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(G) Effects on ability to drive and use machine: 

Reactions to the drug, which vary in intensity from individual to individual, may impair the ability 

to drive or to operate machinery. This applies particularly at the start of treatment, on changing the 

medication and in combination with alcohol. 

Nausea, headaches, lethargy and dizziness have been reported to occur and therefore the patient 

should be warned of these possible effects. 

 (H) Undesirable effects:  

Adverse drug reactions (ADRs) based on placebo-controlled studies with nifedipine sorted by 

CIOMS III categories of frequency (clinical trial data base: nifedipine n = 2,661; placebo n = 

1,486; status: 22 Feb 2006 and the ACTION study: nifedipine n = 3,825; placebo n = 3,840) are 

listed below: ADRs listed under "common" were observed with a frequency below 3% with the 

exception of oedema (9.9%) and headache (3.9%). ADRs derived from post marketing reports, 

and for which a frequency could not be estimated are printed in bold italic. 

Common 

≥ 1% to <10% 

Uncommon 

≥ 0.1% to <1% 

Rare 

≥ 0.01% to 

<0.1% 

Frequency Not Known 

Blood and Lymphatic System Disorders 

   Agranulocytosis 

Leucopenia 

Immune System Disorder 

 Allergic reaction 

Allergic oedema / 

angioedema (incl. 

larynx oedema*) 

Pruritus 

Urticaria 

Rash 

Anaphylactic/ anaphylactoid 

reaction 

Metabolism and Nutrition Disorders 

   Hyperglycaemia 

Psychiatric Disorders 

 Anxiety reactions 

Sleep disorders 

  

Nervous System Disorders 

Headache Migraine 

Vertigo 

Dizziness 

Tremor 

Dysaesthesia, 

paraesthesia, 

lethargy 

Hypoaesthesia, Somnolence 

Eye disorders 

 Visual disturbances  Eye pain 

Cardiac Disorders 
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 Tachycardia 

Palpitations 

 Chest pain (Angina pectoris) 

Vascular Disorders 

Oedema (incl. 

peripheral 

oedema) 

Vasodilatation 

Hypotension 

Syncope 

  

Respiratory, Thoracic and Mediastinal Disorders 

 Nasal congestion 

Nosebleed 

 Dyspnoea 

Pulmonary oedema** 

Gastrointestinal Disorders 

Constipation Gastrointestinal and 

abdominal pain 

Dyspepsia 

Flatulence 

Dry mouth, nausea 

Gingival 

hyperplasia 
Vomiting, Bezoar 

Dysphagia, 

Intestinal obstruction, 

Intestinal ulcer, 

Gastroesophageal sphincter 

insufficiency 

Hepatobiliary Disorders 

 Transient increase in 

liver enzymes 

 Jaundice 

Skin and Subcutaneous Tissue Disorders 

 Erythema  Toxic Epidermal Necrolysis 

Photosensitivity allergic reaction 

Palpable purpura 

Musculoskeletal and Connective Tissue Disorders 

 Muscle cramps 

Joint swelling 

 Myalgia, Arthralgia 

Renal and Urinary Disorders 

 Dysuria, Polyuria Increased 

frequency of 

micturition 

 

Reproductive System and Breast Disorders 

 Erectile dysfunction   

General Disorders and Administration Site Conditions 

Feeling unwell Unspecific pain 

Chills 

  

* = may result in life-threatening outcome 

**cases have been reported when used as tocolytic during pregnancy 
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Exacerbation of angina pectoris may occur frequently at the start of treatment with short acting 

formulations of nifedipine. The occurrence of myocardial infarction has been described although 

it is not possible to distinguish such an event from the natural course of ischaemic heart disease. 

Gingival hyperplasia and, in older men, gynaecomastia have been reported but these are usually 

reversible on drug withdrawal. Hypersensitivity reactions such as skin rashes and abnormalities of 

liver function have occurred. These symptoms disappear upon discontinuation of nifedipine. 

