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GLYCOREN TABLETS
Glibenclamide Smg tablets BP

BLYCOREN TABLETS
Glibenalamide Sma tabicta B

Compozitian:
iy, it taklel

WHbanelamid

A & ma,

Aatlanar

Glibonolamide i a patent oral auiphanyiurea hyooulycammic agunt. i owers sisss plussss EAREARIANGH I Jiabewlis and nen-diaballs
?uilnnl:i by alimuinting the relaase of insulin from the panuiegs whith poquiese MUAEHARIRR AAIE BAIE ¥ 3212 n cengert wilh ilvwssan
fmpro\ru_d acnaitivity of bota calla-to physiologival ylucose stmuiog) and e o nedin gaerstan (i ha rhylhm at meals, Sthar
Action assuciabil with whoriarm iarspy Sppans 1 nslide redustien of kasal hapalis glusoso

‘arodudtion nl';d enhancement of veripleal insuiin aution L usirarnpAr s

With prileagad tharapy there tends la ka a gradual dodling In Inoulin accretivi but e aliben ! in glurnea
\elefied parsisls, bxirapansroalio oilocls o atantlally contribute to the hyuuglycaunie seius duning lony teem tharmpy. Tha
prinsipls mashaniam appears ks bo duo iv nh wpetic glucose produciton and enhanced

parigharal eannitivily ta insulin,

'
Glibonolam|de_alao cxarta o dirdct inhibituny effect un glucayon poodueing Spng eeie st IS panemse ana IRAPARLAL IR Faloaie of
somatoatatin, Thess two pancreatic non-bots el actions ma anly piny m minar 2Uni2srslA, QBaREmide <an alie pradusa a mild
diureaix by enhancing renal fres water cludrdnu DIrsUgHh an unesany AsHOnaL seHan

Pharmaeskinatine:
GHNUNEAMIAS 12 rAAA1Y AAA 2imAzt AARALSLSY Sbiarked (appracimataly 06% from the gaotreinteatingl tract after oral administration.
FAnA ARAR RAYBRREAR 1S AL Wi fale and ealund ol absarplion, Glibonciamide (3 999 bound to plaama proteiss. Dinding ks nun-onic,
R IRAL IANLS WAy haF BUIERE AL eas glikenslamide la unllkoly lo be diaplaccd fram binding aites by other ahiy urstein bour syt
Tha UBlUfie of distribulian of glibenciamida al aleady slale averagea 0. 4250 Mka. Giil 5 I matabiotisod aui the hraak
devin lakas plass by the hy ion af the oyslahoxyl group, qﬂn; nalar 15 e delr ULy dueivative md i e
hydrary darlvaliva also aseure: A third motabolite haa been falted but nol Identified. The muan mutabulism baliife and R masn
sliminatian hall 1ifo are vory similar and It can be concluded that the metabolites are ol stud in s Loy G Sme prompy aveearan
|hi|r- wanslusion is sonfirmad by the hlgh ranal clcarance of the principle metabulite. The nwtabulies e y mes hypnaly

actlan.

The elimination hall-life fium e serum can be divided In 2 rapld phiass (21407 Rours) ad 4 sléw phase (1043 hours)l Aftor oral
at

af Ding of ylibenclamide, pesk serum eaneanteatiang a2a sadchad in 2 f2 § hours and within 24heurs the sonaontratlon
falls In keeping with e alimiation rete (o less (han 8% af tha U lavel, al glibenclamida is not ohaorved after
lud Jusws. The hypugly uifart lnnin for 24 Raure. Apgravimately SU% of a dess ls exsrated In urine and 50% via the bilo Into
e laecas.dn WLl rensl y aapandaing upan thé dagraa ol tha ranal axcretion diserdor there is inoreased elfminetion
ul the metabolilne via tha bils.
i\ nnly ¥ hyh. Alalyel
Indlaatinne:

MNAn-IRzIA f}:f\nﬂ-m Abatas mallilus (lyps 1) glibenslamido is usod as an adjunct In patienta whoac hyperalycaemia cannot be
Aanwallad bpdiat alene,

Dasage and Adminiatration:
Glibanslamido is ur.u:lll¥ Iministered as o aingle daily dose prefarably aiven 30 minutes befue ieakfast o (e Gesd main meal. Far
roquiramonts of groatar than 10 mg dolly, dividcd doaca may be presciibed usually as o twive-uaily regimen. Thi doses wmd sehsdoling
should be Individualized according to the patient's maal pattarn and blood o uine glocoss responss

Regular menitoring ia required.

