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SUMMARY OF PRODUCT CHARACTERISTICS
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1. NAME OF THE MEDICINAL PRODUCT

2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

3. PHARMACEUTICAL FORM

4. CLINICAL PARTICULARS

4.1 Therapeutic indications 

4.2 Posology and method of administration 

. 
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Renal impairment (see section 4.3 and 4.4)

Hepatic impairment (see sections 4.3, 4.4 and 5.2)

Elderly (see section 4.4)

Paediatric population

4.3 Contraindications

-
-
-
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4.4 Special warnings and precautions for use

Special warnings
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e.g. 

e.g.
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Precautions for use
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4.5 Interaction with other medicinal products and other forms of interaction

Drugs inducing hyperkalaemia:

Concomitant use contraindicated (See section 4.3):

Concomitant use not recommended:

Component Known  interaction  with the
following product

Interaction with other medicinal product
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Concomitant use which requires special care:

Component Known interaction
with the following 
product

Interaction with other medicinal product
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Component Known interaction 
with the following
product

Interaction with other medicinal product
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Component Known interaction 
with the following
product

Interaction with other medicinal product

Concomitant use to be taken into consideration:

Component Known interaction 
with the following 
product

Interaction with other medicinal product

,
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The use of ACE inhibitors is not recommended during the first trimester of pregnancy (see section 
4.4). The use of ACE inhibitors is contra-indicated during the second and third trimesters of 
pregnancy (see sections 4.3 and 4.4).

Component Known interaction 
with the following
product

Interaction with other medicinal product

4.6 Fertility, pregnancy and lactation

Perindopril:

Indapamide:
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Amlodipine:

Perindopril:

Indapamide:

Amlodipine:

Common to perindopril and indapamide:

Amlodipine:

4.7 Effects on ability to drive and use machines

4.8 Undesirable effects
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MedDRA 
System Organ

Class
Undesirable Effects

Frequency

Perindopril Indapamide Amlodipine

Infections and 
infestations

Blood and 
Lymphatic 
System Disorders

Immune System 
Disorders

Metabolism and 
Nutrition 
Disorders

Psychiatric 
disorders

Nervous System 
disorders

Eye Disorders
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Ear and
labyrinth 
disorders

Cardiac 
Disorder 
s

Vascular 
Disorder 
s

Respiratory, 
Thoracic and 
Mediastinal 
Disorders

Gastro-
intestinal 
Disorders

Hepato-biliary 
Disorders

Skin and 
Subcutaneous 
Tissue Disorders
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Musculoskeletal 
And Connective 
Tissue Disorders

Renal and 
Urinary 
Disorders

Reproductive
System and 
Breast Disorders

General 
Disorders and 
Administration 
Site Conditions

Investigations

Injury, poisoning
and procedural 
complications
* Frequency calculated from clinical trials for adverse events detected from spontaneous report
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4.9 Overdose

For perindopril/indapamide combination

For amlodipine

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Perindopril:
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Indapamide:

Amlodipine:

Perindopril/indapamide:

Perindopril:
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Indapamide:

Amlodipine:

Perindopril/indapamide:
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Amlodipine:

Dual blockade of the renin-angiotensin-aldosterone system (RAAS) clinical trial data:



25

Paediatric population:

5.2 Pharmacokinetic properties

Coveram Plus:

Perindopril:
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Elderly: 

Renal impairment

In case of dialysis
In patients with cirrhosis

Indapamide:

Amlodipine:

In vitro 
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5.3 Preclinical safety data

Perindopril:

Indapamide:

i.e

Perindopril/indapamide:

Amlodipine:
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6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Core:

Film-coating: 

6.2 Incompatibilities

6.3 Shelf life

6.4 Special precautions for storage

6.5 Nature and contents of container

6.6 Special precautions for disposal

7. MARKETING AUTHORISATION HOLDER

8. DATE OF REVISION OF THE TEXT


