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IMPLEMENTATION RULES FOR COMPULSORY CERTIFICATION OF TELECOMMUNICATION EQUIPMENTS

Telecommunication Terminal Equipments
1. Scope

The document applies to telecommunication terminal equipments. Telecommunication terminal equipment is defined here as those   telecommunication equipments connected at the ends of public telecommunication network for providing sending and receiving functions to subscribers. It includes: Fixed telephone terminal, Cordless telephone terminal, Key-Phone system, Facsimile, Modem (including card), Mobile Terminal, ISDN Terminal, Data Terminal(including Card), Multimedia Terminal.

2. Certification model

  Type testing + Initial inspection of the factory + Follow up inspection

3. Major Processes of Certification 

3.1  Application for certification

3.2  Type testing

3.3  Initial inspection of the factory

3.4  Evaluation of certification results and approval of certification 

3.5  Follow up inspection

4. General Requirements of Certification

4.1 Application for certification

4.1.1 Defining application unit for certification  

4.1.1.1 In principle, application of certification is made according to model/type of product.

The products, of same model/type, of same manufacturer, but from different manufacturing premises, shall be in different application units, but only one type testing is required.

4.1.1.2 The application unit (see appendix 1) shall be defined according to different electrical construction in terms of product safety and EMC, critical components related to safety and the components having significant influence on EMC performance (see the components with * of appendix 3).  

4.1.2 Application documents

The formal application shall be submitted with the following documents:

1) Circuit diagram and/or system block

2) List of critical components and/or materials

3) Description of the difference between the different model/type of products in the same application unit.

4) Service manual and user’s manual in Chinese

5) Nameplate and warnings in Chinese

6) Other necessary documents.   

4.2 Type testing 

4.2.1 Sample delivery for type testing

4.2.1.1 The principles of sample delivery for type testing 

For application unit containing only one model/type, sample of such model/type shall be submitted.

The representative samples from the units of application for certification shall be selected and supplied for type testing. 
4.2.1.2 Samples quantity/amount requirements      

The applicants shall take responsibility of sample delivery for type testing in accordance with the requirements of the certification body and be responsible for them.    

The quantities of samples shall be according to the requirements of appendix 1 and those for components tested accompanying the appliances shall be according to the requirements of appendix 2.

4.2.1.3 Handle of samples and relating documents after type testing

The samples tested and/or the relating documents should be handled in appropriate ways after type testing. 

4.2.2 Testing standards, items and methods of type testing 

4.2.2.1 Testing standards

1) GB4943-1995 Safety of Information Technology Equipment Including Electrical Business Equipment
2) YD/T993 Technical Requirements and Test Methods of Lightning Resistibility for Telecommunication Terminal Equipment
3) GB9254-1998 Information Technology Equipment--Radio Disturbance Characteristics-Limits and Methods of Measurement
4) YD1103 Requirements and Measurement Methods of Electromagnetic Compatibility for Cordless Telephone
5) YD1032 Limits and Measurement Methods of Electromagnetic Compatibility for 900/1800MHz Digital Cellular Telecommunications System Part1:Mobile Station and Ancillary Equipment
6) YD1169.1 Requirement and Measurement Method of Electromagnetic Compatibility for 800MHz CDMA Digital Cellular Telecommunications System Part 1: Mobile Station and Ancillary Equipment
4.2.2.2 Testing items

1) Test items for safety

The test items for safety shall include all appropriate items specified in standards of GB4943-1995.

2) Testing items for lightning

  lightning test of telecommunication interface

  lightning test of power line

3) Testing items for EMC


GB9254


Radiated emissions 



Conducted emissions


YD1103


Radiated emissions 



Conducted emissions 



Harmonic current



Voltage fluctuations and flicker



Conducted spurious emissions



Radiated spurious emissions



Electrostatic discharge (ESD) immunity



Radiated radio-frequency electromagnetic field immunity



Electric fast transient/burst immunity 



Immunity to conducted disturbance, induced by radio-frequency fields.



Voltage dips, short interruptions and voltage variations immunity 



Power frequency magnetic field immunity


YD1032



Conducted spurious emissions



Radiated spurious emissions



Radiated emissions



Conducted emissions



Electrostatic discharge (ESD) immunity



Radiated radio-frequency electromagnetic field immunity



Electric fast transient/burst immunity



Surge immunity



Immunity to conducted disturbance, induced by radio-frequency fields



Voltage dips, short interruptions and voltage variations immunity

     YD1169.1

Conducted spurious emissions

Radiated spurious emissions

Radiated emissions

Conducted emissions

Harmonic current (AC mains input port)

Voltage fluctuations and flicker (AC mains input port)

Electrostatic discharge (ESD) immunity

Radiated radio-frequency electromagnetic field immunity

Electric fast transient/burst immunity

Surge immunity

Immunity to conducted disturbance, induced by radio-frequency fields

Voltage dips, short interruptions and voltage variations immunity

4）YD1103 only apply to cordless telephone, YD1032 only apply to GSM mobile terminal, YD1169.1 only apply to CDMA mobile terminal.

