
Ilpea ynorpe6a Ha JreKor BHrrMareJrHo npovnrajre ro yrlarcrBoro.

o Vyeajme zo ynamcmaomo. Motre6u ke mpe6a da eo npouumame nosmopHo.

o Axo uuame dononHumerHu npawa*a, o6pameme ce xaj Bauuom doxmop uu @apua4eem
. Osoj neK Bu e npenuulqH Bau nuvxo u ue mpe6a da zo daeame ua dpyzu.tru4a, 6udejiu noece

da uu nautmemu dypu u aKo HuaHume cu nmo u ce ucmu xoro Bauume.

BHarp€[Horo ynarcrBo coApxrf :

l. IIJmo npemcmaqtea fnyro6aj u sa wmo ce lmompe6yea
2. IlImo uopa da suaeme, nped da zo seueme/ynompe6ume fnyxo6aj
3. Kaxo ce ze.ua/ytompe6yea l-ryxo6aj
4. Mottcuu secaxauu dejcmea (e@exmu)

5. Vyeate u pox ua ynompe6a ua fnyxo6aj

Glucobayo/fnyro6ajo 50 mg, 100 mg ra6.nerr
Acarbose

. AKrr.rBHaracyncraHuuja: axap6ora
o floMoutHn cyncraHuRl{: Mr-rKpoKpHcrajrHa uelylo:a" 6e:noaen KonouaeH cHnt{uryM aHoxcfir,

MarHBr{yM creapar. nuexxapeu crpo6

lfMe H a,[p€ca Ha flocfiTeJror Ha oaobpeHH€To 3a craBarLe Bo npoMer:
Bayer doo, flpercraBHx[rrBo Cxonje,
Yr. Ornau [Ipnua 66, ror. 4/uer./.nau.2, 1000 Cxonje

llme n a[pecl na nporrtBoarrrenor:
Bayer Schering Pharma AG, D-51368 ,rlerepryreH, fepMaHuja

I. IIITO NPETCTABYBA IJIYKOEAJ II 3A IIITO CE YNOTPEEYBA

f,ryxo6aj npunaia Ha rpynara nexoBrl uro ce ynorpe6ysaar 3a JreKyBaBe na arja6erec (rnxuomop xa

o,-uyxoca,aa:a),
AKr[BHara cyncraHuuja Ha fnyxo6aj e arap6o:a. .(o6rleHa e 6noJlolxxx.
Hej:axoro ocHoBHo Mecro Ha aenyBal$e ce reHxnre upeBa. CKopo Hxry e.aHa arrunna cyncraxurja He

ce pecop6upa Bo reJroro. fnyxobaj ro ornoxyBa Bape*ero sa jar.nenxnaparure. Ora ro ra6aayna

ocro6o.{yaarsero Ha rryKo3ara oa jauexxraparxre r uej:rnara ancopnqnja ro rpaoroxor. Ha roj
navr.rH f:ryro6aj ja naua:ryea 3roneMeHara Bpe,qHocr Ha fllyKo3ara Bo KpBTa no o6poqure. Kaxo
pBynrar Ha KoHTpon[paHfior eQerr Ha npeB3eMabe Ha rnyKo3ara oa qpeBara, Qlyxryaulure la
rnyKo3aTa Bo KpaTa npeKy aeHoT ce HaMzrflyBaaT fi xoHueHTpau[tne Ha rJryKo3a Bo KpBTa onaraaT.

f,ryxooaj cau noce6e se nperl,r38lrxyBa xHnorn1lKeMxja.

f,ryxo6aj ce ynmpe6yna KaKo aonoJIHI{reJIHo rexyBabe Ha nauueHrl co araja6erec uellryc (rue*epxa

6onecr). KoH ce Ha ,[Hsra.
f,ryxo6aj (e noMorHe Bo KoHTponara Ha Baunre BpeaHocrl.t Ha rxe(eP Bo KpBra.

fnyxo6aj ce ynorpe6yaa ra npeaeauuja xa arja6erec rrn 2 Kai ftHArhlr.uyx Kol.t HMaar norapreHo

HapyuyBarse Ha rnyxo3Hara ronepaHuuja' ao xot't6nrauuja co.0uera n aex6arse.