Initinl Daangn in Previously Untreated Pationts:

Adult Doae; Initially one 2.5ma tablet daily before bisakfast should be gluen. [ neeasesry the Asea may Ba insraszad Py 3 A IAermants
until the disbates is undar control. As a rulo. maximum elfect is ohtninad with 3 dally daes af hess Sag ablele, Daily doses of up be bwa
Gma tablets can be taken as a single dose belfoe breakiae, but any Aveses suar tRls shaild B taksn halors Lhe sugning meal, A doce
of four Gmy tablets should be divided inlo lwo tiblsts hafors Braakiast, one tablel belare lnch and ene tablat batera tha svening moal,

Drabilitat Ishurd wr eldorly p ar thaza with Impsikad renal or hepatic tunction:
Cuw 2 Sy Lablel dally s Inltizly ERaula Aave Wheir Bloed ar urina glusesa manitared avory 3 to 5 days and ifa
dusugs e d y Inn af Aol mord than 2.5mg daily sheuld be proscribed al weokly inlorvals,
fneaga in p A feain Alhar aganis:
I tha-zwitah 18 glibanclamide can be frala. An inilfal dose of 10 mg should not'be excoeded. Subssguent dosane

anjuatmants ars Bated 4f he palient's bleed or unine glusese rosponse. If patienta wors on chiorpropamide they ahould be clusely
aanilered lur hypoglycasmia lor the lirsl 2 weaks of the transiiion,
Ingulin: en rara i Typa |l diabatic pationts receiving inaulin moy ba tranaferred to ulibenclamide. For doses less than 40 unls
daily, 3.amg lo bmg 16 proceribed Initially and insulin can bo diacontinued abruotly. For doses yroater than 40 units daily, 8my af
libonslamids may be ibed whilat the inaulin doac fa reduced by 50%. Insulin is then withdrawn graduaily 2o uliLﬂiilLlallllLllli: ey
E{ 1.26imq to 2.5mg daily every 2 fo 10 days a3 naceszary.
g I Bmg glibonol "" can be 1 for the bl ide initially and adjusted as reauied allese 3 00 5 duays. On oceusion,

lamide may be p ther with metformin If contiul is ol aduyguaie will eilhen ageol stons. Sliolu) benarll of the
oombinatlon ahould be manitared from time to time
Maintenance doae: Dosnge uaually ranges fium 1,23 my Lu 13 iy The maximum elally e B 20 my
Ghildran:
Clibanclar
amn astal

e s not indicated in children. as Tyoe I diabeies meiliiog i oot usaal in i age geaop. Oasaga aestastivanaes A3E Rt
hed,

Cuniralndicatluns:
il ould nat ba glven az sols tharnpy 14 patlsats with unstable andiar

dand dizbntes maliie (Tppa 1)
#Pulisniz with katoaridnsiz ar diahatis sama

FTrauma or surgary T
FXuvare Infection
=Ohwlade jrundica
#In thi prazanen nf EAVAFS RPATIS OF FARAI (MBAIFTERT,
Gilhanalamida (e alas saptrg-ind in pabienis with knawn hypersunsitivily or allorgy to tho drug.

sEragnanay
Warnings and Precautions: X
Niataryi management with ar witheul waight redustion is tho principal therapy far the of Type I diab mellitus. Oral
hygpagiycaamic agants or insulin hould anly be usced after these mensuras haye failed by thamasives v




CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

Product Name : GLYCOREN TABLETS
(Glibenclamide Tablets Smg)

wt

Hypaglyeasmiat may ba gavars and has aceacianally basn fatsl thus ting eanaful ing and ealactian of hath patiant and

dasage. Hypoglycaemiais more likaly i aldedy ehls, those whe i ¢ il of whao have impdar hupa!icul il I'uncern Alcohal,

savars ar prolonged exercize, inadequate-caloric intake, certain i {see drug | iong), soval d and

adreniul of plluitary i i y may alan predi lisnts ta hypogly - 1L may be necessary lo Inil.ll.ulc insulin during mllllﬁm

slrass of surgery.

Regular monitering of bleod andlar urine gl It is sary fo ina the mi ffactive doss; to detact primary failure

{inndequnte lawering of blood glucoze at the ded dosage); or secondary failure (loss of control of

bload glugase following an Inilial periad urrrrw:wnnm: i :coanduw failure oacurs, glibanclamld: ahould usually ba discontinued,
may Inftlally the of a low dose insulln regimen..

Usa in Pragnnn:jr

Categary G,

It & impanant ta achiave strict during p Oral b i Iz agentz should be replaced by insulin. The

sulphonylureas may anter the fostal cicculation and cause 1 hypoyl: i I animal studies embryotoxicily andfor birth defecls

have bean demonstrated. Il glibenclamide is used during preg y it should be al least two wesks belore the sxpectod

delivary date to avoid severe H Ing delivery.

