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GLORION®

(Glimepiride)

ACTION

Giimepiride, the active ingregient of Glorion, is a blood-sugariowerng agent belonging to

e suffonylurea group. The decrease in blood sugay is achieved principally by means of the
i uiation of insulin release from pancreaic beta cells du to improved responsivenass of
these cells to the physiological glucose stimulus.

oo aqmants the normal action of insulin o peripheral glucose uptake. Moreaer. It ITICS
such action as well as the glucose output of the. liver.

Gt metabolic control over 24 hours can be achieved wi a single dose of Glorion.
INDICATION

Mo sulimcependent (1ype 1) cisbetes, whenever blood sugar levels cannot be controlied
adequately by diet, physical exercise and weight reduction alone.

DOSAGE AND ADMINISTRATION

o tablets must be swallowed wihoul chewing and with sufficient amounts of fiquid
(approximately 1/2 glass).

o il the dasage of Glorion is governed by the desired blood sugar el The dosage of
Glorion must be the lowest which is sufficient fo achieve the desired metabolic control.
G b with (lerion must be initialed and monitored by 2 doctor. Glorion must be taken at
the times and in the dases. jprescribed. Mistakes, e.g. forgetting 1o lake a dose, must never be
Corramtod py subsequanlly taking a larger doss. Measures for dealing wih such mistakes (n
paricular forgetting a dose or Skpping a meal) or stuaiions where 2 dose cannot be taken at
e brescribed lime must be discussed and agresd between doolor and parent beforehand.
A doctor must be notified immediately if the dose taken is 100 high. or an extra dose has been

taken.

The initial angd the maintenance doses are set based on the results of regular checks of
glusase i blood and rine. Monitoring of glucoss fovels in blood 209 urine 2lso serves lo detect
Gither primary or secondary failure of therapy.

e Ftes il dose titration: The usual intial doss is 1 mg Glorion once dail. f necessary
g dait aoe oan b increased. Any increase should be based on regular blood Suga:

Those sympioms of hypoglycaemia which reflect the body's adrenergic counter s egulation

(sve "Side effects”) may be milder or absen!in hose siluations where hypoglycaemia develops
gradually in the eldery, and in patients with a certain type of nervous disease (autonomic
neurcpathy) or those receiving concurrent treatment with beta-blocKers, cloniding, resepine,
quanetnidine, ar other sympatholytic medicines.

Fypoglycaemia can aimost always bie promptly controlled by immediate intake of sugar, e.g.. in
i torm of glucose, sugar eubes or sugar-swestened beverages. Patients should always carry
ttoast 20 grams of glucose with them for this purpose (foed or beverages coniaining artificizl
woeteners -such as diet foods or drinks- are ineffective in contrcling hypoglycaemia). They
may require the assistance of othar persons Lo avoid complications.

1t I known from other sulfonylureas that, despite inilially successful countarmeasyres.
hypoglycaemia may recur. Thersfore, Gontinued close observation 18 necessa, Severe
hypoglycaemia requires, in adition, immediate treatment and foflow-up by doctor and, in
some circumstances, hospitalisation.

¥ treated by difterent doctors (upon, &.g., admission (0 hospital after an accident, iliness while
on holiday), the patients must inform their dostors about their diabetes and pravious treatment.
In excaptional siress situations (6., raurma, surgery, infections wilh fever) blood sUgar conirol
may deteriorate, and a temparary change to insulin may be necessany

During trezimert with Glimepiide. giucose levels in blood and uine must be checked regularly,
as should, additionally, the proportion of glycated haemogiobin-

Drug Interaction

Pationts who take or disconlinue taking certain other medicines while undergoing lreaiment with
Glimepiride may experience changes in bioad sugar control

Bty on experience with Glimepiride and on wha is known of ather sulfonylureas. the
following interactions must be considered

botantinion of the blood-sugar-doworing sfiect and, thus, in some insiances hypogycagria
may aceur when ane of the foliowing medicines is taken, for example insulin and cther

oval antidiabetics, AGE inhibitars, aliopurinol, anabolic stercids and male sex hormones,
chloramphenicel, coumarin derivatives,
femyramicil, fibrates, fluoxetine, guansthidine, ilostamide, MAO nhibilors miconazole, para-
amimasalicylic acid, pentaxilyliing (high dose parenteral), phenylbutazone, azapropazenc,

