 3a Aella.
To3W fexapcTBEH NPOAYKT HE U3NCKBa HUKAKBY CrieliwarnHy YCIOBNA Ha ChXpaHeHve.

0a He ce ushonsea crieg Aartarta Ha WM3TUYMaHe Ha cpoka Ha FOFHOCT, NMocCo4eHa BbLPXY

onaxkoeKata.

[aTa Ha nocniefHa pepakuus Ha Tekcta ;. anpun 2006 r.




