
GL YSTOR plus® 

Glyb•rlde- ••d Mdll,rlllla ltydr•elllorlde t■blet■ 

QUALilATIVi: AND QUANTITATIVE DESCRIPTION 
OLYSTOR plul'l«i tabletl uo available for oral admini1'1ttation in two 

ttreo.j'tha a■: 
pink, rowl(l 4u...o:lriMoct fllm-coalod Lablob containin.w: 2.� ma Glyburidt1 

and 500 tni motfonnin hydrochloride I tab H active inaredicnts. 
- yellow, rormd, quadrl■cict film-coatod t11.bfob containing 5 mg Glyburido 
and 500 ma metfomrin hydroohloril'l.o / tab H ■cti .. o inaredient,. 
The 1ablet ooro exdpionts are: rnicrocry,tallino collulo,o, povidone, 
cro111carmollo1e sodium, and llllJil;tle11ium ■tee.rate. 'I be film ooalin: of 
GL YSTOR plUl'Xl (2.5 mi,1500 ma) contain,: la.cto1c tnonohyd.ratc, 
hJP'[omolloio, tit1miwn di.oxide, polycthylorn, glycol -i000, iron oxide yel­

low, iron oxide rod ml'! iron oxido blllolc The fihn coatina of GLYSTOR 
plui1<%i (:'i rna,1500 m,e) oonWm1; lac1o■o monohydrate, hypromollo,e, lita­
nium dioJtidt', polyelh�lone 11,ly..:ol 4000, 4uinolim, yt11low alwuinum lalle, 
iron oxide yollow and iron oxide red. 

.INDICATIONS A,.1\JD USAGE 
Olyburide i, w:n oral 1J1tihyper&Jy_,omic drna of lht' sulfonylurea clan. 
Melfmmin hydrochloride l1, an or1J 111lihyperalycemic dmi used in the 

mana,aement of type 2 diabetes. 
Glyburido / Motfonnin HCl tablets me indicated H initial therapy, u an 
a.:.ljunot to diot ml'! oxerci,o, to improve jlyoomic control in pationa with 
lypo 2 diw.bote, who1110 hyperglyoomia cannot bo 1ati1faclorily m1maaod 
with diet and 01en::i1e e.lono. 
Glyburldo / Mctfunnin HCI tablet• are indicated as 1ocond-linc therapy 
when diet, oxeroi■e, md initial treatment with a ,ulfonylurca or motformin 
l'lo not rotult in a-1.oq_uato alycemic control in patimtl'I "'ith typo 2 l'liaboio1. 

CONTRAINIHCA TTONf; 

Glybu:ride / Motfonnin HCI tablet• arc contraindicated in patient• -with: 
- Renal di1oaio or roo.1'11 dy,ftm.ction ( e.g., H 1uggo�tod by ,ennn crcl'ltinino 

lovol1 > 1 .5 matdL Lrnalel'IJ, > IA ma,'dL LfornalotJ, or abnormal croatinine 
olow:ranco) .,,,.hfoh may also ro,ull !torn oondi1ion, 111uch as oardiov11:1culu 
collap1e (shook), acute rnyoce.rdial infarction, and l'!Oplioomia. 

Conao■tive boart failure roqu.irin_i pbe.rma.coloiic treatment 
- Known h:yponen1itidty to mctfonnin hydrnchlorido or glyburido. 

Acuto or chronic metabolic acil'losi,, includina l'liabotic .kotoacido,i,. 
wi1h or withoul ooma, l)iw.botic ko101tddo,i:t 111hould be trealod with in•ulin. 

Glybu:ride; Metformin HCl lablels 1hould ho lomporarily disconlinood in 
patients underaoina. radioloa.ic 1tndic1 involvina intravucular adminl■tra­

tion of iodinatcid contrail material■, booau10 u10 of such product. may 
result in aoute altoration of renal 1'\motion. 

