
SCHEDULING STATUS:  
Unscheduled   

 
PROPRIETARY NAME AND DOSAGE FORM:  
Rejuvenesse® Vitalex I-Health, capsules 
 
COMPOSITION: 
 

Each Rejuvenesse® Vitalex I-Health capsule contains:	
Zeaxanthin 80 µg 
Lutein 10 mg 
Vitamin A (from Beta-Carotene) 450 IU 
Vitamin C 250 mg 
Vitamin E 30 IU 
Copper  1 mg 
Zinc 25 mg 

Other ingredients: Silicon dioxide, magnesium stearate. 
Sugar free. 
 
CATEGORY AND CLASS: 
Complementary medicines: Health Supplements. Category D. 34.12 Multiple substance formulation. 

 
PHARMACOLOGICAL ACTION:  
Lutein and Zeaxanthin: Lutein and zeaxanthin are carotenoids that are deposited in the retinal tissue of the 
eye. Lutein is more prominent at the edges of the retina and in the rods of the eye, and zeaxanthin is found 
primarily in the centre of the retina. They are believed to function as antioxidants that protect the photoreceptor 
cells present in the retina from potential free radical damage and are also believed to have the ability to absorb 
and filter high-energy wavelengths of blue light. This is thought to be protective as a reduction in blue light 
reaching the macula may significantly reduce the oxidative stress on the retina.  
Beta-carotene: Beta carotene is converted to retinal, which is essential for vision, and is subsequently converted 
to retinoic acid, which is used for processes involving growth and cell differentiation. Although beta-carotene is 
partly metabolized to vitamin A, high intake of beta-carotene does not result in vitamin A toxicity because the 
proportion converted to vitamin A decreases as beta-carotene intake increases. Beta-carotene also has activity 
independent of its conversion to vitamin A. Little is known about the pharmacology of beta-carotene. Beta-
carotene seems to have antioxidant activities. 
Vitamin C: Vitamin C is best known for its effects as an antioxidant. Vitamin C, along with beta-carotene, 
vitamin E and zinc supplementation may slow the progression of advanced Age-Related Macular Degeneration 
and visual acuity loss. 
Vitamin E: The major function of vitamin E is probably that of a chain-breaking antioxidant that prevents the 
formation of free radicals. Vitamin E's therapeutic benefits have primarily been attributed to its antioxidant 
effects. 
Copper: Copper is an essential trace mineral. Biochemically, copper acts as a catalytic agent via the many 
copper metalloenzymes which act as oxidases. The main copper protein in plasma, Ferroxidase I, also called 
ceruloplasmin, might have antioxidant functions. Other copper enzymes are responsible for protection from free 
radical damage. Copper, acting as an antioxidant, encourages the development of flexible connective tissue for 
proper eye structure. 
Zinc: Zinc is an essential trace element. Zinc plays a key role in the maintenance of vision. It is present in high 
concentrations in the eye, particularly in the retina and choroid. Zinc deficiency can alter vision, and severe 
deficiency causes changes in the retina and retinal pigment epithelium (RPE). Zinc interacts with taurine and 
vitamin A in the retina, modifies plasma membranes in the photoreceptors, regulates the light-rhodopsin 
reaction within the photoreceptor, modulates synaptic transmission, and serves as an antioxidant in both the RPE 
and retina. It seems to slow the progression of some degenerative retinal diseases. 
 
INDICATIONS:  
Rejuvenesse® Vitalex I-Health is a health supplement that may support eye health and vision. 
 
CONTRAINDICATIONS: 
Smoking / Asbestos exposure:  Supplemental beta-carotene 20 mg daily for 5-8 years seems to increase the risk 
of lung cancer, prostate cancer, intracerebral haemorrhage, and cardiovascular and total mortality in people who 
smoke cigarettes or have a history of high-level exposure to asbestos. These adverse effects do not seem to 
occur in people who eat foods high in beta-carotene content. Smoking might enhance production of 
carcinogenic beta-carotene oxidation metabolites which, if not neutralized by other antioxidants (such as 
tocopherol and ascorbate, which are also often depleted in smokers), could lead to increased risk of lung cancer. 