4.2.2.3 Test methods

The type testing shall be carried out according to the methods specified and/or referred in the standards.

4.3 Initial inspection of the factory

4.3.1 Contents of the inspection 

The contents of factory inspection shall include the factory quality assurance ability assessment and the products consistency check.

4.3.1.1 Assessment of factory quality assurance ability. 
The inspector assigned by the certification body shall carry out the factory quality assurance ability assessment according to the Requirements for Factory Quality Assurance Ability (see appendix 5) and in the meantime, the inspector shall carry out the check according to Testing Requirements of Factory Quality Control of Compulsory Certification of Telecommunication Terminal Equipment (see appendix 4).

4.3.1.2 Check of consistency of the product

The consistency of the product applying for certification shall be checked on the site of production. If more than one application unit are involved in the certification, at least one type/model sample shall be taken from each unit for the product consistency check. The following major points shall be checked:

1) The name of product, type/model and specification on the nameplates and packages of products to be certified shall be identical with those indicated in the type testing reports.

2) The constructions of products to be certified (mainly constructions in terms of safety and EMC performances) shall be identical with those of the samples for type testing.

3) The dimensions of the plug of direct plug-in AC adapter shall be in compliance with construction requirements of GB1002.

4) The critical components in terms of safety and components having significant influences on EMC shall be identical with those declared in type testing and confirmed by certification body.

4.3.1.3 Inspection scope
All the products to be certified and processing premises shall be covered for inspection of factory quality assurance ability and of consistency of the products.

4.3.2 Timing of factory inspection

Normally, the initial inspection should be implemented after the sample has passed the type testing. The type testing and factory inspection can be implemented at the same time in special cases. 

The duration of factory inspection shall be determined by the amounts of application units of products to be certified and with the consideration of the scale of the factory. It will normally take about 1 to 4 man-day for each processing premises.

4.4 Evaluation of certification results and approval of certification 

4.4.1 Evaluation of certification results and approval of certification 

The certification body shall be responsible for a general evaluation of the results of type testing and factory inspection and for issuing the certificates to the applicants for the conformed products. One certificate shall be issued for one application unit. The application of the certificates shall comply with the requirements for Regulations for Compulsory Product Certification.  

4.4.2 Time frame 

Time frame for certification means the working days from the acceptance of complete application till the issuance of the certificates, which includes the time of type testing, factory inspection, reports submission after inspection, evaluation of certification results and approval of certificates, etc.

Normally, type testing takes 30 working days, not including the time for corrective actions and retest of the non-conformity item(s). If the components are required to be tested and the required time exceeds that of appliances, the time of type testing should be calculated according to the longest test time of the component, counting upon the receipt of the samples and testing fees. (The time counting upon the equipment can be used if it must be installed.)

he inspection reports should be submitted within 5 working days after the inspection. It will be counted from the day when the inspectors complete the inspection and receive from the factory the corrective action reports on non-conformities satisfying the requirements. 

Evaluating certification results and approving the certificates shall normally be completed within 5 working days.

4.5 Follow-up inspection

4.5.1  The frequency of follow-up inspection 

4.5.1.1 The follow-up inspection shall normally be implemented at least once per year. The first follow-up inspection shall normally be implemented 12 months after the certificate being granted.

4.5.1.2 The frequency of inspection should be increased in any of the following cases:   

1) The certified product has serious quality problem, or is complained by clients, which has been verified to be the responsibility of the certificate holder.

2) The certification body doubts the conformity of the certified product against the requirements of safety and EMC standards with sufficient reasons.

3) Sufficient information indicates that the conformity or the consistency of certified products might be affected due to the changes in organization structure, production condition and the quality system of the manufacturer and/or factories.

4.5.2 Contents of the follow-up inspection

The model of follow-up inspection: re-assessment of factory quality assurance ability + check of consistency of products certified, and if necessary, samples may be taken and tested at the testing laboratories, see clause 4.5.3.

