
SCHEDULING STATUS:  

Unscheduled   

 

PROPRIETARY NAME AND DOSAGE FORM:  

Rejuvenesse
® 

Cholesterex
®
 Heart Plus, tablets 

 

COMPOSITION: 

 

Each Rejuvenesse
® 

Cholesterex
®
 Heart Plus tablet contains: 

Policosanol 10 mg 

Folic Acid 400 µg 

Lycopene 10% 5 mg 

Cocoa Bean Extract (CocoaActiv™) 50 mg 

Pyridoxine (Vitamin B6) 25 mg 

Cyanocobalamin (Vitamin B12) 0.025 mg 

Cholecalciferol (Vitamin D3) 400 IU 

Other ingredients: Silicon dioxide, vinylpyrrolidone-vinyl acetate copolymer, polyvinylpyrrolidone, maize 

starch, magnesium stearate. Coating consists of: shellac solution, castor oil, red colorant. 

Sugar free. 

 

CATEGORY AND CLASS: 

Complementary medicines: Health Supplements. Category D. 34.12 Multiple substance formulation. 

 

PHARMACOLOGICAL ACTION:  

 

Policosanol: Policosanol seems to lower cholesterol levels by inhibiting hepatic cholesterol synthesis and 

increasing the degradation of low-density lipoprotein (LDL) cholesterol. Policosanol also decreases arachidonic 

acid and collagen-induced platelet aggregation. 

 

Folic acid: Folate and folic acid are forms of a water-soluble B vitamin. Folate occurs naturally in food, and 

folic acid is the synthetic form of this vitamin. Folic acid is involved in the metabolism of homocysteine. Low 

folate levels are associated with increased plasma homocysteine levels. Hyperhomocysteinaemia is a risk factor 

for coronary, cerebral, and peripheral atherosclerosis; recurrent thromboembolism; deep vein thrombosis; 

myocardial infarction and ischemic stroke. Folic acid has little effect on normal homocysteine levels. The 

mechanisms of the adverse effects of homocysteine isn't fully understood, but might include vascular 

endothelial cell damage, impaired endothelium dependent vasodilation due to reduced nitric oxide activity, 

arterial stiffening due to increased oxidation and arterial deposition of low-density lipoproteins (LDL), increased 

platelet adhesiveness, and activation of the clotting cascade.  
 

Lycopene extract: Lycopene is a predominant carotenoid in blood and tissues. It is highly lipophilic and is 

commonly found within cellular membranes. Lycopene has the most potent antioxidant activity of any common 

carotenoid. Lycopene seems to inhibit the oxidation of low density lipoproteins (LDL). Like other carotenoid 

substances, lycopene is transported in the blood and on LDL cholesterol, making it readily available to act as an 

antioxidant. Preliminary evidence suggests that lycopene may decrease cholesterol synthesis and increase 

removal of LDL cholesterol from circulation. Lower tissue levels of lycopene have been associated with 

increased risk of myocardial infarction. 

 

Cocoa Bean Extract: Cocoa has CNS stimulant, cardiac stimulant, coronary dilatory, and diuretic actions.  

Preliminary research suggests that flavanol constituents in cocoa might be beneficial in cardiovascular disease 

and may reduce blood pressure in individuals.The beneficial cardiovascular effects of flavanols are due, at least 

in part, to antioxidant effects and increased synthesis of nitric oxide.  

 

Pyridoxine (Vitamin B6): Pyridoxine is a cofactor for enzymes involved in one of the two pathways for the 

metabolism of homocysteine. Trans-sulfuration of homocysteine to form cystathionine is catalyzed by 

cystathione-beta-synthase, which is pyridoxine dependent. This pathway is primarily active after ingesting a 

methionine load (i.e., after a meal). Deficiencies of pyridoxine or cystathione-beta-synthase impair this pathway, 

raising post-methionine load homocysteine levels. Pyridoxine supplements can lower post-methionine load 

homocysteine levels. Evidence suggests elevated homocysteine levels might cause vascular endothelial cell 

damage, impaired endothelium dependent vasodilation due to reduced nitric oxide activity, increased oxidation 

and arterial deposition of low-density lipoproteins (LDL), increased platelet adhesiveness, and activation of the 

clotting cascade. Decreased pyridoxine concentrations are associated with increased plasma levels of C-reactive 

protein (CRP). CRP is an indicator of inflammation that is implicated in increased cardiovascular morbidity. 