WAR.""'i"INGS 
Metfor•illl Hydroc._l•rid• 

Lacu:c Acido.,i.�: lactfo acido111i:t i1 a rnre, but 111crious, metabolic ,:omplfoa­
tion that oan oocur doo lo molfonnin accumulation durina lreattncnl with 

Glyburide i Mctformin HCl tablets; whon it occurs, it i■ fatnl in approxi­

mately 50% of oue■. Laotio acido1i� may al10 ooc� in u1ociation with a 
number of pathophysioloaic conl'lition,, inclul'lina l'liubotti, mellim,, and 

,;.;henever 1here iii siiniflcant liuue hypopeirfhsion and hypo1emi1t. La(;lfo 
acido1il'! 11 oharacteri:i•,ed by elevated blood lactalo level• ( ... , mrnol'L), 
decreued blood pH, olectrolyto distrubanco1 with an incroucd anion aap, 

and an incrn1ucd laotato/pynn-.to ratio. Whoo motformin i1 implicated as 
tho cau,e ofluctic acido,i1, mcdOrmin plal'lma loveb >5 µj/m.L ure aoner-
1tlly found. 
The onsol of lactic aoido1il'! oflcn is ■uhtlo, and accompanied only h! non-
1pociflo ■ymptom■ suoh a1 malai1c, myalaia1, ro■piratory di1trc11, incro•­

ing ,0III1oloncci, and nonwpoo.ific ■bdominl'll di,tro11. Thocc may ho a11oci­
ated hypothccmia, hypotccaion, ml'! ro,i,t:unt budyarrhythmiH wi'th more 
marked 11eido1,i11. 'lbe pafo:111 1md 1hi: p.1lient'1, physfoi1n must be a,;.;•e of 
Ute poal'!iblo importa.noo of such :1ymptom:1 and the palionl l'lhould be 
in■tmctod to notify the phy1ioian immediately if they oocur. Glyburido / 

Mctfonnin HCI tabfot. ■hould b0 withdnwn until the ■ittation i1 clariflod. 
Sennn olectrolytol'I, .ketono1, blood gluco10, and, if indicated, blood. pH, lac­

t1t1.e levoll'I, and even blood mt"1Jonnin levels m1ty be Uilol'ul. On..:e a patil:nt 
i• ■lahili.,,ed on any dol'!c lcvol of Glyburide; Metformin HCl tabktl'I, a•­
trointe■tinal ■ymptom■, which •-ro common durina initiation of therapy witl1 

mctfonnin., aro unlikely to ho drug rolaWd. Latoc occurronco of ga1troin­
tti,tinal 1ympion:a could bo due to lactic acido,i, or othor ,eriou, dil'l.0111;0. 
l£vel1; (lffils1ing veinou1, pl•1,m1 btcl.1.te 1hove the upper limit ofnonnal but 

lei'!■ dian :5 mmol/L in patient, takin_i Glyburido .I Motfotmin HCl ta.bktl'I do 
not nocc11arily indioato impwdina lactic aoidosis and may be explainable 

by othoc mochani,lll1, wuch a■ poorly controlled di■bote, or obo■ity, '\igor­
ou:t physical. uctivity, or technical. problem, in Hmple hmdlinj. 

I ,1,;;lic <tcido"l.i:t should ht' sm1pt'c1ed in wny diw.hotic p•tit"nl with rne1aholic 
acidosis laokina ovidonoc ofkotoaoido■is (kelonuria 1111d kctonemla). 
Lactic acido1i1 i1 a medical omeraonoy that mu■t be troa�d in a ho1pital 
1cttinJ,!:. In a patient with lactic l'lcido1i1 who is taking Olyburide / 
Metfomrin HCl tablet,, tho drua Mould be dil'l.continuocl irrnnodiatoly and 
Ft;eneul 1upportive me.1;iure'I promplly in1lilu1ed. Bec11.u11e motformin 
hydroohlot"ido is dialynble (wilh a clcaranoo ofup to 170 mUmln under 
iOOd homodynamio condition■), prompt hC1Dodialy,i1 i■ rocommcndod to 

correct th0 l'lcido1i11 and romm.-e the l'lccumulatod rnctfonnin. Such rnan­
aaemmt often ro1ult, in prompt rovonal of ,ymptoml'I. and recovccy. 

SPECIAL WARNING ON INCREASED RISK OF CARDIOVAS­
CULAR MORTALITY 

The admini:-itation of oral hypoglyoemic druj!■ ha boon roporbl to bo a110-
cimd with incroued card:loval'l.cul■r mortality a compared to trcatmcot with 
diet alone or dit"t plu11 insulin. rh.e p.nit1nt should ho informed of1he pota1 
liaJ ril'!b and beneflls of _ilyburiOO and of allomative modo1 of therapy. 