Angioplasty:  There is some concern that when antioxidant vitamins are used together, they might have harmful 
effects in patients after angioplasty. Avoid taking supplements of these vitamins immediately before and 
following angioplasty without the supervision of a healthcare professional. 
Renal failure:  Patients with renal failure who take aluminium-containing compounds chronically such as 
phosphate binders should avoid vitamin C supplements in doses above the recommended dietary allowances. 
Idiopathic copper toxicosis:  Copper supplementation can worsen this genetic condition. 
Wilson’s disease: Copper supplementation can worsen this condition or interfere with penicillamine therapy 
 
WARNINGS AND SPECIAL PRECAUTIONS: 
Chemotherapy: The use of antioxidants such as Vitamin A, C and E during chemotherapy is controversial. 
Patients should consult their oncologist before using antioxidants. 
 
INTERACTIONS: 
Lipid-altering drugs: A combination of simvastatin and niacin effectively raises HDL levels in patients with 
coronary disease and low HDL levels. Taking a combination of antioxidants along with simvastatin and niacin 
can attenuate this rise in HDL, specifically the HDL-2 and apolipoprotein A1 fractions. HDL-2 is considered to 
be the most cardioprotective component of HDL. It is not known whether this adverse effect is due to a single 
antioxidant or to the combination. Monitor lipid levels closely in people taking lipid-altering drugs and 
antioxidant vitamin supplements. 
Oestrogens: Increases in plasma oestrogen levels may occur when vitamin C supplements are taken 
concurrently with oral contraceptives or hormone replacement therapy, in women who are deficient in vitamin 
C. Patients should be monitored for oestrogen-related side effects. 
Penicillamine: Copper chelates penicillamine, decreasing its absorption. Separate doses by at least 2 hours. 
Antidiabetic drugs:  Zinc can lower blood glucose levels and may have additive effects in patients treated with 
antidiabetic agents. Dose adjustments to diabetes medications might be necessary. 
Integrase inhibitors, penicillamine, cephalexin, quinolone and tetracycline antibiotics:  Zinc can chelate 
and decrease the absorption of these medications. Take these medications 2 hours before or 4 hours after 
Rejuvenesse® Vitalex I-Health. 
 
HUMAN REPRODUCTION: 
Safety and efficacy have not been established. Avoid using if pregnant or lactating.  
 
DOSAGE AND DIRECTIONS FOR USE: 
Take one capsule once daily with food. Do not exceed the recommended dosage. 
 
SIDE EFFECTS: 
Lutein and Zeaxanthin: Lutein and Zeaxanthin are generally well tolerated. 
Beta-carotene: Beta-carotene is generally well-tolerated and safe when used in appropriate amounts. Although 
beta-carotene is partly metabolized to vitamin A, high intake of beta-carotene does not result in vitamin A 
toxicity because the proportion converted to vitamin A decreases as beta-carotene intake increases. High doses 
can cause yellow or orange skin pigmentation called carotenoderma. 
Vitamin C: The adverse effects of vitamin C are dose-related and include nausea, vomiting, oesophagitis, 
heartburn, abdominal cramps, gastrointestinal obstruction, fatigue, flushing, headache, insomnia, sleepiness, and 
diarrhoea. 
Vitamin E: Vitamin E supplements are generally well tolerated. 
Copper: Copper is most commonly associated with gastrointestinal side effects including abdominal pain, 
cramps, nausea, diarrhoea, and vomiting. 
Zinc: Zinc can cause nausea, vomiting, and a metallic taste in the mouth. In overdose, zinc can cause watery 
diarrhoea, irritation and corrosion of the gastrointestinal (GI) tract, acute renal tubular necrosis, and interstitial 
nephritis. Other symptoms of toxicity include flu-like and central nervous system (CNS) symptoms including 
fever, coughing, nausea, vomiting, diarrhoea, epigastric pain, lethargy, fatigue and neuropathy, dehydration, 
severe vomiting and zinc-induced copper deficiency. 
 
KNOWN SYMPTOMS OF OVERDOSAGE AND THE PARTICULARS OF ITS TREATMENT:  
Refer to side effects. Treatment is symptomatic and supportive.  

 
IDENTIFICATION:  
A sky blue capsule. 
 
PRESENTATION:  
A white plastic bottle with a screw on cap that contains a white sponge, a white silica gel sachet and 30 
capsules, packed in a unit carton together with a white paper printed Patient Information Leaflet (PIL). 



STORAGE INSTRUCTIONS:    
Store at or below 25 °C.  
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:  
August 2018 
 
This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety or intended use. 


