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National Control Laboratory — Lot Release Certificate

Examined under the gazette notification No.1052/3 of 02/11/1998 and according to the section
137 (2) of National Medicines Regulatory Authority Act No. 5 of 2015.

Name of the vaccine/serum Adsorbed Tetanus Vaccine B P

Trade name -

Name and address of manufacturer | Biological E Ltd., India

Name and address of sample sender | Chief Epidemiologist, Epidemiology Unit, Colombo10

Sample sender’s reference and date | Documents & Samples submitted on: 19.02.2026

Type of container Vials

Number of doses per container 10 (0.5 mL/dose)

Prescribed storage temperature 2%¢ - 8°C

Lot No Mfg. Date Exp. Date No of containers released
2208005258 October 2025 September 2028 40,000 vials (400,000 doses)

This vaccine / seram lot is in compliance with the specifications approved in the marketing
authorization and all national and relevant WHO requirements*, and is released.

This examination is based on

& the review of the manufacturing and testing protocols
U the appropriate control laboratory tests as indicated in the vaccine testing policy

| Certificate No: 05/2026/LR Date of issue: 20.02.2026

Signature:

Name and designation of authorized signatory: Dr. M.A.R.V Muthugala / NCL

* WHO Technical Report Series No 986, Annex 2, 2014;  WHO Technical Report Series No 999, Annex 2, 2016;
WHO Technical Report Series No 978, Annex 2, 2013;  WHO Technical Report Series No. 980, Annex 5, 2014

Copy to — CEO, National Medicines Regulatory Authority

Phone: 0112693532-4, 0112698660 Fax: 0112691495 P.O. Box 527, Dr. Danister De Silva Mw., Colombo 08
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