II 
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PRECAUTIONS 

G,,.,rlll.: 
Glyb.ride / MeU11rmhl IICI tablet■: ffypo>{ly(:<rMia: Glyhuri<lt1 ,' 
Mctformln HCl tablet• arc capable of producina hypoalycemia or hypo­

g:lycomic 1ymptoD11; thoroforo, pl"Opor patient 1clection, do,ing, and 
in1truction1 aro importmt to avoid potontial hypojlyco:nic epi,ol'l.o,. The 
risk of hypoalycemia is increa1ed when caloric inl.Ue is deflciont, when 
1,lrt1rumu1 e1erci1t" i■ uot oompen1att!d by ..:alorio hl.q::,plemt1nt11.tion, or du:r­
lni concomitant u1e with other ilucoso-loworina aientl'! or ethanol. Rona.I 
or hepatic in1ufflcioncy may cau■e clovatod drug lovc,l■ ofboth glyburidc 
md metform:in hydrochloride and tho hopatio iMufficiency may al,o 
dimini,h aluconooacinic capaciiy, bolh ofwhich incroue the riwli::: ofhypo-
1itlyoomio rea:fam1. blderly, debilitale(l or rnalnourl1,hetl p11.tit1nt1, 11.mi 
those with adronal or pituitary in1ufflciency or aloohol intoxication are 
particularly wuscoptiblc to hypog:lycomic offoct■. Hypoglycomia may be 

difficult to rccoani-ze in the elderly, and in people who uo taking: beta­
adreneraic blocli:::ina drna,. 
MetMrmin Hydroc:bl•ridti: Mo11itori1111 of re11al f1t1u:1io11: mt1tfonnin [1, 
known to be aib1tantially excreted by the kidney, and the risk: ofmctformin 
accmnulation and lactic acidowi1 inoroue, with the dogroc, of impairment of 

renal function. Tou1, patimtli "'ith 10mm creatinine level• abovo tho upp« 
limh ofnonnnl for their aao ,hould noi recoivo Olyburido / Motfonnin I l(.'I 

tableb!. In patit1nt1 with adva:nocd •Re, nlyburido / Motformin I !Cl tablt1ls 
should be carefully titratoo. to e1tabli1h tho minlmw.n doao for adocruate 
g:lyccimic offoct, bocau10 aging i1 uaociaWd with reduced ron11.l ftmctkm. In 
eMerly patient,, particularly tho:-ie > 80 years of aae, rend function l'lhouM 
be rnoni1ored reaula:rly llld, 1onerally, Olyburide; Me1fonnin ITC[ tablot1 
1,hould nol be titrated to tht1 mw.xlmwn do■t!. Before initialion ofGlyburlde 

; Metfb1min HCl 1harapy and at least annually 'tharcaftcr, ronal thnotion 

should be a11c11ed lllld vcirifled as normal. In patient• in whom dovolop­
ment of renal l'lyd'anction i• mtioipatod, renal :function lhouM bo ••onod 
more frequon1ly and Olyburide / Meifonnin flCl u1blolt dil'l.oontinuod ifevi­

dt1nct1 of rnmJ impalrmt1nt la prnst1nt. 

Concomitant mcdication(s) that may affect renal function or re1ult in si_i­
nifl.cant hemodynamic change oc may inIDrforc with the di1po1ition ofmot­
formin, :mch u cationic dnia• that aro oliminatel'I by ronal tubular secre­

tion, should be u1od ,;i,ith cauiion. 
Radioloj,{i<: .�tw.di,r:,� i11volvi111( tlw i.tte of i11travarc:ular iodi11atir:d co11trost 
Matuiah' (lvr 10,an,pl•, i11truv•tww,1 1tnw1-am, i11tn..1Y•nokf clwla11giol(f"l..l­
pl1y, (f118io&raphy, a!fd co1t,pwted to1t10MNphy (CT) Jc,;i11s with i11trawucw­

/,;ir co11trrut flat,riaf:r): intrava1oular contr•t ,tul'lio, with iodinatel'I mate­
rial• Clll lead 1o acute aheration ofronal function IJld have boon llHooiat­
ed with lactic •cid.osl1o, in patit'n1" roool\·in: rnetformin. Tht1rdore, in 

pationtl in whom any such iit:ody is planned, Glyburido / Motfurmin HCl 
t11.blot1 1hould be tomporll.Illy di1conthmod at th0 time of or prioc to the pro­
cedure, and withhoM for '48 houra tub•oquent to the procoduro and roinl'lti­
tut.ed only an.or renal f\.motion hat been reevaluated 1md found io be normal. 
H}po.x:ic .,tate..r: cw.r<l:iovasou!tu" collapse (■hock) from whatt'ver o•use, 
e.cutc conieiltivo heart failure, acu� myocardial infarction, and other con­
ditions ch■:ractocizod by hypoxomia lave boon a11ooiatod with lactic aci­

