Opti-CAL® Chewable Tablets
PROFESSIONAL INFORMATION

Complementary Medicine - Health Supplement

SCHEDULING STATUS
To be assigned

1. NAME OF THE MEDICINE
Opti-CAL® Chewable Tablets.

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Opti-CAL® Chews is comprised of 1 Component.

Each Tablet contains:

Calcium 500 | mg
derived from Calcium Carbonate 1249 mg

Collagen Hydrolysed Type 1 150 | mg
[Bovine]

Vitamin D3 1000 |IU
derived from Cholecalciferol 10 mg

Vitamin K2 45 |pg
derived from Menaquinone-7 23 mg

Magnesium 150 | mg
derived from Magnesium Oxide 249 mg

Selenium 60 | pug
derived from Selenium Bisglycinate 3 mg

Zinc 25 |mg
derived from Zinc Oxide 31 mg

All minerals are expressed in their elemental and non-elemental forms.
Sucrose, Lactose, Gluten and Tartrazine Free.

Sweeteners: Fructose (510 mg) and Sucralose (40 mg) per tablet.

For full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Chewable tablets.
Off-White Oblong shaped Chewable tablets.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications

Opti-CAL® Chews is a health supplement intended to support the building, strengthening,
and maintenance of healthy bones in adults.

4.2 Posology and method of administration
For oral use.

Take one Off-White Chewable tablet at night with a Meal, or as prescribed by your
healthcare professional.

Tablet must not be swallowed whole, the tablet must be chewed or crushed.
Take 2 hours before or after taking other medications or natural health products.
4.3 Contraindications

Do not use if you have a hypersensitivity to any of the ingredients, including the excipients
listed in section 6.1.

Optl -CAL® Chews should not be used if you suffer from:

conditions associated with hypercalcaemia and hypercalciuria;

renal impairment (chronic);

renal osteodystrophy with hyperphosphataemia (risk of metastatic calcification);
Wilson'’s disease (the disorder may be exacerbated);

Hepatic and Biliary disease.

Not suitable for children below the age of 18 years (due to the Selenium and Collagen
content) unless under the direct supervision of a qualified healthcare professional.

4.4 Special warnings and precautions for use
Consult your Healthcare Professional if:

« you are taking blood thinners;

+ your symptoms worsen;

« you are following a low-protein diet.

Opti-CAL® Chews contains Fructose and Sucralose, which may have an effect on blood
sugar levels of individuals struggling with Diabetes Mellitus.

High dose Vitamin D may increase the risk of hypercalcaemia.

Zinc supplementation may cause a Copper or Iron deficiency.

4.5 Interactions with other medicines

Alcohol: excessive intake of alcohol may increase renal excretion of Magnesium.

Bisphosphonates: Magnesium can decrease the absorption of oral bisphosphonates,
such as alendronate.

Calcitonin (a hormone): effect of calcitonin may be antagonised by Vitamin D.

Digoxin: caution because hypercalcaemia caused by Vitamin D may potentiate effects of
digoxin, resulting in cardiac arrhythmias.

4-Quinolones: Calcium and Magnesium may reduce absorption of 4-quinolones.

Tamoxifen: Calcium supplements may increase the risk of hypercalcaemia (a rare side-effect
of tamoxifen therapy).

Tetracyclines: Calcium and Magnesium may reduce absorption of tetracyclines.
Thiazide diuretics: Vitamin D may increase the risk of hypercalcaemia.

Vitamin D analogues (aifacalcidol, calcitriol, dihydrotachysterol): increased risk of toxicity with
Vitamin D supplements.

Zinc: Calcium may reduce absorption of Zinc.
4.6 Fertility, Pregnancy and Breastfeeding

Always check with your doctor or pharmacist before taking any medicines if you are
pregnant or breastfeeding.

The active ingredients in this product as listed in section 2 are commonly included in
pregnancy products.

4.7 Effects on ability to drive and use of machines
None.

4.8 Undesirable effects

Organ System Less Frequent

Gastrointestinal
discomfort

Nausea, diarrhoea, constipation,
indigestion, bloating and flatulence

Reporting of suspected adverse reactions:
If you experience any adverse reactions not mentioned in this leaflet, report it to AnaStellar
Brands (Pty) Ltd. via pharmacist@anastellar.co.za, (011) 792 4601 or https://anastellar.co.za.

4.9 Overdose

Treatment of overdose should be symptomatic and supportive.
5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Calcium: Calcium plays a structural role in bones and teeth and is essential for cellular
structure, blood clotting, muscle contraction, nerve transmission, enzyme activation and
hormone function.

Collagen (hydrolysed type 1): Hydrolysed Collagen is a source of essential and
non-essential amino acids which are involved in protein and collagen synthesis.

Magnesium: Magnesium is an essential cofactor for enzymes requiring ATP (these are
involved in glycolysis, fatty acid oxidation and amino acid metabolism). It is also required
for the synthesis of RNA, DNA replication, neuromuscular transmission and Calcium
metabolism.

Selenium: Selenium functions as an integral part of the enzyme glutathione peroxidase
and other selenoproteins. Glutathione peroxidase prevents the generation of oxygen free
radicals that cause the destruction of polyunsaturated fatty acids in cell membranes.
Selenium spares the requirement for vitamin E and vice versa.

Vitamin D: Essential for promoting the absorption and utilization of calcium and
phosphorus. Along with Parathyroid Hormone (PTH) and Calcitonin, it regulates serum
calcium concentration by altering calcium and phosphate blood levels as needed. This is
done by mobilizing calcium from bone into the circulatory system. It also maintains
neuromuscular function and insulin production.

Vitamin K2: Vitamin K2 is responsible for the carboxylation of the bone protein Osteocalcin,
into its active form. Osteocalcin regulates the function of Calcium in bone turnover and
mineralisation. It is also required for the synthesis of other proteins found in the plasma and
kidney.

Zinc: Zinc is an essential component of over 200 enzymes. It plays an important role in the
metabolism of proteins, carbohydrates, lipids and nucleic acids. It is a cofactor in a range of
biochemical processes, including the synthesis of DNA, RNA and protein.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Fructose

Magnesium Stearate

Orange Flavour

Povidone K25

Silicon Dioxide

Sucralose

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

2 years.

6.4 Special precautions for storage

Store at or below 25 °C.

Do not refrigerate or freeze.

Protect from light and moisture.

Keep the blister strips in the outer carton until required for use.

Do not dispose of unused medicine in drains or sewerage systems (e.g., toilets).

6.5 Nature and contents of container

10x Off-White Chewable tablets contained in each PVC/PVDC/Aluminium blister strip.
3x PVC/PVDC/Aluminium blister strips enclosed within a cardboard carton.

Unit Carton with 1x Tamper Proof Seal on each side of the lid openings.

6.6 Special precautions for disposal

No special requirements.

7. Holder of Certificate of Registration

AnaStellar Brands (Pty) Ltd.

PO Box 639

Fontainebleau

2032

South Africa

+27 (0)11 792 4601

8. Registration number

To be assigned

9. Date of first authorisation

TBC

10. Date of revision of the text

September 2025

This unregistered medicine has not been evaluated by the SAHPRA for its quality, safety,
or intended use.