Glucobay@/f,ry ro6aj @

tto omeperyBalbe co r.nyxora (HPG) r-r Bpeanocrlt Ha maAHo norrlefy 5,6 r 7,0 mmol/l (100-125 mg/dl).

Ilaxyoarre: firyro6aj@ 50 mg x 30 ra6letn.
I-,ryxo6ajo 100 mg x 30 ra6nern.

2. IIITO TPEEA AA 3HAETE TIPEA AA fO 3EMETE/YIIOTPEEUTE I'JIYKOEAJ

Heuojre aa ro 3eMare f.ryxo6aj aro:
- cre npeqyBcrBrirenxu Ha arap6ora nnt,t Ha rroMouJHr.tre cocrojxr.r na F,ryxo6aj
- nMare xpoHr.tttHa ux$lauaqrlja l,ru ynuepauuja Ha rlpeBara, Ha rrp. ynqeparfiBeH Kon[THc r.llru
Kpouora 6orecr
- t.tlrlare cocroj6n Kot{ Moxe.4a ce BJIoIrIar nopaA}t 3roreMeHo co3,{aBa}be Ha racoBfl (no4nrnyaane aa
anja$paruara KaKo pe3ynrar Ha npoufipyBaBe Ha qpeBara (poMxen,qo8 cr.rHapou), cep[o3Ha
rHrB[HaJIHa aJr[.r Inja0parManHa xepHrja, upesua oncrpyxufija. 'lr.rpeot Ha upeBara)
- ltrare reuxr:a6onyran a Ha 6y6pernre (xrnpexc Ha KpearuHlrH < 25 ml/min).

Er,qere noce6no BHtlMare.rHlt co ,rercor l',ryro6aj:
- 3a BpeMe xa nprnre 6-12 Meceul oA neKyBarsero
Mrory perxo, :a rpeMe Ha teKyBalbero co flyxo6aj uoxe aa ce nojaru 3roneMyBarbe Ha BpeAHocrure
Ha eg3rrMr.ire Ha rrpnuor apo6 Bo KpBTa. 3aroa Baurnor Jtoxrop rte rt npoBepyBa rxe aperHocru ao
pe.qoBH[ r{HTepBarn 3a BpeMe na npaare 6-12 Meceun o! neKyBarbero, Bo npnjaaexnre cJryqari!
3roneMyBarr,ero Ha eH3fiMr{Te Ha upHnor rpo6, ona.{Har}r nocre rexyBabero co fnyxo6aj, 6alo
npexnnaro (nnar go,{elor Hecaxast qejcrra).
- axo ce nojanar ar).THlt crrMnroMr,t Ha xunornnxeunja (xaxo ra6p:aH nync, norerle, Tpeneperre) uopa
.Ila 3eMere flIyxo34 a xe ue(ep oA ,{orrla(rucrao (oa rtretiepHa rpcxa), 3a,qa ro orecHaTe npo6neMor
(nraa no 4enor Harepaxur.tja co apyra leroan)

14axo:euare f,ryxooaj cenax e Heo[xo,{Ho crporo aa ce npfirpxyBare xoH Baurara npenfiuraHa axera.

3emane na.leror Llyro6aj co xpaHa u,rn nrja,rox
Ille(epor o,{ ,aorua*llHcreo (oa ue(epna rpcxa) n xpaHara ttrro to coapxli Moxe aa npeAx3BuKaar
TeuKn nperlKl{ ao Baper$ero Ha xpaHara uJrr nponnB 3a BpeMe Ha rexyBaH,ero co f,ryxo6ai (auqr
Hecaxaxn 4ejcrsa).