dotil'I and may al,o oau1e pr«onal notcoria. Whon 1uch e'\Clltl'I occur in 
patient• on Glyburide / Metfonnin I ICI therapy, the dma should be 
promptl! di:1conlinued 
8#.rgical pmc,duu.,: Glyburide / Metfurmin HCl therapy 1hould be �m­
porarily wu�pondcd for any 1urJ,!:ic11.l procedure ( oxcopt minor procedure, 
not anociatod "'ith ro1trictel1 intake of food ml'! :ftuil'I,) and 1houM not bo 

ro,1.arted until !he patit"fll'i. or.al imali:::e hai. resumed ud ronal fimction hH 
hee,n evalut1.tt1<l 1;1;1 norme.l 

Alcohol i11tak.,: alcohol i• kn01,·n to potcntiato tho offoct of metformin on 
lattato motaboli,m. Patient■, thcircfoce, ■hould bo warned again1t oxooHivc 

alcohol intake, acuto or chronic, while roceivina Olyburil'le I Metfonnin 
I ICI tablot•. Due 10 its offoct on tho aluconooaeoio capaci1y or tho livor, 
alcohol may 1.110 increue dte ri■k of h!poalycernili. 

lMp<1.iritd httpaiicfa11ctiol'f.; ilincc impaired hepatic function has boon HIOCi­
l'ltod with ,omo ca.01 of ll'lctic acido,i■, Glybaride I Mctforrnin HCl tablets 

,hould gonorally be avoil'l.od in paticntll with clinical or l.abo£atory ovidonoo 

of hepa1io di<teaQ.' 
VilaMi11 H11 l1��·•l�: in controlled olinical trials ..,[th mctfo11uin of29 weekl'I 

duration, a docroa10 to subnonnal level• of pro-,;iollllly normal ilennn 
Vitamin Bu, without clinical manifo1tation1, wa. ob■errnd in approxi­
mately 7'1/. of patient,. Such l'lecrou:e, potl'libly l'luo to interference "'ith 
B17 1tbi.orp1ion from lho B11 -inlTin,k fl11.:1or cornple•, i1, howevor, very 
rarely u1,ocialod with anernia 1111d appear• lo be rapidly rovcn1ible with di1-

continuation of metfonnin or Vitamin Bu 1upplcmcntation. Moa1uromont 
of homl'ltologic parl'lmeton on an annual ba.i■ is advi,00 in patient� on 
motfomrin and my appnront abnonnalitie, 1houM be appropriately invot­

tiaat.od and mamtJ,(ed. 
CJw11gu i11 cli11i<:al .,,,.,,,,.,. of pali•l'f.t.f widr previow..,ly c,11un!lled type 2 dia 
bd,,,: a patient with type 2 diabetc1 previoualy 11,-011 controlled on met­
fonnin who dovolop• laboratory ■bnonnaliticiw OI' clinicl'll illnou (01pocial­
ly vaaue nnd poorly l'le:l'lnod illnol'l1) 1houM bo evaluatel'I prompdy for evi­
den.ce of li:::t"toaddosi, or faclfo a.oido1i111. Fvalua1ion should include 111crum 
oloctrolylo11 and ketone■, blood aluco1110 and, if indicated, blood pH. laota:te, 
pyruvatc, and motfonnin levo\1. lf acido1i1 of either form occur■, 
Glyburido / Motformin HCI ta blob mu1t ho ,topped i=odiatoly and othoc 
appropriato correcti.Ye meu:ure1 initiated . 
Laboratory fr.m: periodic fil1lina blood aluco1110 and glyoosylated ht'lllo­
alobin (HbA I o) moHurcmonUI ■hould be performcrl to monilor therapou­
tic re■pon■o. Initial and periodic monitorini of homatoloaic paramoton 
(e.g., hemoglobin,homatoorit and rod blood coll indicci■) and ronal ftmction 
(1C£Um aeatinino) thouM bo pcrlonnel'I, at leal'lt on an annual basi,. While 
mi:galobbati(; anemia hail! mrely beon seen wi1h motformin lht!1"apy, ifth.i:t 

is ■uspectcrl, Vitamin Hu defioioncy should be 01cludod 

Dntt I■t.rr,•cli•••: 
GI�"•rid,r I Metforaia HCI ta.,lets: 00rtain druJ,!:■ tond to produco hyper-



