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1. These Directions are established in order to implement factory inspection specified as Module VII of the conformity assessment procedures under the Registration of Product Certification (RPC) and the Voluntary Product Certification (VPC) Scheme.
2. An applicant for factory inspection shall be a manufacturer of commodities. If a manufacturer is located outside the territory of Taiwan, the applicant shall appoint a representative that has its domicile or business location in Taiwan.
3. The application form for factory inspection, basic information of the manufacturer and other relevant information, as described below, must be submitted to the Bureau of Standards, Metrology and Inspection (BSMI) , its branches or factory inspection bodies recognized by the BSMI (all hereinafter referred to as the inspection authority):
(1) A route map of the factory location;

(2) Diagrams showing the layout of the factory;

(3) A flow chart of the relevant production processes;

(4) A brief description of the inspection and / testing methods;

(5) The type test reports of the commodities or documents demonstrating that the application for type test is filed;

(6) A letter of authorization and legal identification of the appointed representative, in case the production premises are not based in Taiwan; and

(7) Other relevant documents designated by the BSMI.

If the submitted documents described in the previous paragraph are in a language other than Chinese, the inspection authority may request the applicant to provide Chinese translations of the documents.

4. When the inspection authority receives an application for factory inspection, it shall designate inspectors to conduct the initial factory inspection after reviewing the correctness of application documents.

Technical experts may be invited by the inspection authority to participate in the factory inspection.

5. Factory inspection shall cover the following items:

(1) Manufacturing equipment;

(2) Main components and materials;

(3) Production processes;

(4) Basic inspection and testing equipment;

(5) Training for specialized inspection and testing personnel;

(6) Calibration of the inspection and testing equipment;

(7) Operation of inspection and testing;

(8) Consumer services and handling of customer complaints; 

(9) The status of and modifications made to the products certified under the RPC Scheme; and

(10) Other requirements prescribed by the BSMI for a specified product category.
The inspector shall fill out the Factory Inspection Record in duplicate. The record shall be signed by the inspector and the representative of the production premises. A copy of the record will be provided to the representative of the production premises.

6. If the production premises have established quality management systems in accordance with the CNS 12681/ISO 9001 series of standards and have obtained registration certificates issued or recognized by the BSMI, the requirements set out in subparagraphs (5) to (8), Paragraph 1 of the preceding Clause may not be required.

7. If major defects are found during factory inspection, the applicant shall apply for re-inspection within a given time limit. If these major defects remains after re-inspection or the application for re-inspection is not made within the given time limit, they shall be considered as non-compliance with the requirements.

If minor defects are shown but the production premises still can operate effectively, the applicant shall submit a corrective action plan (including the specific corrective measures and time schedule) within a required time limit. The inspection authority may conduct checks to verify the performance of the corrective action plan, where necessary. If no submission is made within the required time, or the corrective action plan is determined as failing to effectively correct the defects, the result shall be determined as non-compliance with the requirements.

Major and minor defects shall be judged by the following principles:
(1) Major defects: defects that could lead to a failure in the manufacturing operation or substantially reducing the effects because a management system has not been established or has been established but the operation procedures have not been followed;
(2) Minor defects: defects that would not lead to a failure in the manufacturing operation or that occur sporadically, when a management system has been established and the operation procedures have been followed.

8. When the result of an initial factory inspection has been reviewed and approved to comply with the requirements, a initial factory inspection report will be issued. The term of validity for the initial factory inspection report is 1 year.
9. The BSMI shall perform follow-up factory inspections to the production premises that are granted Registration of Product Certification or Voluntary Product Certification based on factory inspection reports. When the result of follow-up factory inspection has been reviewed and approved to comply with the requirements, a follow-up factory inspection report will be issued.

The follow-up factory inspection mentioned in the preceding paragraph shall be conducted at least once per year; however, the frequency of the inspection may be increased if necessary.
10. When the inspection authority conducts the follow-up factory inspection, sample(s) shall be taken to verify conformity and consistency with the type as tested in type-testing procedure of the RPC or VPC Scheme, and when necessary, testing shall be conducted. It shall be deemed as a major defect and shall be dealt with according to related commodity inspection regulations if the result of verification or testing does not comply with the requirements. 

11. If the commodity categories or any items listed in a factory inspection report have been changed, the manufacturer shall apply to the inspection authority for a replacement of the factory inspection report. 
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