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AMENDMENT NO.1

Procurement of drugs for Rare diseases for the year 2026-27

In continuation to the email communications made with the
prospective bidders, the following amendments are hereby made
in the  clause 5.2.5 of the tender document. for the Procurement
of drugs for Rare diseases for the year 2026-27 (Tender Ref. No:
KMSCL/ED/RD-SAT-2/RC/2026/022 Dated: 26-09-2026)

5.2.5. Market Standing:is amended and to be read as
follows;

5.2.5.1. The bidder should have at least 3 (three) years
Market Standing as a manufacturer/importer for each
drug quoted in the tender.

5.2.5.2.The bidder should also have
manufactured/imported and supplied at least 3
commercial batches of the offered drugs during the last
3 consecutive years in respect of which the bidder shall
furnish the statements of all batches manufactured year
wise in the format given as Annexure IV

5.2.5.3. In the case of New Drugs with Market
standing of less than 3 years (from the date of
introduction in India), the approval in Form 46 or
in Form CT-23 to substantiate as New drugs issued
by CDSCO, together with the Market Standing
Certificate from its date of manufacturing shall be
furnished.

5.2.5.4.      In the case of Import of New Drugs
(from the date of introduction in India), the
approval in Form 45 or in Form CT-25, together

KMSCL/ED/6/2026-ASS2 I/403371/2026



with the Market Standing Certificate from its date
of manufacturing shall be furnished.

5.2.5.5.      New drugs out of Patent period - In the
case of New Drugs for which patent period has
been expired during last two financial years, shall
possess minimum 1-yearMarket Standing
Certificate from its date of manufacturing. The
bidder should submit the approval from the
respective DCGI or from State Drugs control office
to the effect for exemption.

 The clause 6.9 SL No. 10 and Annexure 1 (Checklist) SL No. 10
mentioned in the tender documents referred above is corrected
to this extent. All other terms and conditions of the tender
remain the same.
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