glyoomia and may lead to loss of blood gl.uco10 control. The1<i drugs 
include the thiazide11 md other diurotic1, cortioo,toroid1, phenothiazine,, 
1hyroid product,, esl.rOiCO.S, ornl contra.ceptivo1, phenyioin, nicotinio add. 
sympadmmimolio11, cw.Jcium cht11mol hlocllina <lrua;11, anJ l11onll!U".id. Whon 
1uch dmas aro ad:r:nlnistcrod to a pationt rocC'ivina Glyburido / Motfonnin 
HCl tablet,, the patient 1hould bo olo1ely ob1erved for 1011 of blood glu-
0010 eontroL Whm ,uoh dn1a1 are withdrnm from a patimt roooivina 
Olyburido / Motformin I ICI tablet,, 1he pai-ient should be ob11orvcd clo1oly 
for hypoylycomia. Mcitformin 111 n!!ali.w:ibly bound lo plasma pmwin11 and 
i■, therofore, le11 likely to interact with hiihly protein-bound drui• 1uch H 
1ftlicylato1, �ulfonamides, ohlorftlllphonicol, ftlld prnbonecid as comp•ed 
to ,ulfonyluro•, which are extelllively bound to 11erum protoin-i. 
Glybaridv.: tho hypoalycomic action or ,ulfonyluroH may bo poteni-iatod 
hy cortw._iu druw:, includin1it nonstt1midal anti-inflammatory a,H:«mt11 and od1or 
dmas thftt arc hlihly protein bound, 1alicylate1, 1ulfunamide1, chloram­
phenicol, probonecid, coulllll£ins, monoamine oxida■e inhibiton, md bota 
■drenoraic bloo1dna ■g-01111. When ,uoh dnia• ■ro 1dmini1tcred to a patient 
rocoivina Glyburide i Metfonnin 1 ICl tablet.Iii, lhe patico.1. should bo 
oh11orvl!d clo11oly for hypoJ;i;lycl!mia. When 11uch druw:, am wilhdrawn from 
ft patient rocClvina Glyburide / Metformin HCl tablet,, the patient should 
be ob1ccvod do■ely for Ion of blood gluooae control. 
A ponible int«■otion between aJyburide and oiproflo.ucin, a fluoro­
quinolonc, ani-ibiotic, ha11 boc,n reported, resultina in a pol.on1Jlltion of the 
hypo.w:Iyctm1ic aolion of Jitlyhuride. 'l11e mochani,m for lhi, interaction i, 
not known. 
A potential intm■ction botwoen oral 1nioonazolo and oral hypoglyoemio 
■am111 lcadina to ,ovcre hypoalyocmia hu been roported. Whether thi, 
imoraction al1,10 occur� whh th.o imravonous, l.opical, or v1tw:inal prq:iara­
tion11 of miooua::f.ulo i11 not lrnown 
Metformin Hydrodll•ritle: Fum,r•miih: furosomide incro•od the met­
fCIIll.in plawm11. md blood Cmax by 22% and blood AUC by B¾, without 
any ,ianificmt chmae in metfonnin ron■l clear■noo. When admini,terod 
with metformin, tho Cmu: and A.UC of f'uro111cmid.e wore 31'¼ imd U% 
small!!r, ro11pt1olivt1ly, lhan wht1n ..::lrninistt1n,d w._lono, and d1e tenninw._l half­
lifo wa1 decreued by 32%, without any sii,Cifleant chanao in fruo101nide 
ro1111.l cloarftllcc. 
Nifadipi11•: nifedipine appea:n to enhance the absorption of metformin 
Motformin h.ad minimal offecl.1 on nifodipino. 
(,,atio,cic tin.,1(.t: calionic <lruy11 (o.:., 1tmiloridt1, diaoxin, rnorphino, pm­
cll.Jnamide, quinidino, quinine, ranitidino, triamter0110, trim('l(hoprim, or 
v■.ncomyoin) th.rtt ftTC eliminated by renal tubular woorotion theoretically 
h■Ye the potential for int«■otion with metfornrin by compotin& for com­
mon ronal tubular transport 1y1tem1. Such inieraci-ion botweon motfonnin 
and oral cirnetidint1 lJ.a1 bol!n oh,orvod in uormal hoaltby voluntt!e111 in holh 
1inale- and nmltiplc-do■o, metformin-oimetidino dru.a interaction 1tudle1, 
with a 60% inorea10 in peak motfonnin planr• and whole blood concen­
tr■tion1 and a 40% increase in pl■un■ and wholo blood mctfOnnin AUC 
There, wu no ohanae in elimimt1:ion half-liro in 1he 1in1lo-do10 siudy. 