e iy, and should be gradual, L., at intervals of oné ta two wesks, and carried o onyphenbutazone, probenscid, quinalonss, salicyaies. sulinpyrazens. pullonertets
Conadse. s follows: 1 mg - 2mg - 3 mg 4 mg - 6 mg, and - in @xcoplienal cases s g i i fii i st . e
O eange in patients with well controlled diabstes: The ususl dose fangs in palents with T g wasi stk s el it Gl it
D g P emeien a1 1o mg Gioron daly. Only some patients oo tom daily doses wihen ane of tne following medicins is taken, for example: acatazolamide, barbiturates,
N corticosteraids, diazaxide, divratics. and other
Distribution of doses: Timing and distribution of deses are to be decided by the doctor, taking 2 nts, gl :f:gvné \a;‘avwa‘i (after pm;rscien use; coun ‘Glhaf‘“ d(': bigh:dosea), destionens
D onidaration the patient's current life-style. Normaly a single daly dose of Glorion 15 nd progestogens, ghenoiazines. heryian, ¢ i, hyodromones.
sutficent. This dos should be taken immediataly before a substantial breaklast or - if none. e o o e raserpine may lead 10 eilher polentiation o7 weakening
T akon - immediately before the first main meal. 1L s very important not to skip meals atter '8 blood-sugar-lowsring effect
taking Giorion. Doty lommare degrease glucose tolerance. In patients wih diabetes malltus, s fmay lead
A vy dosage adjustment: As he Gonirol o diabeles improves. cansiiviy to Uiy 1o geterioration of matabolic control. In addition, beta-blackers may inerease the tendency of
e mses. therefors, Glorian requirements may fall a5 treatment proceeds. To avoid an hypoglycacmia (due lo impaired “’?“”‘E"'Egu‘a“mj
et e, o poafrcaemie), a ey dose fecctn o cessation o Untot tne fuence of sympatholytc medicines such a3 beta blockers, Serdne, 342 nethidine
o b oraiiiad i e aesnin. the signs of adrenergic counter-reguiation 1o hypoglycaemi may be reduced
e ; bsent.
A dose adjustment must also be considered whenever the patient's wel gt or lile-style changes, o ”
‘or ofher factors causing an increased susceptibilty to hypoglycaemia or an exce: ssive inarease gili;”acu?lé‘:_‘:d Grhlljﬂmcnalcﬂdhe.\ !;“EKE may potentiale or weaken the blood-sugar-lowering
i blood sugar levels (hyperglycaemia) arise (see “Precautions”)- il iy 5 fiiafoc o el
Duration of treatment: Trealment vith Glorion is normally a long-term therapy. o ;F“Fch‘f’s“ma"" orivalives may be potaiiated of weaienea
e v from other oral antidisbelics o Giorian: Thers i no exact dosage realiansip e e i R Ml e "
S earion and other oral blood-sugar lawering agents. When subsituting Giorion for : A o s ?d"“ o whal is known of other suffonylurezs, the
oher Such agents, the inflial daily dose is 1 mg; this applies even in changeovers from the i i okt . chisik s e 5
O tisse of anaihr oral bood-sugar-owering agent. Any Glorion dose increase should iypoglycasmia; hs aresul ol fhe 3 o1 4 actiorof 2l
e agcordance with quidelines given abave in “Intial dose and dose titration” e ostr, ancmay o be prolonged. Possible sympioms of ypoglycasia neLTe
Considaration must be given (0 the potency and curation of action of the previous blood-sugar- neadache, ravenous hunger, nauses, ‘é"m"""g‘ '35.5‘“"‘1"‘; ﬂﬁap'”es:' d‘s"’dg"";s'eep'
lowering agent, It may be necessary o intarrupt treatrment to avoid additive effects which would b impeire aleriness and reactions, depression,
e ontusion, difficulty in speaking and even spesch 0SS, visual disorders, remor, parssss,
T AANDIGATIONS Consory disturbantos, dizziness, helpiessness, loss of sel-conirol,delinur, cerebray
Glimepiride is ot suitable for the treatment of insufin-dependent (yps |) diabtes melitus ED?VU‘Tz:S‘::"?""'iHCE,‘ sid R Soni uding core. Sasow)
{e.g. for the ireaiment of diabetics wih a history of ketoacidoss). of diabetic ketacidasis, or of Taspaainnand siow aart o In addftion, €ighe ol o
el e eap be presen such 25 sweating, clammy skin, aniely, rapid heart rate (iachycardial
B e usatlinpaliats e g Mymertension, palpiations, angina pectoris, and Gardiac aryimias. The dinical el e ofa
e o any of he excipets inthe produc severe hypoglycaemic attack may resemble that of a siroie, The sympioms of hypoglycaemia
N experionce has been gained concerning the use of Glimepiride n palfents wih scvors teady e Sutalda e e camdn R
et f or function and in dilysis patients. In patients with severe mpaifmen! of renal o bl i temporary visual impairment may oceur dus 10 e
ot epatic funclion, a changeaver 1o insulin i indicated, not least to achieve oplimal metabolic change in biood sugar leves.
i 5 Digestve ot ocasionaly, gastrointestinal symptoms such as the fallowing may 600w
i e i, sansations of pressure or (ulness in the epigasirium, abdominal pain, and
RS andl reactions may be impaired dus fo hypo- of hypergiycasmi, especialy when Ll IS " N
