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CENTRAL MARKS DEPARTMENT-I1I
Our Ref: CMD-111/16: IS 13450 (Pt 2/ Sec 25) 4 Jan 2021

Subject: Product Manual incorporating SIT and Grouping Guidelines for
IS 13450 (Pt 2/ Sec 25):2018

BOs may kindly see the attached circular on the subject mentioned above.

(A K Kanar)
Sc-C (CMD 111)
Head (CMD - 111)

Circulated to: All ROs/BOs



CENTRAL MARKS DEPARTMENT-I11I

Our Ref: CMD-I11/16: 1S 13450 (Pt 2/ Sec 25) 4 Jan 2021

Subject: Product Manual incorporating SIT and Grouping Guidelines for Medical
Electrical Equipment: Particular Requirements for the Basic Safety and Essential
Performance — Electrocardiographs as per IS 13450 (Pt 2/ Sec 25):2018

This has reference to the subject mentioned above.

The approved Product Manual for IS 13450 (Pt 2/ Sec 25):2018 - Specification for ‘Medical
Electrical Equipment: Particular Requirements for the Basic Safety and Essential
Performance - Electrocardiographs’ has been hosted on the BIS website under

“Conformity Assessment = Product Certification ->Product Specific Guidelines =
Product Manual.

BOs are advised to send this Product Manual, which incorporates Grouping Guidelines and
SIT to all licensee/applicants immediately. The SIT, which has been incorporated in the
Product Manual, shall be implemented with immediate effect.

(A K Kanar)
Sc-C (CMD 111)
Head (CMD I11)
DDG (Certification)

Circulated to: All ROs/BOs