Molfmmin had no t1ffoct on cimt1ti<lint1 pharrnw.o:>klnotic,. Aldmugh •a::h 
intc:ractiotll remain theoretical (except for cimetidine), careful patient mon­
itoring 1111.d do10 ll(ljustment ofGlybarido / Me1'xmin HCl tablot1 and/or the 
interfi:rina druf are roconntended in p■timtl who are tM±na cationic mcd­
icat-ion1 that ■:re excrel.Od via tho proximal ronal tubular 1ecre1,ory sy1t.em. 
Otlwr: in ht1althy volw1tel!n, lht1 pbanuacolcinotlc1 of motfimnin 
pranolol e.nd motfon.nin and ibuprofen wero not affected when 
i■terod in 1ing:le-do1e intorattion studio, 
Pr"l■a■ey: T�rat1J:K�1tic E/},,ct.J: rocont information ,tronaly 1uaao1t11 that 
abnonnal blood 1h1.co10 lc,yol1,1 durina proanancy ■ro a1111ocialod with a 
hiaher incidt�ttce of con:enital abnonn .. litiea. Mo�t experls reoornmend 
that imuJin bo wed durlnii proanftllcy to m0..lntain blood aluco■o u clo■o 
to normal as poasiblo. Bocau�o aninial reproduotion �tudiea arc not always 
predictive of ham■n re,pon1e, Glyburide / MctfOnnin HCI t■blotl ,hould 
not be u11od during pre¥,D<mcy union cloarly neoded. 
rhoru am no ado4uate and woll-controllod 11ludio11 iu prnJit"nant womt1n wilh 
Glyburidc I Motformln HCl tablctJ. or itl indlvidue.l component,. 
No1t-t�rat0Me11ic Fffect.J: prolonged 1ovoro hypoglycomia (4 to 10 day,) h11.1 
boon roportcd in nocct■tos born to mothen who were reoei.Yinf a ,alfony­
lurea. drui 111. the 6mo or doliYC.-y, Th-is ha1 boen reported moro ltoquenlly 
with 1111! Wt! oft1.1itt1nU wilh pmlon:o:l half-hv!!•. It i1'1 m)t ruamunondai lhal 
Glyburido f Mctformin HCl te.bletJ. be u■cd durina preiflll].cy. Howovar, if it 
i1 u11C1d. Glyblildo / Mctformin HCl ta.blot, should be d:i■oontinuod at lo11.1t 
two woeb boforo the oxpeotod doliyory dato 
Nuning Moth•rs: although it i1 not. known whether :;:lyburido is e-xorotod 
in hwnan milk, 111omt1 ,ulfonylun,w. tlrua, are known to hie t1xcrot.od in 
buma.n milk. Boca.use the potential for bypojlycomia in nur1ini infantJ. 
may o:riat, a dcci•ion 1hould bo made whothoc to di1continuo nur�ing or to 
di11continuo Olybarido / Motfomrin HCI tablot1, tuina into account the 
importance of1he drua to lhe mother, lfUlyburido / Metform-in I ICI tablet.Iii 
•o di•continuod, and if dit1t alouo i11 ina<lt14ualo for conlmlling blood Klu­
coso, Insulin therapy 1hould bo con■idored. 
Z"•tl;.trlc Use: s11.fety and offootivonon of Glyburidc ! Motfonnin HCl 
tablets in pediatric patimtl'l h■vo not bom 01tabfahod. 
G,ri11trie UH: no ovcimll differcinoo11 in c,ffc,ci-ivco.011 or 111aro1.y wore 
ob,ervod bolwot1u yorialrlc patiom1 and yow1.w:er pw.tit1nt11, and othor mport­
cd clinioal exporionco hll.1 not identified differonco■ in rcspon1e botwcon 
the cldorly md yom1g<.'!" patient,, but gre■t<.'!" 1onwitiYity of 1omo older indi­
vidual• o■:rmot be rulod out. 
Motfonnin hydrochloride, i111 known to be 111ubsum1:ially Cfllcroted by tho kidney
•ul hecw.uai tht1 ria:: of lll!riou, a<lvt11111! rad.Ion, to U1t1 dll'UJit i• arm:tt!r lu 
pa:t:ientJ. with lmpalrod rone.l function, Glybruido / Mct:Rmnin HCl taiblco 
dmuld coly bo mod in plltients with normal renal :f\:ncxion. Beoauso aging i1 
•tooi■tod with reduced re:rw.l fi.mction, Olvbixi.de / Mcitfomrin HCl 111blct11. 
should bo u1od with caul:ion a aw:e incre-.�111. C•o 1hould be takon in do1e 
selection and 11.h(mld bo baio:l on careful w.nd rn&ularmonitorin.w: ofremJ fimo­
tion. Generally, elderly pati..-nt1 ahould not be titrated to the maximum do■o. 