 

https://www.webmd.com/drugs/2/drug-8334/folic+acid+oral/details


Cyanocobalamin (Vitamin B12): Vitamin B12 is required for nucleoprotein and myelin synthesis, cell 

reproduction, normal growth, and normal erythropoiesis. Vitamin B12 is required in one of the pathways for 

homocysteine metabolism. Remethylation of homocysteine to methionine requires folate and the 

methylcobalamin form of vitamin B12 as a cofactor. Some evidence suggests elevated homocysteine levels 

might cause vascular endothelial cell damage, impaired endothelium-dependent vasodilation due to reduced 

nitric oxide activity, increased oxidation and arterial deposition of low-density lipoproteins (LDL), increased 

platelet adhesiveness, and activation of the clotting cascade. Vitamin B12 supplements have a small additive 

effect to folic acid in lowering fasting homocysteine levels, but probably only in people with vitamin B12 

deficiency.  

 

Cholecalciferol (Vitamin D3): Vitamin D is a fat-soluble vitamin which is synthesized in the skin after 

exposure to sunlight. Very few foods naturally contain vitamin D. Population research suggests that people with 

low vitamin D levels have a significantly increased risk of developing cardiovascular disease, including heart 

failure, compared to those with higher vitamin D levels and that lower vitamin D levels are associated with a 

higher risk of developing hypertension, hypercholesterolemia and hypertriglyceridemia compared to people with 

higher vitamin D levels. Vitamin D is thought to play a role in cardiovascular disease by affecting inflammatory 

mediator such as tumour necrosis factor-alpha (TNF-alpha) and interleukin. Vitamin D might also decrease 

cardiac and vascular remodelling through suppression of the rennin gene and suppression of parathyroid 

hormone. Vitamin D supplementation might also suppress macrophage cholesterol uptake and decrease foam 

cell formation. 
 
 

INDICATIONS:  

Rejuvenesse
® 

Cholesterex
®
 Heart Plus is a health supplement with antioxidants that may support cholesterol and 

cardiovascular health.  

 

CONTRA-INDICATIONS: 

Allergy or sensitivity: Avoid in people with known allergy or sensitivity to caffeine or any of the ingredients.  

Pregnancy and lactation: Avoid using if pregnant or lactating as safety and efficacy have not been established. 

Surgery: Policosanol, lycopene and cocoa have antiplatelet effects and may cause excessive bleeding if used 

perioperatively. Cocoa might affect blood glucose levels and may interfere with blood glucose control during 

and after surgical procedures. Discontinue Rejuvenesse
® 

Cholesterex
®
 Heart Plus at least 2 weeks before 

surgery. 

Angioplasty: A combination of folic acid, vitamin B6 and vitamin B12 taken daily after coronary stenting 

might increase restenosis. Due to the potential for harm, this combination of vitamins should not be 

recommended for patients receiving coronary stents.  
 

WARNINGS AND SPECIAL PRECAUTIONS: 

Caution is advised in patients with: 

Sarcoidosis: Vitamin D may increase calcium levels in people with sarcoidosis which may cause hypercalcemia 

and complications such as kidney stones and calcified tissue. Use supplemental vitamin D cautiously. 

Histoplasmosis: Vitamin D may increase calcium levels in people with histoplasmosis which may cause 

hypercalcemia and complications such as kidney stones and calcified tissue. Use supplemental vitamin D 

cautiously 

Hypercalcemia: Vitamin D supplements may worsen hypercalcemia. 

Hyperparathyroidism: Vitamin D may increase calcium levels in people with hyperparathyroidism. Use 

supplemental vitamin D cautiously. 

