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To: All participants of Tender number ICB/PSAG/RDF/CT&MRI/MI/25/19 “me
s o ender number ICB/PS AG/RDF/CT&MRIMI25/19 resive, FPSP s [3450 [0l .

]

Subject: Clarification . MAR 2

Dear Sirs,

Reference is made to the above mentioned tender for CT scan and MRI machines. We hereby declare that the
following clarifications should be considered in your offer,

1). Product Certification:-
the requested certificates in the technica] specification, valid EFDA Product Certificate, or up to date

confirmation letter from EFDA for submission of dossier for registration and valid approved product
certificates from SRA regions should be submitted along with the bid,

N.B: The following table shows list of regulatory schemes under Stringent Regulatory Authority (SRA)
regions

US Food and Drug Administration Premarket Approval certificate
Health Canada Medical Devices License and Summ
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Japan Ministry of Health, Labour and Welfare
(IMHLW)
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