ADVERSE REACTIONS 
Upper ro,pir■tory infection; diarrho■; n■u1oa; vomitina; abdominal pain; 
hoadacho; diz:ir,ino111; d-isulfir■:m-liko rnc1:ion1 have very r■ :roly beon 
roportoJ iu pationu troat.od wilh Jitlyhurido tablol1'1. 
OVKllllOSAGE 
Glyb•ride: ovord(>•w.go of •ulfonylun,111.1, inoludin1it ,H:lyburidl! tablol1'1, oan 
produeo hypoilyoemia, Mild hypoilyoomio sytnptoma, without 10111 of 
c0111ciou■neH or nourologic11.l finding,, 1hould be troat.:,d aggronivoly 
with or■l aluco10 and ■djustmonts in drua do111ae and/or mm.I pattern,. 
Clo10 monhorinw: 1hould continue unl:il t.ho physician i1 u111urod thai the, 
patl!!ul i, out of dan&t!r. 8evorn hypo&lycl!mic rnaotion11 wilh coma, 
aeiz:uro, or other neuroloaical impai1mont ocom infrequently, but con1ti­
tato modieal emorgcnoie1 roquiring immediate ho1pitalization. If hypo­
a;lycemic coma is. di■ano,cd or 1u,poctod, the patient 11hould be aivon a 
rapid intravenous injection of concentrated (10'1/•) aluco10 solution. Thi1,1 
llhould hi! followod by a oontinuoua infu•lon of a moo, dilulo (1 O��) alu­
cosc ■olution at a rato th.■t will maint0..ln the blood ,alucoso lit a lcvol ftbove 
100 mg/dL Patients Would be closoly monitored for a minimum of 2� to 
48 houn, 1ince hypoglycemi■ may recur after apparent clinical recovery 
i"fbUormi• llydr•cllloridv.: hypoglycemia ha,111 not bom 11oc,n oven with 
in,H:o,tion of up to 85 ,H:ram, of molfonnin hy<lll'ochlorido, although l.ctic 
acido■is ha■ occurred in such circum1tance1. Motfonnin is dialyzable with 
a clcmanoo of up to 170 mL/min under good hemodynamic condition,. 
Therefore, hemodialy,i1 may be useful for rcmoY■l of accumulated drng­
from pationis in whom meiform-in overdo11a10 is su1pec1.od. 
DOSAGE Al'\JD ADMINISTRATION 
G1m•ro1J Cmuid•ratioru: dosaio of Ulyburide / Metformin I IC[ Utbleu 
must bo individu.ali:r.od on tbo hw.1111 of boll1 offoctivont1H anJ tolorauce 
while not oxcoedini tho roe.ximum reoommendod daily dose of20 ma aly­
burider'2000 mg motfonnin. Glyburide ! Motfonnin HCl tllblots 1hould bo 
a;ivon with mo■l, ■nd ,hould bo initiatod ■t ■ low do1e, with g-ndual do1e 
011oalai-ion u described befow, in ordor lo avoid hypoalyoc,mia (lar:;:c,ly duo 
lo Klyhurido), to rnduoo GI ,ido offoct1 (larw:oly dut1 to molfonnin), anJ to 
permit dotormination of tbo minlmwn effective do■e for ftdoquatc oontrol 
of blood gl.uco10 for the individual pationt. 
With initial tro■tmmt md durina do,o titration, ■ppropri■to blood aiuoo,o 
monitorina 11hould bo u1od to dolormino the, thorapoutio respon10 1.o 
Glyhuri<lt1 / Molfonnin I ICI tablOU! and to idenlify thl! minimum l!ni.!ctive 
do1e for the patient. 1l1eroe.ftor, HbA I c should bo mouured at interval■ of 
apprn:rim■toly 3 montha to u1c11 tho o:tfoctivone11 ofthcrapy. The th011"11.­
peutic fO■l in ■11 patimtll with type 2 di■bcito, is to d.ccroHo PPG, PPG, 
and I lbA l e  to normal oc as neur normal as po1:1iblo. ldoally, lhe rc,1pon10 
lo therapy •lmuld bo ovaluatoJ u,inw: I lbA 1 c (glyco,ylw.tt1d ht1mn&lobin), 
which i1 a botter indicator of loni-tcrtn ilyccmic control than PPG alone. 