Lymphoma: Vitamin D may increase calcium levels in people with lymphoma. In some kinds of lymphoma, 

vitamin D is more readily converted to calcitriol and may result in hypercalcemia and complications such as 

kidney stones and calcified tissue. Use supplemental vitamin D cautiously. 

Renal disease: Vitamin D may increase calcium levels and increase the risk of arteriosclerosis in renal failure. 

Monitor calcium levels carefully 

Tuberculosis: Vitamin D may increase calcium levels in people with tuberculosis. The metabolism to calcitriol 

is increased in people with tuberculosis, which may cause hypercalcemia and complications such as kidney 

stones and calcified tissue. Use supplemental vitamin D cautiously 

Seizure disorders: Taking folic acid supplements may worsen seizures in people with seizure disorders, 

particularly in high doses. 

Heart disease: Taking folic acid plus vitamin B6 might increase the risk for heart attack in people with a history 

of heart disease. 

Pernicious anaemia: Folic acid can mask pernicious anaemia by decreasing megaloblastic anaemia. This can 

prevent appropriate treatment with vitamin B12 and result in neurological damage. 

Diabetes: Taking a combination of folic acid, vitamin B12, and vitamin B6 may increase the risk of cancer in 

diabetic patients with a history of recent stroke or ischemic attack.  



Megaloblastic anaemia:  The correction of megaloblastic anaemia with vitamin B12 can result in fatal 

hypokalaemia and gout in susceptible individuals, and it can obscure folate deficiency in megaloblastic anaemia. 

Use with caution. 

Polycythaemia Vera: The treatment of vitamin B12 deficiency can unmask the symptoms of polycythaemia 

vera. 

Arteriosclerosis: Hypercalcemia can contribute to arteriosclerosis, particularly in patients with kidney disease. 

Use supplemental vitamin D cautiously. 

Anxiety: The caffeine in cocoa might aggravate anxiety disorders.  

Cardiac conditions: The caffeine in cocoa can induce cardiac arrhythmias in sensitive individuals. 

Diabetes:  The caffeine in cocoa might impair postprandial glucose metabolism in people with diabetes and 

contribute to insulin resistance. Caffeine may also enhance the frequency and intensity of hypoglycaemic 

warning symptoms in patients with type 1 diabetes. Caffeine has been reported to cause increases and decreases 

in blood glucose; use with caution.  

Diarrhoea: The caffeine in cocoa can exacerbate diarrhoea.  

Gastroesophageal Reflux Disease (GORD): Cocoa reduces lower oesophageal sphincter pressure and 

exacerbates symptoms of GORD.  

Glaucoma: The caffeine in cocoa may increase intraocular pressure. 

Hypertension: The caffeine in cocoa may increase blood pressure in people with high blood pressure.  

Irritable Bowel Syndrome (IBS): The caffeine in cocoa may exacerbate diarrhoea and might worsen 

symptoms of IBS.  

Migraine: Cocoa may trigger migraines in sensitive individuals.  

Osteoporosis: The caffeine in cocoa may increase urinary excretion of calcium.  

Tachyarrhythmia: The caffeine in cocoa may exacerbate arrhythmias. 

Bleeding disorders: Policosanol, lycopene and cocoa have antiplatelet effects and may cause excessive 

bleeding if used by patients with bleeding disorders. 

 

INTERACTIONS:  

Policosanol:  

Policosanol can inhibit platelet aggregation. Taking policosanol with other antiplatelet or anticoagulant drugs 

may increase the risk of bruising and bleeding. 

Policosanol may have blood pressure-lowering effects.  Concomitant use of policosanol with certain 

antihypertensive drugs might necessitate dose adjustments.  

Folic acid: 

Folic acid may decrease the effectiveness of methotrexate, phenobarbital, phenytoin and primidone and 

pyrimethamine.  

Lycopene: 

Lycopene has antiplatelet effects. Taking lycopene supplements with anticoagulant or antiplatelet drugs might 

increase the risk of bruising and bleeding. 