,{eua n aao,recuenrn
He e acnrryaaua 6er6eanocra r eQtracnocra ta axap6o:a xaj naureHra noMra.qlt oa l g roausl.

Bpeuerocr n aoerse
Coeemyeajme ce co Bauuom doxmop unu Qap.uo4eem nped da zeueme 6uao kaKoe reK.

He revajre Flyxo6aj ro nury e4en nepnoA o,q 6peueHocra, 6laejrirl He e crexHaro EcxycrBo [oBp3aHo
co 6e:6eaHocra xaj 6peuexn xeHn.

He :euajre fryro6aj ra epeMe aa Aoelbe.

B.rrjanre npr cnoco6nocra 3a Bo3er6e sa anrouo6r,r Hnll paKyBarbe co MaurHHH
Moxorepanujara co f,ryxo6aj He npeAfi3BHKyBa xunor,rnreuuja x 3aToa He a.lujae Ha Baruara
cnoco6nocr 3a Bo3eBe Ha asro^ro6hn nr[ paKyBarbe co MalxfiHu. Kom6narpaxara tepanr{ja co apyrr
JrexoBlr l(on ja Haua,ryaaar rnyKo3ara Bo KpBTa (uenQopuun, cylSoHrlnypea, nncylr.rn) uoxe
HerarHBHo Aa Btr.rjae xa cnoco6sogra 3a ao3el$e Ha asrorr.roofir finlr paKyBa}be co Malur,rHfi, npexy
noreHur,rjarHo npeaH3BHKyBarbe Ha xrnor,rtxev lja.
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3euarue xa apyrn neKoBr| (Ha [rro aa ce BHHMaBa axo 3eMare apyrn,'teKoBn)
Be totntue da Luame eo npedeud dexa oeue yKqJtysatra .uoacam da ce odrecyeaom u ua
npenapamu umo cme eu 3e (ue Bo,+tuuqmomo unu ie zu zeuame eo udnuua.

oHue

He e Boo6[,{aeHo,aa ce nojaBar aK}.THh enn3orl.r Ha xtnor,ruxeutja, aKo cre rperrpaHfl caMo co
fnyxo6aj t-t cre Ha.auera. Axo Fnyro6aj e npenfiuaH Kaxo aoaarox Ha apym repanxja :a peayxurlja na
xpBHara-rnyxo3a co cylrloxu,rypea nln uertlopura ra6lern n,ru co r{Hcyn}tH, Torau Ao3ure Ha oBne
rafnerv vtt Ha r..rHcyJrlHor Mopa coo,[BerHo ,qa ce HaMarar, 3a Aa ce npeBeHnpa xrnornxxeurja. Bo
lt3oJr[paHn cjlyqar Moxe Aa HacraHe uox KaKo pe3yJlrar Ha xHno ItjxeMHjara.
AKo ce nojaBr aKyrHa xnnorruxeMnja, 3anoMHere aexa rueiepor oa aoMa(xHcrBo (oa u-retepra rpcxa)
ce BapA H ancop6npa Bo opraHlt3Mor uxory no6arxo 3a BpeMe Ha nexyBarbero co fnyro6aj. Osa :Haqn
rexa xunomnxeurjara uoxe 6p:o ,{a ce nolpaBH caMo co rnyxo3a, a ne co rouauren ure(ep.

Bo n:o,rrpauu cnyvau, axap6orara Moxe Aa r,rujae na,{ejcrBoro Ha JteKor AnroxcnH (axrrnHa
cyncraHuuja xoja nouaeuo ce ynorpe6yra 3a nexyBarbe Ha cpueBa nHcyQnufieHu[ja); .!o3ara Ha
Ar,rroKcnHor Moxe (e rpe6a aa ce npnflaro,qr.

I4:6erxyaare ynorpe6a Ha cre,4uhse ,'lexoBr.r Bo reKor Ha,rexynanero co f,ryro6aj 6naejrtu rne Moxe ra
HaMarrar Hef oBoTo,qejcrBo.