Glybwri.h I M�ifonwi11 HCl Tabl�t.J A� Initial I11en;ipy: for patient, with 
typo 2 diaboto1 wholle hyporalycorrria cannot be 1atilfllctorily m■naaed 
wi1h diot ■nd exeroi1,10 alone, tho recommended stu6ni do110 of G lyburid.c, 
/ Metformln I ICI tw.blet i• 1.25 my,'250 mJit onoo a day with a m�L A, ini­
tial therapy in patient, with ba■olino HbA le > 9% or an FPO > 200 
mg/dL, • �tarting do,o of Olyburido i Motfonnin HCI tablet L2.'!'. mg/2.'!'.0 
ma twice daily with tho momina and ovenina meals m■y be u,cd. D01aao 
incrc,ues 1hould bo m1do in -incromenl.lil of 1.2:'i mi"'.250 mw: por day ovory 
l.-o wook, up to d10 minlmwu offoctlvo do110 nooe1111ar,o to aohit1VI! odl!­
que.te oontrol of blood aluco■o. Tn clinice.l trials of Glyb�ido I Motformln 
HCl tablot1 as initial therapy, thOll'o was no e:xpcricnoc with total daily 
do11el! areat« than 10 ma/2000 m& por d■y. Olyburide I Metformin HCl 
Utblet 5 m,ai:'100 mg •hould not bo uaod a11 -initial 1herapy duo io an 
increm1od rillk ofhypoJitlyoomia. 
Glyh11,r/.iu I M•ffon#.ill HCI Tahl.tt U1·• i11 Pr•vi.O#;fly Tntat•d PaJi•11J1r 
(&co11d-Lllt� Tlternpy): for pationtw not ftdequatoly controlled on either gly­
buride (or mother ,ulfonylare■) or motfonnin alone, the rcconntendod 
•l.anina do■o of Ulyburidc, i Metfonnin I IC[ tablets i11 2.5 mg/100 mg or :'i 
mJV�OO ma: lwict1 daily wilh lt1t1 momin.w: and t1vt1nln.w: mt1ah. In onl!!r to 
avoid hypoilyccmia, tho startina dose ofGlyburldo / Mctformin HCl tablotl 
should not excoed the d11.ily do1c1 of glyburidc or metformin aheady being 
taken. The daily dol!e lhould be titrated in increments of no more than 1 
mw:/500 mw: up to tho minimum offoci-ive dose to a.chioyo adoquato control 
ofhlood alua>•t1 or lo a maximum dost! of20 m,H:/2000 mJ;i; p!!r day. 
For patients previou1ly trCll'.ted with combination therapy of ilyburide (or 
another 1ulfonylurea) plu1 mctfonnin, if 1witchod to Glybmido 
Metfornrin HCI tablot1, the 1tartina do,c ,hould not oxceod tho daily do1e 
of alyburido (oc oquivalont do1,10 of anol.hor ,ul fonyluroa) and mc,tformin 
alrnady boiny talon 
STOJ.l:AGK (.'.0ND1TION� 
Stom in w. dry plaoe bolow 30''C, protl!ctt1J from liaht. 
Do not roftiiierato. 
Do ■ot ••� after e:qiiry date. 

THIS 18 A MEDICAMENT 
- A IIllldi.cmnont i1 a prodaOC lmich a:ffoct1 your health, a:11:l ita ocommptico 
contrary to in1truction, i11 dmaerou1 for you 

Follow s1ric1.ly tho do:;toc'1 pn!llllaip1:ion, tbc, me1hOO ofu� and lho in11truc­
tion1, of lhe pharrnaoi11t who ,old the mtrlicarne,nt. 
- The doctor and tho phe.rmacist arc expert, in medlcino, itJ. bonc:flts and rl1b. 
- Do not by yourself intormpt the period of trMtmont pre1cribod. 
- Do not repeat the N:DlO pro,cription without oon1ultini your doctor. 
Keep Medicament out of reach of children. 
PRESENTATION 
GLYSTOR plus� T11.blots 2.1 mg/.'!'.00 mg, in bli■ter pack of 30'1. 
OLYSTOR plu,� Tabletll 1 maf�OO ma in bfatc:£ p■cl. of30'11. 
Manuflaotarcd in Zook Mo1beh Lcbanon by 
ALGORITHM S.A.L. 
"' Ro,a.iaterod Trademark 
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