Cocoa:  

Cocoa can inhibit platelet adhesion, aggregation, and activity and may increase the risk of bleeding when used 

with other antiplatelet or anticoagulant drugs.  

The caffeine in cocoa may increase or decrease blood glucose. Theoretically, concomitant use of cocoa and 

antidiabetic drugs might interfere with blood glucose control.  

The caffeine in cocoa may increase the risk of stimulant adverse effects of CNS stimulants. 

The caffeine in cocoa may increase serum theophylline concentrations and the risk of adverse effects. 

The caffeine in cocoa may increase serum riluzole concentrations and the risk of adverse effects. 

Concomitant use of phenylpropanolamine and cocoa might cause an additive increase in blood pressure due to 

the caffeine in cocoa. 

The caffeine in cocoa might negate the hypnotic effects of pentobarbital. 

Vitamin B6: 

Vitamin B6 can decrease systolic blood pressure in hypertensive patients and may increase the risk of 

hypotension when used in combination with drugs that lower blood pressure.  

Vitamin D3: 

Theoretically, combining calcipotriene with vitamin D supplements might increase the risk of hypercalcemia. 

Thiazide diuretics decrease urinary calcium excretion, which could lead to hypercalcemia if vitamin D 

supplements are taken concurrently. 

 

HUMAN REPRODUCTION: 

Safety and efficacy have not been established. Avoid using if pregnant or lactating.  

 

 

DOSAGE AND DIRECTIONS FOR USE: 

Take one tablet at night, with water, before bedtime, or as recommended by a Healthcare Professional.  



 

SIDE EFFECTS: 

Policosanol: Orally, policosanol is usually well-tolerated. In some patients it can cause erythema, migraines, 

insomnia, somnolence, irritability, dizziness, upset stomach, polyphagia, dysuria, weight loss, skin rash, and 

nose and gum bleeding. 

Folic Acid: Most adults do not experience any side effects when used in doses less than 1000 mcg daily. 

Lycopene: Lycopene does not usually cause side-effects. 

Cocoa: Orally, cocoa is well-tolerated. In some cases it can cause allergic skin reactions, shakiness, increased 

urination, increased heart rate, constipation, and might trigger migraine headaches in some people. 

Pyridoxine (Vitamin B6): Pyridoxine can cause nausea, vomiting, abdominal pain, loss of appetite, headache, 

paraesthesia, somnolence, and decreased serum folic acid concentrations. It has also been linked to reports of 

skin and other allergic reactions, breast soreness or enlargement, and photosensitivity. Pyridoxine can cause 

sensory neuropathy, which is related to daily dose and duration of intake. 

Cyanocobalamin (Vitamin B12): Vitamin B12 does not usually cause adverse effects. 

Cholecalciferol (Vitamin D3): Orally, vitamin D is well tolerated. 

 

KNOWN SYMPTOMS OF OVERDOSAGE AND THE PARTICULARS OF ITS TREATMENT:  

Refer to side-effects. Treatment is symptomatic and supportive.  

 

IDENTIFICATION:  

A small round red film-coated tablet. 

 

PRESENTATION:  

A white plastic bottle with a screw on cap that contains a white sponge, a white silica gel sachet and 30 tablets, 

packed in a unit carton together with a white paper printed Patient Information Leaflet (PIL). 

STORAGE INSTRUCTIONS:   

Store at or below 25 °C. Protect from light. Store out of reach of children.  

 

REGISTRATION NUMBER:  
To be allocated by Council upon registration.  

 

NAME AND BUSINESS ADDRESS OF THE HOLDER OF THE CERTIFICATE OF 

REGISTRATION:  

Manufactured and packed under pharmaceutical control for Rejuvenesse® by: 

Hersol Manufacturing Laboratories (Pty) Ltd 

36 Maddison Street 

Jeppestown 

Johannesburg 

2094 

+27 66 369 3378 

info@rejuvenesse.co.za 

www.rejuvenesse.co.za 

 

DATE OF PUBLICATION OF THE PROFESSIONAL INFORMATION:  
November 2017 

 

Disclaimer: This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or 

intended use. 
 

 

  

 