In dialysis patients with malignant hypertension and hypovolaemia, a distinct fall in blood pressure 

can occur as a result of vasodilation. 

 (I) Overdose:  

This may be associated with severe hypotension, tachycardia or bradycardia and unconsciousness 

although there are few reports and the symptoms are not necessarily dose-related. 

The metabolic disturbances which can occur include hyperglycaemia and metabolic acidosis. The 

cardiac effects which may occur include heart block, AV dissociation and asystole and cardiogenic 

shock with pulmonary oedema. 

Other effects include drowsiness, dizziness, confusion, nausea, vomiting, lethargy, flushing, 

hypoxia, disturbances of consciousness to the point of coma. 

Treatment- 

As far as treatment is concerned, elimination of nifedipine and the restoration of stable 

cardiovascular conditions have priority. After oral ingestion thorough gastric lavage is indicated, 

if necessary in combination with irrigation of the small intestine. Particularly in the cases of 

intoxication with slow release nifedipine formulations such as Nifedipine Retard, elimination must 

be complete as possible including the small intestine, to prevent the otherwise inevitable 

subsequent absorption of the active substance. 

The benefit of gastric decontamination is uncertain. 

1. Consider activated charcoal (50 g for adults, 1 g/kg for children) if the patient presents within 1 

hour of ingestion of a potentially toxic amount. 

2. Alternatively consider gastric lavage in adults within 1 hour of a potentially life-threatening 

overdose. 

3. Consider further doses of activated charcoal (alternatively ipecacuanha) every 4 hours, if a 

clinically significant amount of a sustained release preparation has been ingested with a single 

dose of an osmotic laxative (e.g. sorbitol, lactulose or magnesium sulphate). 

4. Asymptomatic patients should be observed for at least 4 hours after ingestion. 

Haemodialysis serves no purpose as nifedipine is not dialysable but plasmapheresis is advisable 

(high plasma protein binding, relatively low volume of distribution). 

Hypotension as a result of cardiogenic shock and arterial vasodilatation can be treated with calcium 

(10-20ml of a 10% calcium gluconate solution administered slowly i.v. and repeated if necessary).. 
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As a result, the serum calcium can reach the upper normal range to slightly elevated levels. If an 

insufficient increase in blood pressure is achieved with calcium, vasoconstricting 

sympathomimetics such as dopamine or noradrenaline are additionally administered. The dosage 

of these drugs is determined solely by the effect obtained.Bradycardiac heart rhythm disturbances 

may be treated symptomatically with beta-sympathomimetics, and in life-threatening bradycardiac 

disturbances of heart rhythm, temporaray pacemaker therapy can be advisable. It has also been 

reported that the use of metaraminol combined with calcium salts has been beneficial. Care should 

be exercised to avoid cardiac overload when administering additional fluids or volume. 
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1.3.1.9 Pharmaceutical Particulars: 

(A) List of Excipients: 

     Pregelatinised Starch    BP  

      Hypromellose (Methocel K-100)   BP 

      Lactose (Spray Dried)   BP  

      Microcrystalline Cellulose   BP 

      Magnesium Stearate   BP 

    Colloidal Anhydrous Silica   BP 

    Opadry White (Non-Aquous)  IHS 

      Isopropyl Alcohol    BP 

      Dichloromethane    BP 

      Polyethylene Glycol 6000   IP 

      Colour Iron Oxide Red    IHS 

      Colour Iron Oxide Yellow   IHS        

(B) Incompatibility: 

     Not Applicable. 

  

(C) Shelf Life: 

Shelf life of the medicinal product as package for sale is 27 months from the date of 

manufacturing. 

 

(D) Special Precautions for Storage: 

     Store below 30°C. 

  

(E) Nature and Contents of Container:  

10 tablets are packed in a aluminum blister strip. 5 such strips along with a leaflet are packed in 

a printed carton. 10 such cartons are shrink packed together. 50 such shrink packs are packed in 

a outer box, which is duly labeled and strapped. (25000 tablets) 
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