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1 mg, 2 mg & 3 mg Tablet
oral hypoglycemic

FORMULATION
Each tablet contains:
Glimepiride ………………………………………………………………………...............  1 mg, 2 mg or 3 mg
                                                                                  
PRODUCT DESCRIPTION
1 mg Tablet:  the other
2 mg Tablet: n the other
3 mg Tablet: n the other

CLINICAL PHARMACOLOGY
Pharmacodynamics
Glimepiride is a sulfonylurea antidiabetic agent. It lowers blood glucose primarily by stimulating the release of 
endogenous insulin from functioning pancreatic ß-cells. Glimepiride exerts its extrapancreatic effects in two 
ways: by increasing rapidly the number of active glucose transport molecules in the plasma membranes of 
the muscle and fat cells resulting in stimulated glucose uptake and by increasing the intracellular concentration 
of fructose-2,6-bisphosphate, resulting in the inhibition of glucose production in the liver (gluconeogenesis). 

Pharmacokinetics
Glimepiride is completely (100%) absorbed from the gastrointestinal tract after oral administration. There 
was no change observed in the clearance of glimepiride at a dose range of 1 to 8 mg, exhibiting linear 
kinetics. Peak serum concentration is reached in about 2 to 3 hours. The time to reach Cmax (Tmax) was 
slightly increased (12%) and the mean Cmax and AUC were slightly decreased (8% and 9%, respectively) 
when glimepiride was given with meals.

Glimepiride has a very low volume of distribution (about 8.8 L), high protein binding (>99.5%), and low 
total body clearance (approximately 48 mL/min). It is likely to be only minimally removed by hemodialysis. 
Glimepiride is excreted in milk in animals. It is transferred to the placenta and passage of the blood-brain 
barrier is low. There was no relevant accumulation of glimepiride in the blood. 

Glimepiride is completely metabolized by oxidative biotransformation with cyclohexyl hydroxyl methyl 
derivative (M1) and carboxyl derivative (M2) as major metabolites. Cytochrome P450 2C9 has been shown 
to be involved in the biotransformation of glimepiride to M1 which has one-third the pharmacologic activity of 

About 60% of glimepiride is recovered in the urine within 7 days with M1 (predominant) and M2 accounting 
for 80-90% of that recovered. About 40% is recovered in the feces; M1 and M2 (predominant) account for 
70% of that recovered in the feces. No parent drug is recovered from urine or feces. The terminal half-lives 

M1 metabolite is not observed after IV dosing.

INDICATION
Adjunct to proper dietary management, physical exercise, and weight reduction to improve glycemic control 
in adults with type 2 diabetes mellitus. Glimepiride may be used as monotherapy or in combination with 
metformin or insulin.

DOSAGE AND ADMINISTRATION

• There is usually no fixed dosage regimen with any antidiabetic agent for the management of 
  hyperglycemia in patients with diabetes mellitus. Dosage should be individualized based on both 
  effectiveness and patient tolerance.
• Inform patients on the potential risks and advantages of glimepiride and alternative modes of  
  therapy. The importance of adherence to dietary instructions, regular exercise program and 
  regular testing of blood glucose should also be advised to patients.  
• During treatment initiation and dose titration, fasting plasma glucose (FPG) should be used to identify 
  the minimum effective dose and determine the therapeutic response to glimepiride (i.e., detect    
  primary and secondary failure). Glycosylated hemoglobin (HbA1c) should be measured at 
  intervals of approximately every three months to monitor patient’s response to therapy.
• Short-term administration of glimepiride may be sufficient during periods of transient loss of 
  control in patients usually controlled well on diet and exercise.

Usual Adult Starting Dose
As initial therapy: 

Start patients who may be more sensitive to hypoglycemic agents at 1 mg once daily and titrate dose 
carefully. No exact dosage relationship exists between glimepiride and other oral hypoglycemic agents.

Maximum Starting Dose: not more than 2 mg
Failure to follow an appropriate drug regimen may precipitate hypoglycemia.  Patients who do 
not adhere to their prescribed dietary and drug regimen are more prone to exhibit unsatisfactory 
response to therapy.

Usual Maintenance Adult Dose
Usual Maintenance Adult Dose: 1-4 mg once daily
Maximum Recommended Dose: 8 mg once daily 
After reaching a dose of 2 mg, increase dosage in increments of not more than 2 mg at 1-2 week 
intervals based on the patient’s glucose response.  

Glimepiride-Metformin Combination Therapy
• If patients do not respond adequately to the maximum dose of glimepiride monotherapy, consider 
  addition of metformin.
• Glycemic control may be obtained by adjusting the dose of each drug.  Identify the minimum  
  effective dose of each drug to achieve this goal.
• The risk of hypoglycemia associated with glimepiride may be increased with concomitant metformin 
  therapy.  Undertake necessary precautions.