- xonecrnpaMnH (nex xoj ro HaMaryBa [oKaqeH{or xonegrepon no xpara)
- [po,4yKru oa apnerjar,ret H apyrx upeBHH ancop6eHrn
- cyncraHuHr.t Kor ro norfloMaraar aapenero (ex:nuu :a raperre)

l4croapeueaara ynorpe6a na axap6ota co opaJreH HeoMHTIHH Moxe .{a AoBe,{e Ao onaiarue ta
noKaqeHara rJIyKo3a Bo xpnra nocle o6pox l.t Moxe Aa aoaele Ao no3aqecreHr H noceplto3Hn croMaqHn
rero6r. Axo cnunroM[Te ce cepfio3Hn xoHcymnpajre ce co Bauruor roxrop. Toj r,roxe npHBpeMeHo aa
ja HaManu Ao3ara Ha axap6o:a.

Be uonuue da zo uuQopuupame Bauuom doxmop wu Qap a4eam aKo 3ertame, unu axo teodau^a cme
3e ane 6uno Koj dpyz nex, dypu u ouue xou He ce Ha neKapcKu pe4enm.

3. KAKO nA CE 3EMA./yI|OTPEEyBA ruryKOEAJ

Cmpozo npudpcrcyeajme ce xox ynamcmeqma Ha doxmopom. ,[osume ue cueeme da ?u ueHyname wru
nexyea*emo da zo npexunyeame 6el da ce nocoaemysame co doxmop.
Arco uuame aneqamoK deKa e@exmom Ha .neKom e npe.uHozy cwe, utu npeuuozy cta6, nocosemysajme
ce co Bawuom doxmop utu Qapuaqeem.

Baurror Aorrop (e o4-nyvu roary fnyxo6aj rpe6a ra :euvre, Bo 3aBricHocr o,q Baute utllltRnaynall
norpe6a, 6taej*r.r flnyxo6aj AenyBa pa3nhqHo xaj pa:lavua lyie u He cexoj ro noauecyBa Ha ficr
HAqI,IH.

Kai nsuHeHru co allia6erec meJrnryc xaro [otlror Ha reoantria co rrera npenopaqaHara aora e:
3 x I fryxooaj 50 mg ra6rera aneaxo
Ann
3 x l/2 fryxo6aj 100 mg ra6rera aHerxo
(urro oarorapa ua 150 mg arap6o3a Ha.qeH).

Kaj Hexon naqneHT[, nocreneHoro 3roneMyBane Ha .qo3ara rroMorHalro ,[a ce. HaMzrnar ragrpo-
l-l HTecrfi HilJr H ure uecaxanr ,aejcraa- novHyrajr(r.r co:
I ao 2 x I fryro6aj 50 mg ra6reta axearo
tutu
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I to 2 x | /2lnyxobaj 100 mg ra6nera,[HeBHo
(uro o4roaapa ra 50 mg,lo 100 mg axap6o:a ua aeH).

.{orropor flocreneHo (e ja rroleut ao3ara 3aBrcHo oa HHBoro Ha rnyxo3ara
TaKa xaKo aanpeayna repanajara ao 3aBrcHocr oa e6exraeHocra:
3 x 2 fnyxo6aj 50 mg ra6nera aHeBHo
}IJIE

3 x I fnyxo6aj 100 mg ra6nera axeano
(ruro oafoBapa Ha 300 mg axap6o:a ra aeH).

Bo perru crtyual, aro e norpe6xo, .qo3ara noHaraMy Moxe Ia ce 3roJreMH H ,[o:
3 x 4 f,ryxo6aj 50 mg ra6lera aHerxo
\It

3 x 2 fnyxo6aj 100 mg ra6lera 4HeaHo
(uro oarorapa Ha 600 mg axap6osa Ha .{er).

