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Date: 12t January 2024.

To Whom So It May Concern

Dear Sir/Madam,

Serum Institute of India Pvt. Ltd. Confirms to meet the following terms required for Tender in

Moldova:

1. The vaccine is prequalified by the WHO.

2. We guarantee that the product will meet the requirements of the regulation for biological
substances no. 45. and recommendations for ensuring the quality, safety and efficacy of
recombinant hepatitis B vaccines (Replacement of Annex 2 of WHO Technical Report
Series, No. 786 and Annex 4 of WHO Technical Report Series No. 889)

3. The bottle will meet the requirements of ISO 8362.

4. We guarantee that each batch of vaccine upon delivery will be accompanied by: Batch
release certificate issued by the national control authority in the country of origin and the
Quality Certificate issued by the manufacturer and the protocol of tests and investigations
carried out by the manufacturer, Certificate of origin of the product.

5. We guarantee that at the time of delivery the remaining period of validity will be no less
than 2 years.

6. We guarantee that the delivery of the vaccine in compliance with the conditions of the
uninterrupted cold chain (t° 2°C-8°C) throughout the route from the producer to the
recipient, a fact confirmed by special temperature recording devices.

7. Delivery terms: May 2024.

Mr. Ajay Kumar Jha
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