Glimepiride-Insulin Combination Therapy
• Combination therapy with glimepiride and insulin may also be used in patients with secondary failure.  
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Px

anorexia, weight gain

Gastrointestinal (GI): Diarrhea, nausea, vomiting, heartburn, abdominal discomfort, abdominal 
distention, abdominal pain, gastrointestinal pain, dyspepsia, sensation of fullness, metallic taste

Cardiovascular: Bradycardia, palpitations, vasodilation

Hematologic: Anemia (aplastic and hemolytic), leukopenia, granulocytopenia, agranulocytosis, 
thrombocytopenia (including severe cases with platelet count less than 10,000 microL), 
thrombocytopenic purpura, erythrocytopenia, pancytopenia 

Immune System Disorders: Leukocytoclastic vasculitis, hypersensitivity reactions worsening 
(e.g., dyspnea, fall in blood pressure, and shock); cross-sensitivity reaction to other sulfonylureas 
may also occur.

CNS:

Hepatobiliary: Cholestasis, jaundice, abnormal liver function, hepatitis which may lead to liver failure 
or hepatic dysfunction, hepatic porphyria reactions, increased liver enzyme levels

Skin and subcutaneous tissue disorders: Allergic or pseudo-allergic reactions (e.g., pruritus, rash, 
urticaria, erythema multiforme, erythema nodosum, morbilliform, maculopapular skin eruptions), 
Stevens-Johnson Syndrome (SJS), exfoliative dermatitis, porphyria cutanea tarda, photosensitivity 
reactions

Urogenital: Increased urinary frequency, nocturia

Miscellaneous: Asthenia, pain in extremity, allergic vasculitis, sweating, visual disturbance/

sodium concentration

OVERDOSAGE AND MANAGEMENT
Like other sulfonylureas, glimepiride overdosage may manifest as hypoglycemia which may last 
for 7-12 hours and may recur after an initial recovery. Symptoms may not be present for up to 24 
hours after ingestion. 

Aggressively treat mild hypoglycemic symptoms with oral glucose and adjust drug dosage and/or 
meal patterns. Continue close monitoring until the patient is out of danger.

Prevent absorption of glimepiride by inducing vomiting and then drinking water or lemonade with 
activated charcoal (adsorbent) and sodium sulfate (laxative). Gastric lavage followed by activated 
charcoal and sodium sulfate is recommended in case of large ingestions of glimepiride.

In case of severe hypoglycemic reactions including coma, seizure or other neurological impairment, 
immediate hospitalization is required. In patients with diagnosed or suspected hypoglycemic coma, 
rapid intravenous injection of concentrated (50%) glucose solution followed by a continuous infusion 
of 10% glucose solution at a rate that will maintain blood glucose level at 100 mg/dL and above should 
be given. Monitor patients for 24 to 48 hours to prevent recurrence of hypoglycemia. 

In case of accidental ingestion of glimepiride in infants and children, treat hypoglycemic symptoms 
by giving a carefully controlled dose of glucose (to avoid the possibility of producing hyperglycemia) 
and close monitoring of blood glucose until the patient is out of danger.

CAUTION
Foods, Drugs, Devices, and Cosmetics Act prohibits dispensing without prescription.

For suspected adverse drug reaction, seek medical attention immediately and report to the FDA 
at www.fda.gov.ph AND Unilab at (+632) 858-1000 or productsafety@unilab.com.ph. By reporting 

undesirable effects, you can help provide more information on the safety of this medicine.

AVAILABILITY
Glimepiride (Norizec®) 1 mg Tablet, in blister pack x 10s (box of 60s)
Glimepiride (Norizec®) 2 mg Tablet, in blister pack x 10s (box of 60s)
Glimepiride (Norizec®) 3 mg Tablet, in blister pack x 10s (box of 60s)
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Recommended Glimepiride Adult Dose: 
Start with low dose insulin and adjust weekly, guided by frequent FPG monitoring. 
Once stable, patients on combination therapy should monitor their capillary blood glucose, preferably 
on a daily basis.
Periodic adjustments of insulin may be necessary during maintenance as guided by glucose and 
HbA1c levels. 

Or, as prescribed by a physician.
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Drugs that tend to produce hyperglycemia and may lead to loss of glycemic control when 
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STATEMENT ON USAGE FOR HIGH-RISK GROUPS
Pregnancy: Category C

r r r r y. C rr r r
r     r  pr  are   a r incidence  

 as  as increased   and y.    

Lactation
 has been   be  in      is    

          r,   are  in 
    in         

Pediatrics

Geriatrics

  2  65 years  and  >65 years. A     is 
necessary,   are        

 T    car    r    incr  and e 

  by   The     1  
     2  and   is      

UNDESIRABLE EFFECTS
Metabolic-Nutritional:  hyper  syndr   inappr r  r c 

r  (SI  secr  r     r  increased , 


