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ENT Surgery Instruments — Microdebrider — Specification

This Indian Standard specifies the requirements and performance criteria for
microdebrider systems used in ENT (Ear, Nose and Throat) surgical procedures for
resection of soft tissue and thin bone. It has been developed to ensure safety, reliability,
functional efficiency, and clinical usability of microdebrider equipment used in
procedures such as functional endoscopic sinus surgery (FESS), nasal polypectomy,
turbinoplasty, and adenoidectomy. The standard also aligns with the objectives of the
National Medical Device Policy, 2023, and incorporates relevant international safety
and performance practices.

It defines the essential components of a microdebrider system, including the hand
engine, power console, foot control unit, blades, burs, suction interface, and irrigation
system. Detailed requirements are prescribed for electrical safety, biocompatibility,
ergonomic design, operational control, attachment locking mechanisms, suction
performance, irrigation flow, and compatibility with associated surgical equipment.
This further specifies functional and dimensional requirements for handpieces, blades,
and burs to ensure safe and effective surgical operation.

Additionally, it prescribes comprehensive testing methods for electrical safety,
electromagnetic compatibility, corrosion resistance, clogging resistance, rotational
accuracy, irrigation performance, vibration, and noise levels. Requirements for
marking, packaging, and manufacturer-provided information are also included to
promote traceability, safe handling, and proper clinical use. Overall, this provides a
structured framework for ensuring the quality, safety, and dependable performance of
microdebrider systems used in modern ENT surgical applications.
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