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RMP Evaluation report of Typhocon Vaccine

Product Name: Typhocon
Active Ingredient(s): Purified Vi Capsular Polysaccharide of S. typhi conjugated to Diphtheria Toxoid
Dosage Form: Solution

Product Category: Vaccine
Marketing Authorization Holder (MAH): Incepta Pharmaceuticals Ltd. (Vaccine Division)

Comments of Pharmacovigilance Department:

1) Section-I (Product Overview in Bangladesh)

Observation: Name of product and active ingredients is not specified.

Recommendation: Brand name (Typhocon) should be mentioned in the product name part and name
of active ingredient(s) should be in accordance with the PIL i.e “Purified Vi Capsular

Polysaccharide of S. typhi conjugated to Diphtheria Toxoid”

2) Section-IV (Safety Specification: Summary of Safety Concerns)

Observation: There are more important identified risk, potential risk & missing information has
been found through our study according to different international references such as WHO, EMA,

CDC etc.
Recommendation: MAH is recommended to update information the above issues as per
following table.
SL No Submitted information Remarks/ Recommendation
1) | Important identified risk: Other Important identified risk:
1. Fever 1. Injection site reactions 2
2. Headache 2. Systemic Reaction (Headache & Fatigue) 2
3. Diarrhea
4. Vomiting
2) | Important potential risk: Important potential risk:
1. Pain at injection site 1. Hypersensitivity 1
2. Tendemess, Swelling at the injection site 2. Respiratory tract infection (nasopharyngitis, cough,
3. Hypersensitivity to constituent of the vaccine pneumonia)3
3. Febrile Convulsion4
4. Gastroenteritis 4
3) | Missing information: Missing Information:
1. Safety in pregnancy 1. Safety in special populations
2. Safety in lactation (Like- elderly, children, pregnant women)
3. Fertility 2. Interaction with other vaccine
3. Genetic variability impact
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3) Section-VI (Risk Minimization Plan)

Observation: Risk Minimization Plan was made according to previous safety concerns.

Recommendation: Though there are some new identified and potential risk mentioned in the
previous table, so Risk Minimization Plan have to updated with new safety concerns.
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