USO it Lagtation

It iz not knawn whether glibenclamide is excratod in breast rﬂ"l af whitlhae It hag o harmful effect on the Aewboen infant, Othor sulphenylureas
have been faund in breast milk and & nat for nursing mathers uniess the expectad benafits aulwargh
any petential ricks,

Effects on ability to drive and use machlnss

Until aptimal contral has bean achi hien ch ing the antidiabeti if or when the tablets have nol been taken regularly,
aleriness and reaction time moy be ulluwd o suoh an eatent that the uull-uut wannul salely cope with road Gaflic or uperate muochinery,
Adversa Effects

Adverss sffects serious enough lo require discontinuation of therapy are uncamman however of adverse effects porsist glibenclamide
should ba discontinued.

Hypoglycaemia:

May be not only severs hul also prolonged and fatal (see Warnings and Precautions).
Gastraintastinal:

Gretraintastinal nffacts &g nauzes, tullness ar , heartburn,
are the most common advarss raactions and aceur in 1-2% af patiants. E"ﬂEl! luﬂd o ba dma rnrnlnd and may dlsnppﬂurwhnn donaga
s reduced. Pancreatilis has bedn réponad raraly.

Dormatelagical:

Allargic skin reactions to sulphenylureas such as pruritus, erythema, urllcarla, and erythematous, maculopapular and bullous skin eruptions
ar psariasiform drug aruption accur in 1.5% of trealed patients, Those may ba transiant and may lllcaiﬂﬂl’ despile cantinued uso of
glibenciamide. If they persist glibenclamide should be disconiinued. Porphyria cutanea tarda, gos and gt Tivity
reactions have bean roported with sulphonylureas. .
Haematologle:

—_— apaiis, thrombogy 16 prtpuTs, 8 ylosis, g panla, eosinaphilla, K Iyt :
aplaslc anagmia, bone marrow splasia and ion disorders have benn ported with 1
Hapatic:
Increased hepatic encymes (AST, ALU abnormal hemli: i I i h itis. g 1 L and
bilir hava been with
Mlsaellmuaua.
usal ip has not Iman eslahllshsd iha fulluwmn adverse effects hava bean rspunen In pal!smﬁ lncalvlnu
gli o parr ia, blindna tramar, acule
o Is, | el fon, acuty ens) ailurs, oculer distuil Tautic ucl lupediaiyputtichosis,
y of inapprop of anfidiuretic hormone, aribolgia, arihn . fm:'rar
tomd h v s and ing
Intarastiona °
Other madicines given at the same time aa sulphanyl may enusa undani daf ian or
alevalion of the blood sugar level,
The hypogly aclion of glibenclamid muy be inted by ACE flic acid, anabolic storoids, N-raceplor blackers,
gomfibrazil, guanathidine, heparin, MAOl's, ml.l:nn azola, pnrnnlutnl high dase a:p:nhl’y!llnu. i ! phany
and certain
|:urvn acling sulphonamldas. Highly prataln bound agonts m1;r 'llr-a pola ntlate the hypoglycaemic action duo to gllhnnrlam!de du placomant
from plasma oral hy ¥ and uu‘lur HNBAIDS.
Medicines which mny prnduca hypurulycaomm or i the ",,. ,, ic effoct nf lamide includ leahol
| blockers, d lonid i .,' a iazid, high dose
nicalinic acid, ueslmuﬂns progestogans. phenothiazine den\ratlvss phenytaoin, ranitidine, ri 1 ritodring.
sympalhomimelic agents, hyroid hormongs and large doses of faxali © wilh &-raceplor blockers or cloniding
may mask the warning symptoms of o hypoglycaemic altack.
Patantistion ar attaniation af tha bland sugar lswasring affeet of gliheaciamide has hean ahearvad during concomitant tharapy with H2-
receplor anlagonisls,
Intelerance to alcahal may occur. Excessive alcahal ingestion by people who drink lly may tha hypagly i effoct

of glibenclamide or dangarously It hy g its D like have accurred very rarely
fallowing the sonsomilant uss of alechsl and allben:llmi:fe.

Dvnrdosiga'
o

o including glibenclamide can produce hypoglycaemiy. In scule peisoning, the h should he )
by nsplml[nn and Iavuga Hypuglyauamla may be tranlsd wnh glucoza tablets or powdar or 3 lD 4 luuapuuns of sugar mixed with a Hlt[e
wa{ur This EIlD.lrh:l be foilowed O\f & snack of = ydrate e.g. a sandwicl Ive mu may be ad

ar larly in the ab of aral gl If the patiant is ‘ar the iais severe,

should ba givan as an intravanous infuslen, The patien! should ba ebserved over sevaral days in :a:a hypuqu:nemu recurs.,

Phar
Stara balow Z!D'C
Frotect from heat, light and moisture, ¥

Madlclng Cl F onty

Prasentatian: Blistar pack of 10x10'5 tablots
Jar of 1000's tablets

MANUFACTURED BY;

RENE INDUSTRIES LIMITED . .
Plot 680, Kamull - Kiroka, F.0. Box 6034, Kampala Uganda A Milestone to Golden Health
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