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Subject: Acceptance criteria for test and examination
& Analyzer based glucose reagent-Reg. '

Please refer to your email dated 27 & 28 Jan. 2016 with regard to implementation of

acceptance limits for Biood Glucose Test Strips as per 1SO-15197. The matter was

discussed with expert committee in its meeting held on 12.01.2016 and it has been
decided that there is 1S/ISO-15197:2003 is published by BIS. Therefore the Blood Glucose

test Strips sha!l conform only 1S/1SO-15197.

: As regard. to revised 1SO-1 5197:2013 published in 2013 which also adopted by
Bureau of Indian Standards (BIS) for evaluation of Blood glucose test strips. Therefore the
revised 15/ISO-15197:2013 will be applicable only after 36 months fror_n the date of its

publication by BIS.

In view of above, you are requested to take appropriate action and release test

reports of Blood glucose test strips accordingly.

: (Dr. G.N.Singh)
Drugs Controller Geyleral (India)

To,

Dr. Reba Chhabra,

Head, Immunodiagnostic Kit Laboratory,
National Institute of Biologicals (NiB),

Plot No. A-32, Sector-62, Institutional Area,

Noida-201307 (U.P.).
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