Tpe6a aa [oqHere co noHncxa ao3a xoja nouarauy fiocrerreHo (e ce :ro,reuyna co qen .qa ce HaMaJrar
6alIo raxan nxtectrrHarHu HecaKaHu re1crBa.
Axo ce nojaaar nenpujarHr rero6t a nor<paj Bauero crporo [plrApxyBaBe xoH l]rera (sHAu Hecaxaan
,[ejcrBa), ro3ara flouarauy He rpe6a aa ce 3roneMyBa n 

"*o 
a norp;6no,pe6a ualxy aa ce Havaln.

t' no""""unt" n" ""i"u"t"" trn t *rt n"ur""tn ao ""o"-"n" .r"*oar" ror"orrur,,
nD€I|oDaqaHaTa no3a e:

{orropor [ocreneHo ie ja rro:reur ao3ara 3aBHcHo o,{ Hr.rBoro Ha rnyKo3ara Bo Barxara KpB r r.rcro
TaKa KaKo Hanpe.{yBa repannjara Bo 3aB[cHocr o.q erberrfisHocra:
3 x 2 firyxobaj 50 mg ra6nera aHeBHo
ufln
3 x I flyro6aj 100 mg ra6rera qxeaao
(ruro oaroaapa tra 300 mg axap6o:a Ha 4ex).

l(axo u rora rpe6a ra 3eMer€ f.lyro6aj?
fnyxobaj ra6.nerare rpe6a ga ce lr3uBaxaar co npBuor 3anax xpaHa. Axo He ca(are aa rH r.l3uBaKare
Torau nporonraJTe rl-t co Mir]rKy rer{Hocr Henocpe.{Ho flpea o6poK.

He e ucnrrynaua 6e:6eauocra r eQrxacuocra aa axap6ora raj naqreuru [oMna,{!r o,q l g roaunr.

Axo Baulnor aoxrop BH npenlluiu apyrr arruanja6eniqHtl JrexoBr.r KaKo aoaaroK na fryro6aj, eevere
ru t-l oBne JIeKoBl-t HCTO TaKa.

I{o.rry ao.nro rpe6a ,ra 3e rre f.lyro6aj?
Baurnor aorrop fte oalyqr xolry.qo.nro rpre6a aa 3eMare hyxo6aj. ,{olxaHara Ha JreKyBarnero 3aBr.tc},
oa cepfio3Hocra H Teror ua Baurara 6o.necr.

AKO CTe 3euane nofo.lteMa ,qo3a o,I JteKoT oTKonKy ruro rpe6a
Axo cre 3eMare nororeMa ro3a or JreKor orKonKy uro rpe6a uoxe ga ce uojaat fiWnuB n Apyr
upeBHIr cHMrrroMn KaKo HaAyByBarbe (racona) a a6,qovuxalaa 6olra,

Axo cre 3eMare [peMHory fnyxo6aj BaxHo e.qa lr6ernyeare xpaga rJlt rei{Hocr utro coApxg
JarneHxu,lparu so c,'leaHare 4 ao 6 qaca.

ao Bauara KDB t-t Hcro
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Axo cre :a6opanr.re aa ro 3eMere ,'reKor
Aro cre:a6opasa,re eAHa I. u, nose(e aorr oa fnyxo6aj xe:evajre rn rabrerme nouefy o6poqxre,
HaMecro roa, noqeKajTe,4o cne,4xara 'Ilo:a n o6pox x npo,4onxere xaKo lperxoaHo,

4. MO1KHH HECAKAHI{ AEJCTBA (EOEKTI{)

Kaxo u cume tercoeu u fnyrco6aj uoace da uua uecarauu dejcmea.

CneanNse recaxaxu aejcraa ce :a6e:rexanu npu ynorpe6a Ha fnyKo6aj:

Mxory.recrn HecaKaHr AejcrBa (Kaj > I Ha l0 ropucunur)
- racoan (xaayoyoa*e)

qecrr H€caKaHH lejcrBa (rcaj < | nr l0' no > I Ha 100 KoprlcHrrull)
- a[japea,
- facrpoxHTecrnHzlnHa H a6,4oMtiHaaa 6onKa

Boo6l,raero, oBfie cfiMflToMr.r *e rcqernat axo ja npoaolxrre repanrjara r ce np[.apxyBare KoH

Baluara npenl,tuaHa Allera.

