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Abstract:

BACKGROUND: Braxy vaccine, a culture of a suitable strain or strains of Clostridium
septicumin afluid medium, itsfiltrate or derivatives, will be inactivated so that it produces
itsimmunogenic activity without toxicity. OBJECTIVES: Production of C. septicumvaccine
(Braxy vaccine) using enriched culture mediain fermenter. METHODS: Conventional and
enriched culture mediawere used for growing C. septicum (CN913) vaccinal strain in both
10 liter glass bottle and fermenter, in a triplicate manner. All twelve experiments were
inspected to ensure compliance with the requirements of the vaccineinternational standards
for minimum lethal dose (MLD), sterility, freedom of abnormal toxicity, safety and potency
tests. RESULTS: Results showed that the culture of C. septicumin fermenter using enriched
culturemediaisthebest. Based oninternational standards, 2.51U/mL was determined for C.
septicum alphatoxin potency test, but in this study 41U/mL was obtained. CONCLUSIONS:
Using enriched culture mediain fermenter issuitablefor braxy vaccine production.

K ey words: braxy, Clostridium septicum, enriched culture media, fermenter

Figure Legends and Table Captions

Tablel. Resultsof MLD testsfor C. septicumculturesin conventional and enriched culture medium. D10liter glassvessels. ¢ )Adequate
amounts of these suspensionswere used for other tests.

Table2. Resultsof freedomfromabnormal toxicity testsfor C. septicumculturesin conventional and enriched culturemedi um®. i Table
1 thisculture medl umismarked by *. @10 iter glassvessels. O)side effects and mortali ity of guinea pigswere controlled up to 10 days
after injection. ) Side effectsand mortal ity of micewere controlled upto 5 daysafter injection.

Table 3. Results of potency testsof C. septicumculturesin conventional and enriched culture medi uhm1 D Table 1 thisculture medium
ismarked by * .D10liter glassvessels. -Test was not done. “)Basedon European pharmacopoei a5 edition.

Table4. Resultsof safety testsof C. septicumdetoxified suspensionsobtai ned from conventional and enriched culturemed Ll11m1 DinTable
1thisculturemediumismarked by * .D10liter glassvessels. -Test was not done. ®)Based on European pharmacopoeia5™ edition.

Figure1. Histogram of MLD testsof C. septicum culturesin conventional and enriched culture medium.

Figure 2. Histogram of potency testsof detoxified C. septicumculturesin conventional and enriched culture medium.
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