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\/ﬁl State Drugs Controllers

Subject:- Use of Diagnostic kits of HBsAg, HIV and HCV in Blood Banks or
Pathological laboratories - Reg.

Sir,

The present guidelines for use of In — Vitro Diagnostic devices for HBsAg, HIV
and HCV manufactured / Imported under valid license are allowed to be used in
Blood Bank as well as Pathological laboratories, as the criteria of Sensitivity (%)
and Specificity (%) for evaluation of‘the HBsAg, HIV and HCV diagnostic kits for the
Transfusion purpose (Blood Banks) and Diagnostic purpose are the same.

It is therefore, considered that there is no neged for approval / posting of
approved kits on CDSCO website for use in Blood Bank.

In order to ensure the quality of such diagnostic kits manufactured in the
country, it is requested that samples of diagnostic kits from the manufacturing sites
/ market may be randomly drawn and forward to National Institute of Biologicals,
Noida for testing.

Yours faithfully,

(Dr. G.|N. Singh)
Drugs Controller Gengral (India)

Copy forwarded for information to all Zonal /sub zonal /Port offices of CDSCO