The certification body shall implement the factory re-assessment in accordance with Requirements for Factory Quality Assurance Ability (see appendix 5). The items 3, 4, 5 and 9 specified in Requirements for Factory Quality Assurance Ability must be assessed for follow-up inspection and the rest items may be selected. All the items of the Requirements shall be covered at least every four years. At same time the checking shall be conducted according to “ Testing requirements of factory quality control of compulsory certification of Telecommunication Terminal Equipment” (see appendix 4).

The duration for follow-up inspection shall be determined by the amounts of units of certified products with appropriate consideration of the production scale of the factory.  It will normally take about 1 to 2 man-day. 
4.5.3  Sampling & testing

If necessary, the certified products should be sampled and tested.  The samples shall be taken randomly from the qualified products of the factory (including those from production line, stock and market). For the same kind of product, only one sample can be taken.

The designated testing bodies shall complete the testing for the samples in 20 working days.  The methods and requirements for sampling shall be carried out according to the relevant specifications of the certification body. 

The test items specified in the standards for certification can be applied to testing.

The certification body may carry out part or all of test items based on the degree of effects on the safety and/or EMC performances of the products.

4.5.4 Evaluation of follow-up inspection results

The certificates can be retained and the certification marks can be continuously used upon favorable inspection results. If there are any non-conformities found in the follow-up inspection, the corrective actions shall be taken within three months. Otherwise, the certificates will be withdrawn, the certification marks will be stopped using, and the relevant results will be announced.

5. Certificate 

5.1 Retaining of conformity certificate

5.1.1 The validity of the certificate 

The certificate of the products covered by this Rules itself doesn’t indicate specific expiry date. The validity of the certificate depends on the follow-up inspection.

5.1.2 Change of the certified product

5.1.2.1 Applying for change of certified product

Should any change occurs in the specification, type/model and the manufacturer of the components listed in appendix 2 or appendix 3 of the certified products, or the design, electric construction involved in safety or EMC of the appliances, the application for approving/recording the change shall be made to the certification body.

5.1.2.2 Evaluation and approval of change

The certification body shall evaluate the change according to the submitted information and confirm whether it can be approved or samples should be submitted for tests.  If test is necessary, the change will be approved upon favorable test result.

5.2 Extension of certified products 

5.2.1 Procedure for extension 

For extension of the range of products covered by the unit of certified products, the certificate holder should first make application.

The certification body shall check the consistency of the extended products against the certified products and confirm the applicability of the original certification results to the extended products and carry out, if necessary, the additional test or inspection based on the differences.  

After approval, either a separate certificate can be issued or the original certificate can be updated at the request of the certificate holder.

5.2.2 The requirements for sample

The certificate holder shall first submit the technical documents related to the extended products. And, if necessary, one sample may be required by the certification body according to the requirements of Clause 4.2 of this Rules, for which the testing items shall be decided by the certification body.

5.3 Suspension, cancellation and withdrawal of the certificates

The suspension, cancellation and withdrawal of the certificates shall follow Regulations for Compulsory Product Certification.

6.  Regulation on the use of the mark

The certified products covered by this Rule may not apply China Compulsory Certification mark, if the mark set up by the Ministry of Information Industry (MII), which identify the product meet the requirements of both China Compulsory Product Certification System and Net-Access License, has been applied. 
The use of mark shall be comply with the requirements of CNCA and MII. 

7 Charge

The certification shall be charged by the certification body according to the national statutory structural fee chart.

Appendix 1

Definition of application unit for Telecommunication Terminal Equipment of Compulsory Product Certification

	Item
	Product name
	Principle of unit dividing
	Standard of certification
	Sample quantity

	1
	Fixed telephone terminal

 (Common  telephone set, CID telephone set, Card Management Telephone set, Answering Machine Telephone set, Coin pay-phone set, Intelligent Card Telephone set, IC Card Public Telephone set, Handsfree  Telephone set, Digital Telephone set, Additional Device of telephone set)
	1) These products can be treat as a unit to apply when power supply, TNV circuit, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2sets

	2
	Cordless telephone terminal (Analogue Cordless telephone set, Digital Cordless telephone set)
	1) These products can be treat as a unit to apply when power supply, TNV circuit, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
YD1103

YD/T993
	2sets

	3
	Key-phone system

(Key-phone system, Telephone Conference Exchange (including PABX that used 220VAC power supply))
	1) These products can be treat as a unit to apply when power supply, TNV circuit, construction and critical components of safety and EMC, parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2sets


Definition of application unit for Telecommunication Terminal Equipment of Compulsory Product Certification（continued）
	Item
	Product name
	Principle of unit dividing
	Standard of certification
	Sample quantity

