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The instructions contain important information such as the intended use of the product, test principles, test methods,
interpretation of test results, and precautions, and are an important basis for guiding laboratory staff to operate
correctly and for clinicians to give reasonable medical interpretation of test results. Therefore, the product instructions
are one of the most important documents for the registration and application of in vitro diagnostic reagents. The
format of the product instructions shall comply with the requirements of the Guiding Principles for the Preparation of
In Vitro Diagnostic Reagent Instructions (Circular No. 17, 2014 of the State Food and Drug Administration). In
addition to the format requirements, the contents of the Chinese instructions for overseas products shall be consistent
with the original instructions as far as possible, and the translation shall be accurate and conform to the Chinese
expression habits. All contents of the product manual shall be consistent with the relevant research results in the
registration application materials submitted by the applicant. If some contents are quoted from references, the
contents shall be marked in a standardized format and the relevant information of the references shall be listed
separately.
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