Iloapeuern HecaKrnn aejcrBa (xaj < | na 100' Ho > I xa 1000 ropncntur)
- ta,Ilelbe
- noBpaialbe
- nopeMeryBabe Ha BaperseTo

- Mt-tHJII{BO 3foreMyaaEe Ha xel]araiHI{Te eH3}lM14

PerKr HecaKrHH aejcrBa (Kaj < I ta 1000' xo > I Hr 10000 KopttcH[ul)
- orox (Haco6rpa*e Ha rer{Hocr, BornaBHo Bo Ho3ere)

- xonruua (noxonryearue na xoxara).

Hecaranx lejcraa Kaae Qper$eHunjara e Heno3nara
- HaManyBalbe Ha Bpe,uHocrtme Ha KPBHHTe moqKn-TpoM6ouuru (rpou6ouuroneHrja)
- aneprhcKH peaKqfiH (noupBeHyBaF'e, IrcHrI, yprxxapHja)
-,qenyMHa oncrpyKuuja Ha upeBara (cy6n,reyc)

- uenocHa oncrpyxuHja Ha upeBara (meyc)
- racoBn ao reHKure upeBa (Pneumatosis cystoidis intestinalis)
- BocnareHxe Ha upHHor apo6 (xenarlrrHc)

,IIononHHTe,'rHnre HecaKaHIi aejcrBa Kaxo xenararHo nopeMeryBa6e, a6aopualxa xenararHa oyHKuHja
u trospera Ha xenapor,6rue noce6uo nptjarertl o4 Janoxxja.

Axo Baurure c MnroMU Tpaar noBe*e oa 2 nnrl. 3 rena, ruIr.r axo ce cepno3Hl.t' KoHcynrl{palTe m
Bau or aoKTop. oco6eno eo clytaj Ha nponuB.

Ogue necaraas eoexrH Moxar noce6no aa ce nHTeH3uB[paar axo He ja DoqrryBare npeDHuaHa'Ia

,qnja6erH.{ra atlcra. Axo n norpaj Toa uro crporo ce npurp(yBare Ha.qnja6erluua ,4ugra BI1 ce nojaBH

clr_nua 6Onxa, norpe6Ho e Aa ro xoxcymnpare Bau[oT AOXrop. Bo aaxru clylan toj Moxe npuBpeMeHo

u:rn rpaj ro aaja xaMaJIr ao3ara Ha JIeKor.

FacTpor.rHTecT[HanH[Te Tefo6r Moxe Aa 6uaar ceptolnu Hrr{ npoaonxeHrj, Bo raxar c.nyvan Be

MOJlnMe.4a ro KoHcynr[pare Bautror aorrop, xoj r(e oany.ru aaru repanrjara co lnyro6aj Tpe6a aa

nDo,4oJrxll.
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S.qYBAbE f, YtrOTPEEAf,A TNYXOBAJ

JI*on qwjme zo xa.uecma xedocmouu n deqa!

[a cc ryra raurnar oA cEgrrxsa x Brrara sa Gxncpcrypg rc 30oC.

Taftcrflre roaalcrc m og Ooujara Hcnocpe4ro npe4 ynorrpeSa

Por rr ynorrpc6e

3 roarnnr
Jlcrot Hc c[oa A! oe yuonpc6yaa Eo Aaryxm na f,crcror m poror ra ynorpcda uro c
ryrajara"

Hrcxf, f,r f,3aaBrnc rrl JrGxr]T

Jlcror cc Emsa ro anrerr caxo rp3 (rcHoBa Ha pcrrcm (P).

.$r5m ne nocl3qmrr pcarrnjr
0t.06.2009
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