e o e smenent or anen Gimapie s ot sk roay Sich \n are casas, fver enzyme levols may increase. In solated cases, impament of iver function
o oo, aect e iy 10 oprale 2 vl o machinos (g it cheleatasia and jaundiee) and hepaits may develop, possibly leading lo ver (aire
L Pregnancy and lactation: To avoid fisk of ham o he child, Glimepirice must ot be Taken E’”f’“" Severe changes in the blaod picture may acour: Rarely, thrombopenia a7 &
T (iing pregnancy; a changeover 1o insulinis necessary. Patients pianning 2 pregnancy must iSghiled baes, ‘eucgp enia, haemolytic simcnia or, a. erythrocylopenia, granulocytopene,
inform their doctor, and should change over to insulin. 2 (6. dus lo Ay deveop.
j- g I
Glimepiride must not be taken by braast-leeding women, and a hangeever to insulin or Otner aaverse reactions; esasionall, allergic or peeudoaliergic rezciions May oceur, €.
EEPEE discontinuation of breast-feeding is necessary. i in the form of tching, uriicaria or rashes. Such reactions may be mild, but also may become
o e aarious and tay be accompanied by dyspnosa and a fallin biood pressure, sometimes
B sesoe optimal control o blaod sugar, a correct diet, reguiar and sufficient physicel exerc'ss prograssing b shook [ i e, £ doctor T Do oo mmeclely fisalslod
S 5 oo seary. recuelion of body welght are just as imporiant as regular iniake of Glimepiride S o i sodiny [rjemston vessels (allergc vascultis) an
Ciinical signs of hyperglycaemia may include increased urinary frequency. intense thirst, wpersensitivity of the skin to light may oceur : )\
e outh, and cry sin. P same adversa cffects fe.0. savere hypoglycasmia, certain changes i Iha Elocd Piowre:
e e it must bo o b he sfects and risks f Cimepiide S onre allorgic or peaudoallergic reactions, or iver ailuro} may under certain SrCUMSIaNoes
and aboul it role in conjnction with dielary measures and physical exerise; he importance of Secoma life threatening, il is essential that i any of the adverse ffects listed 2bove or 2y
o apaon s 150 b slrsset. D evpecied changes or sudden or severe reactions do occur, a doctor mus! be informed a1
B sl weake of trsatmen, the risk of fypoglycaemia may be ncreased and necessilates Sl 2ccount should Glimepirde Do taken witiouta doclor's express Quidance.
aspheially caroful monitoring. Faclors favouring hypoglycaemia include:
T ailingness or (more commonly in older patients) incapacily of the patient 1o e ougrdose may lead fo severe and sometimes lfe-threatening hypoglycaermia and
i 1y roquire hospitalisalion even as a precautionary measure. Signiicant overdose wif o8
el iregular mealtimes, o skipped meals e Forais 2 medical emergency and will necessitale immediate Ireatrment and hospialisaton
e phsicat s st s L Mild episodes of hypoglycaemia can usually be treated with oral carbohydrates. Adjusiments in
e Uosage. meal pattams or physical agtvy may be nacossary. More severe episades wif come,
. Gonaumption of alcohol, especially in combination with skipped meals. ceizute or neurologic impairment may be treated with glucagon (intramuscular or subcutansous)
« Impaired renal function, 5 I or concentrated glucose solution (intravenous). 11 life-threatening amounts have been ingested,
ot Gotoxilication (by, ¢.3.. gastic lavage, activated charcoal) wil be necessany. Sustained
e ainsite: of and jon may be necessary because hypoglycaeria.
- Cortain untompensated disorders af the endocrine system affecting Garbehydrate Q:é;‘g;}:’ﬁé:‘;ﬂa?e”‘ clinical recovery.
lism or lati (as, for example, in cenain Tablets:
Heardors of thyroic function and in anterior piuitary or adrenocodical insufficiency) ; . .
- Comaarant administration of certain other medicings (see *Drug Interactions”). gtggtg'; ; mE Smeanoal mg/)‘(":'f'
T fotor must b informed about such factors and about hypoglycaemic episodes, s e mg: g‘l"““’"‘ 82 g/ :J)IEI
Sines these require particularly careful monioring. If such risk factors for e ma: mespmge 3 ‘"95‘ ]9}
Hypoglycacmia are presen, it may be necessary 10 adjust the dosage of Glimepiride of the 2 i limepiride 4 mg;:; ot -
s inarapy. This also applies whenever flness occurs during therapy or the patient’s Shfanfs: A5 Nz Sk oL
Bl bl Jauryl sulfate, Magnesuim stearats.
CLORION 1 mo- Rec iron cxide, CLORION 2 mg: 12196 FDAC blue lake 0. 2,
GLORION 5 mg: Yeliow ron oxide, GLORION 4 mg: FDEG blus lake no. 2
e e THIS IS A MEDIGAMENT o
A meearent o producl which aHocIS you hadll, and 5 ConSUTEN FoNtry
o rclons is dangerous.
e it e g s, e oo o g7 e sciors o 1
Fnanmaciat w50 ha medicamed.
A Manutactured vy JTosdemer Yagramacel o ov i, brats ks Keep medicament out of the reach of children
. z rsllorrupt 12 pr ot prascrbad a: you.
A HIKMA Pharmaceuticals, Amman-Jordan D T o e sarne asesion witout coniling fout d0Ei: 2INGLR-AE-10/2005
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