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VIOCALCIMIN

SUMMARY OF PRODUCT CHARACTERISTICS(SmPC)

licinal Product: Viocalcimin

4.5. Interaction with other Medicinal products and other Forms of Interaction:

[ 6. Pharmaceutical Particular

2. Form: Film Coated Tablet ) ) . -
— = - - c d drugs. t [ 6. Listof excipients:
3. & C antibiotics (such as doxycycline, line), (such as alendronate), estramustine, iron,
levothyroxine, pazopanib, strontium, quinolone antibiotics (such as ciprofloxacin, levofloxacin), among others. - Inaclve: Povidone K 29/32, Croscarmellose sodium, Magnesium Stearate.
« Powdered Soy Isoflavones Extract (90%) 25mg :
d . Therefore, separate your doses of these medications as far as possible from your doses of calcium carbonate. - Hydroxy propyl methyl cellulose Methocel 1, Titanium dioxide (C.LN: 77891), Polyethylene glycol 6000, Tal
« Cholecalciferol Vitamin D3 (100,000 1U/g) P 2mg i " i > Film Coat: ydm»yp ropyl methyl cellulose Methocel E1, Titanium dioxide (C. '891), Polyethylene glycol 6000, Talc
2,10 20010 Viamin 03 - Estrogens, tamoxifen, thyroid agents liothyronine, liotrix, Soy may Purified, Carmoisine Red (C.LN: 14720).
+ Calcium Carbonate 1498.57 mg interfere with absorption of these agents; avoid concurrent use. ‘ 62, Shelf
Eq. to 600 mg elemental Calcium = Calcium salts, interact with many other drugs both by alterations in gastric pH and emptying, and by formation of l e
- complexes that are not absorbed. Interactions can be mini-mised by giving calcium carbonate and any other ~
4. Clinical Particular 2 vears.

[ 41. Therapeutic Indications:

Viocalcimin is a herbal combination used for:

Treatment of the symptoms of menopause such as hot flashes.
Protection, prevention and management of osteoporosis.

Vitamin D promotes Ca absorption in the gut and maintains adequate serum calcium to enable normal mineralization

of bone and to prevent hypocalcemic tetany.

[ 2. Posology and method of administration:

Rules of Ad

tration: Oral administration.
Recommended Dose: twice or three time tablets daly for menopausal women,
Duration of Use: If symptoms persist longer than 2 weeks during use, a doctor should be consulted.

medication 2 to 3 hours apart.

Omeprazole. In a study 1 of 18 women over the age of 65, the use of omeprazole for a week significantly reduced
the absorption of calcium from a calcium carbonate supplement given on an empty stomach. Fractional calcium
absorption was reduced from 9.1% with placebo to 3.5% with omeprazole.

| 63. storage Conditions:

- Keep at temperature not exceeding 30 °C in a dry place.

| 46. Fertility, Pregnancy & Lactation:

The use during pregnancy , this should be avoided due to presence of soy isoflavones.
Not to be used in breast feeding
No fertility data avilable.

| 47. Effects on Ability to Drive and Use Machines:

No data available.

[ 64. storage conditions:

- Carton box containing 1, 2 or 3 (Al/opaque white PVC) strips each of 10 film coated tablets + insert leaf.

| 65. special precautions for disposal and other han

g

- This product does not require any special precautions for disposal and other handling.

‘ 7. Marketing Authorization Holder & Contact

4.3, Contralndications:

4.8. Undesirable effects:

c in those who are
may be hypersensitive to soy products.

toany component in the pr birch pollen because they also

Should not be used in fluid restriction, dehydration, or breastfeeding.
Contraindicated in hypercalcemia and hypercalciuria.

Constipation, gas, and burping may occur. If any of these effects persist or worsen, tell your doctor or pharmacist
promptly.
Stomach upset or nausea may occur. If either of these effects persist or worsen, tell your doctor or pharmacist
promptly.

[ 44, special wamings and Precautions for Use:

49. Overdose:

Soy isoflavone May cause some gastrointestinal problems.
Those consuming soy isoflavones should enstrre they have adequate intake of iodide.
Viocakimin should generally be avoided in patients with calcium renal calculi,

Excessive amounts after oral dosage, of calcium salts may lead to hypercalcaemia. This complication is usually
associated usually in patients with renal failure or who are also taking vitamin D.

Properties

International Durg Ag Industry (IDI)

Address: The 2nd industrial zone - east Port said - the south-westen part of the part No. (2) slide (A) - Port Said.
66-9202000.

i@isipharmagroup.com

Marketi

Industries

Address: 53 El-Makrizy St, Cairo - Egypt
Tel.: +202-24532916.
E-mail: info@viomix.com

[ 8. Marketing Authorization Number

ization

[ 5. Date of First Auth

c not be used unless the need for a calci is high

and the patient is carefully monitored.

Hypercalcemia is rarely produced by administration of calcium alone, but may occur when large doses are given to
patients with chronic renal failure. Since may b d than

of hypocalcemia should be avoided.

If the symptoms worsen during the use of the medicinal product, a doctor or a qualified healthcare practitioner
should be consulted.

Used with caution by Woman with estrogen receptor-pe phy:

5.1, Pharmacodynamic properties:

No data available.

5.2

Properties:

No data available.

5.3, Predinical safety data:

Adequate tests on reproductive toxicity, genotoxicity and carcinogenicity have not been performed.

[ 10. 10. Date of Revision of the Text

- 17/9/2020

viomix
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