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SUMMARY OF PRODUCT CHARACTERISTICS 

1. NAME OF THE MEDICINAL PRODUCT

1.1 Brand Name :

1.2 Generic Name :

1.3 Strength :

1.4 Pharmaceutical Form:

2. QUALITY AND QUANTITATIVE COMPOSITION

3. PHARMACEUTICAL FORM VISUAL DESCRIPTION:

4. CLINICAL PARTICULARS

4.1 THERAPEUTIC INDICATIONS: 

4.2 POSOLOGY AND METHOD OF ADMINISTRATION 

Posology

Erectile dysfunction in adult Men
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4.3 CONTRAINDICATIONS 
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4.4 SPECIAL WARNINGS AND PRECAUTIONS FOR USE 

Before treatment with Tadalafil

Cardiovascular

Vision
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Renal and hepatic impairment

Priapism and anatomical deformation of the penis

Use with CYP3A4 inhibitors

Tadalafil and other treatments for erectile dysfunction
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4.5 INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS 

OF INTERACTIONS 

Effects of Other Substances on Tadalafil

Cytochrome P450 inhibitors

Transporters

Cytochrome P450 inducers
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Effects of Tadalafil on Other Medicinal Products

Nitrates

Anti-hypertensives (including calcium channel blockers)
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5- alpha reductase inhibitors
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CYP1A2 substrates (e.g. theophylline)

Ethinylestradiol and terbutaline

Alcohol

Cytochrome P450 metabolised medicinal products
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CYP2C9 substrates (e.g. R-warfarin)

Aspirin

Antidiabetic medicinal products

4.6 PREGNANCY AND LACTATION 

Pregnancy

, 

Breastfeeding

Fertility 
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4.7 EFFECTS ON ABILITY TO DRIVE AND USE MACHINE 

4.8 UNDESIRABLE EFFECTS 

Summary of the safety profile

Tabulated summary of adverse reactions

Frequency convention:

Very common Common Uncommon Rare

Immune system disorders 

Nervous system disorders 
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Eye disorders 

Ear and labyrinth disorders

Cardiac disorders1

Vascular disorders

Respiratory, thoracic and mediastinal disorders

Gastrointestinal disorders 

Skin and subcutaneous tissue disorders

Renal and urinary disorders

Musculoskeletal, connective tissue and bone disorders 

Reproductive system and breast disorders 
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General disorders and administration site conditions

Description of selected adverse reactions

Other special populations

4.9 OVERDOSE
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5. PHARMACOLOGICAL PROPERTIES

5.1 PHARMACODYNAMICS PROPERTIES

Pharmacotherapeutic group: ATC code:

Mechanism of action

Pharmacodynamic effects

in vitro
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5.2 PHARMACOKINETIC PROPERTIES 

Absorption

Distribution

Biotransformation

Elimination
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Linearity/Non-Linearity

Special Populations

Elderly

Renal Insufficiency

Hepatic Insufficiency

Patients with Diabetes



AKUMS DRUGS & PHARMACEUTICALS LIMITED

TADAFORCE 

MODULE 1: ADMINISTRATIVE INFORMATION AND PRODUCT INFORMATION

5.3 PRECLINICAL SAFETY DATA 

6. PHARMACEUTICAL PARTICULARS

6.1 LIST OF EXCIPIENTS 
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6.2 INCOMPATIBILITIES 

6.3 SHELF LIFE 

6.4 SPECIAL PRECAUTIONS FOR STORAGE 

6.5 NATURE AND CONTENTS OF CONTAINER 

6.6 SPECIAL PRECAUTION FOR DISPOSAL 

7. MARKETING AUTHORIZATION HOLDER

: UNOSOURCE PHARMA LTD

:

:

:

:

8. MARKETING AUTHORIZATION NUMBERS
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9. DATE OF FIRST AUTHORIZATION/RENEWAL OF THE AUTHORIZATION

10. DATE OF REVISION OF THE TEXT

11. NAME AND ADDRESS OF THE MANUFACTURER

:

:

:

:

:


