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Prochlorperazine is belongs to phenothiazine group, it blocks dopamine
receptors in the chemoreceptor trigger zone as well as other areas of the brain.
Prochlorperazine is often used us anticmetics.  Although “ncarly all
phenothiazines posses some antiemetic activily, they use is limited by the
degree of sedation associated with antiemetic action. This drig may produge
extrapyramidal symptoms, especially dystonias, can be severe when large doses
are used to combat the nausea and vomiting associated with chemotherapy. The
dystonias can usually be reversed by intravenous administration of 50 mg of

diphenhydramine. '

there are several dosage forms for this drugs viz; oral 2.5, 5, 10 mg
tablets, oral solution ] mg/mL, grectal suppositories and injection 12.5 mg/mL.
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Each ml contains ;
Prochlorperazine 125 mg
Sodium sulfite I mg
Sodium bisulfite I mg
Sodium phosphate 8§ mg
Sodium biophosphate 12 mg
Water free from dissolved air  to 1 ml

Dissolve 1250 mg - n 10" ml water_suitable -for -injection free from ' l
dissolved . air.and contains 4i:¢ above bullering and stabilising agents, mix
well .thenthe solution-is-transferred -into 1 ml ampoules and sealed under I

nitrogen gas and rapidly autoclaved. -

Conditions of autoclave
Temp. 116°C .
Pressure 0,75 Bar .
Time 40 minutes .
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Protect -the  solution from- light throughout -the assay.. To a volume
equivalent to 12,5 g of Prochlorperazine Mesylate add sufficent absolute
CHhangy ¢ an{-\'u.‘.:) G.00% VIV of 13.5M amonia 1o produce 100 m!.

Difute ™S ml ol the solution lo 100 ml with ammonical cthanol and
» measure ‘the  absorbance of the resulting solution al the maximum at about 258
.. Calculate the content of Cy Hyy CING'S, 2CH, SO, 1 taking 635 as the
value of A (1 %, 1 cm) at the maximum at about 258 nm.




STABILITY STUDIES:

The method of shelf - lif: prediction based on 3 months acceleraled

stability data was utilized. '

The graphic techniques have Leen employed to predict the degradation that
may occur over prolonged storage at 259C . In the present work samples were
ncubated for 3 months at either 40°C | 60°C or 75°C; and other set of samples
were preserved at 259C for stability studies for prolonged period to determine

the actual shelf - life. \

The degradation of the drug behaves according to first - order kinetics. The
ime for the loss lines at 40°C and 60°C to reach 90% of the initial
concentration is labelled by arrows on the curve (Figure 1). These time valucs
at 40°C 60°C and 75°C are plotied in (Figure 2) and the time for 10% loss of
potency at 25°C can be obtained from the resulting - straight line by
extrapolation to 259C .
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Test

Preparation

B.P. limit :

Results

Description

Content

pH

Sterility
Pyrogen test

Particulate

Shightly yellowish clear
solution

100.3 %

6.1

Stertle
non-pyroginic

no particles

Slightly yellowish
clear

90-110
5.5-6.5
Sterile
NON-pyroginic

no particles

Complied

Comphied
Complied
Complied
Complied

Complied
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5 i Per 10 liters
| Prochlorperazine mesyleate B.P. 125 gm
Sodium sulfite ' [0 g
Sodium bisulfite '{"_““V‘ Loy Tud 10 gm
Sodium phosphate o Merck Sndex 80 gm
Sodium biphosphate 120 gm
| Water free from dissolved air to 10 liters
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Pressure  0.75 Bar
Time 40 minutes
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Container :-Amber colour glass type 1 borosilicate
store 1n temperture below 25°C avoid light.
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