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ampoules

I-Name of the drug:

B-Com® solution in ampoule for IM Injection or IV
Infusion

2- Qualitative and quantitative composition
Thiamine hydrochloride 10.00 mg Eq. to 8.92 mg
Thiamine (Vitamin B1).

Riboflavine sodium phosphate 5.47 mg Eq. to 4.3 mg
Riboflavin (Vit. B2).

Nicotinamide 40.00 mg

Pyridoxine hydrochloride 4.00 mg Eq. to 3.3 mg
Pyridoxine (Vit. B6)

D-Panthenol 6.00 mg

For one ampoule of 2 ml

For the complete list of excipients, see section 6.1

3- Pharmaceutical form

Solution in ampoule for IM Injection or IV Infusion
4- Clinical data

4.1 Therapeutic indications

Prevention of Vitamin B deficiency in exclusive
parenteral nutrition.

4.2 Dosage and mode of administration

IM, IV route or IV perfusion: 1 to 2 ampoules per day.
4.3 Contraindications

This drug is contraindicated in the case of:

- Hypersensitivity to one of the constituents

- In association with levodopa ( see section 4.5)

4.4 Special warnings and precautions of use

Do not exceed the recommended dosage.

Patients already receiving vitamin-based preparations
or following other treatments should consult their
doctor before taking this medicine.

The risk of hypersensitivity reaction is increased in
case of repeated LM or LV injections. Therefore, oral
administration is preferred if possible.

4.5 Interactions with other drugs or other forms of
interactions

Contraindicated combinations

* Levodopa

Inhibition of levodopa activity when it is used without
inhibitor of peripheral dopadecarboxylase. Avoid any
intake of pyridoxine at the absence of
dopadecarboxylase inhibitor.

4.6 Pregnancy and Lactation

Given the available data, the use during pregnancy or
nursing is available.

4.7 Effects on the ability to drive vehicles and
operating machines

No effects on the ability to drive or using machines
have been observed.

4.8 Adverse effects

Related to Vitamin B1 :

The parenteral administration may lead to a transient
hypotension and exceptionally an anaphylactic chock.
Related to Vitamin B2: Yellow colored urine

Related to Vitamin B5:

Very rare cases of cutaneous manifestations.

Related to Vitamin B6:

Exceptional neurological manifestations that were
reversible upon treatment, discontinuation have been
reported after high doses and/or prolonged
treatments with Vitamin B6.

Reporting suspected adverse effects:

Reporting suspected adverse effects is important after
drug authorization. It allows continuous monitoring
of the drug benefit/risk ratio. Health care
professionals should report any suspected adverse
effect via the national reporting system: National
agency of drug and health products safety (Ansm)
and network of regional pharmacovigilance centers.
Internet site: www.ansm.sante.fr

4.9 Overdose

An overdose is not expected with the recommended
dosage, especially that all the reported cases were
associated to the concomitant intake of mono or
poly-vitamins at high doses.

The non-specific initial symptoms such as confusion,
gastrointestinal disorders (e.g. constipation, diarrhea,
nausea and vomiting), may be suggestive of an acute
overdose.

The daily administration of doses higher than 200
mg of Vitamin B6 (pyridoxine) over several months
may result in neuropathy symptoms.

If you develop such symptoms, discontinue treatment
and consult a doctor.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic  classification:
(Digestive system and metabolism)

5.2 Pharmacokinetic properties

Urinary elimination in the form of metabolites.

5.3 Preclinical safety data

Not reported

6. PHARMACEUTICAL DATA

6.1 List of excipients

Phenol, Sodium chloride, Water for Injection

6.2 Incompatibilities

In the absence of compatibilities studies, this drug
should not be mixed with other drugs

6.3 Shelf life

3 years.

6.4. Special precautions during Storage

-To be stored at a temperature not exceeding 25°C,
away from light.

-After opening: the product should be used
immediately

-Used immediately after dilution with 0.9 % normal
saline or 5 % Dextrose Solution.

6.5. Nature and content of external packing

Carton Box containing 3 or 6 amber glass ampoule
(Type 1) each containing 2 ml solution with insert
leaflet.

6.6. Special precautions for disposal and handling
No particular requirements

Vitamins

| Keep all medicaments out of reach of children |

K@}’ Product of:

AMOUN PHARMACEUTICAL Co.
El-Obour City, Al Qalyubia, Egypt. SAL
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