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Stability Evaluation of Mixed B Complex
Ampoules In comparison With Separated

B12 And (B1, B6) Ampoules

Abstract

Pharmaceutical dosage forms of water-soluble vitamins are
considered among the most unstable forms, they are very sensitive
to a variety of factors including light, heat, moisture, oxidizing and

reducing agents, acids and bases.

Many studies indicate poor stability of vitamin B, in aqueous
solutions, due to its photolability and sensitivity to the presence of

some vitamins, especially vitamin B;.

In the Syrian market, there are two types of ampoules containing

vitamin B;,. The first contains B;, in combination with vitamin B,
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and By mixed in one ampoule (mixed), And the second contains

B, in a separate ampoule and both B;, B¢ in another one.

This research includes collecting samples of ampoules of both
types and comparing their stability by performing accelerated
stability tests at 30° and 40° ¢, and in comparison with ideal

storage temperature in the refrigerator 2°-8° for 3 months.

The results showed that B, values were within acceptable limits in
mixed ampoules at 40° in the second month, while the B,
concentration decreased from initial values at 30°C but remained
within the acceptable limits. Additionally, the samples stored in the
refrigerator stayed within the permissible limits until the end of the
storage period. As for the separated ampoules, they showed that
vitamin B;, was stabile in all preparations and at all storage

temperatures until the end of the storage period.

This highlights the superiority of the separated ampoules in terms
of vitamin B, stability, And the necessity to store mixed ampoules

in the refrigerator.

Key words: drug quality, ampoules, vitamin B,, stability tests,

vitamin B;.
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