	4
	Facsimile machine

（Fax machine, Voice/Fax Card, Fax machine with multi-functions）
	1) These products can be treat as a unit to apply when printing mode (such as laser, bubble-jet, thermal transfer, heat-sensibly etc. ),  power supply, TNV circuit, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2sets

	5
	Modem(including card)

(Voice-band Modem, Base-band Modem, DSL Modem,including card）
	1) These products can be treat as a unit to apply when power supply, TNV circuit, construction and critical components of safety and EMC, parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2 sets

	6
	Mobile Terminal

(Analogue Mobile Station, GSM Digital Cell Mobile Station(including handset and other terminal),CDMA Digital Cell Mobile Station (including handset and other terminal))
	1) These products can be treat as a unit to apply when main circuit principle, enclose base Material, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943

YD1032 

YD1169.1
	2 sets


Definition of application unit for Telecommunication Terminal Equipment of Compulsory Product Certification（continued）
	7
	Multimedia Terminal

(Video Phone, Conference System, VOD Terminal, others)
	1) These products can be treat as a unit to apply when power supply, display system, TNV circuit, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2 sets

	8
	ISDN Terminal（NT1,NT1+, TA(including card))


	1) These products can be treat as a unit to apply when power supply, TNV circuit, construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.

2) Power adapter that equipment used shall be applied with the equipment.
	GB4943
GB9254

YD/T993
	2 sets

	9
	Data Terminal 

(Storing/Transmitting Fax/Voice card, POS terminal, Interface transformer, Network Hub, Others)
	1) These products can be treat as a unit to apply when power supply, display system(used), TNV circuit(used), construction and critical components of safety and EMC,  parts that can obviously influence EMC(Parts with star * mark in appendix 3), electrical principle refer to safety and EMC are all same.
Commonly, products shall be applied respectively when anyone of up is different.
	GB4943
GB9254

YD/T993
	2sets


Appendix 2

List of critical parts, Testing standards and sample quantities

	No.
	Critical parts
	GB standards
	IEC standards
	Sample quantities

	1
	Cord set

－Plug

－Flexible cord

－Connector
	GB15934-1996

GB1002-1997

GB2099.1-1996

GB5023.5-1997

GB17465.1-1998
	IEC60799：1984

IEC60884：1997

IEC227.5: 1997

IEC60320-1：1994
	3 sets

	2
	appliance socket

－Inlet

－Outlet
	GB17465.1-1998

GB17465.2-1998
	IEC60320-1：1994

IEC60320-2-2：1990
	3 sets

	3
	Miniature fuse

－Cartridge fuse links

－Sub-miniature fuse
	GB9364.1-1997

GB9364.2-1997

GB9364.1-1997

GB9364.3-1997
	IEC60127-1：1988

IEC60127-2：1989

IEC60127-1：1988

IEC60127-3：1988
	48 pieces

60 pieces

	4
	Capacitor for electromagnetic

interference suppression
	GB/T14472-1998
	IEC60384-14：1993
	45 pieces

	5
	Transformer
	GB4943-1995

Appendix C
	IEC60950：1991
	4 pieces

( Including 1 piece not

encapsulated )

	6
	Appliance switch
	GB15092.1-1994
	IEC61058：1990
	3 pieces

	7
	Base material of PCB
	GB4943-1995

Appendix A
	IEC60950：1991
	10 pieces

(Bar sample 130mm×13mm× 

thickness used actually mm)

	8
	Enclosure, Decorative part
	GB4943-1995

Appendix A
	IEC60950：1991
	10 pieces

(Section of part 130mm×

13mm× thickness used

 actually mm)

	9
	Photo coupler
	GB4943-1995


	IEC60950：1991
	Tested together with equipment

	10
	Integrity filter unit
	GB/T15287~15288-1994
	IEC939-1~2：1998
	32 pieces

	11
	DC fan
	GB4943-1995
	IEC60950：1991
	Tested together with equipment

	12
	Fusing resistor
	GB4943-1995
	IEC60950: 1991
	Tested together with equipment

	13
	Lithium battery
	GB4943-1995
	IEC60950: 1991
	Tested together with equipment

	14
	Laser unit
	GB7247-1995
	IEC60825-1: 1993
	Tested together with equipment


Appendix 3

List of major components affecting EMC performance

	Product 
	Major components

	Fixed telephone terminal (Common  telephone set, CID telephone set, Card Management Telephone set, Answering Machine Telephone set, Coin pay-phone set, Intelligent Card Telephone set, IC Card Public Telephone set, Handsfree  Telephone set, Digital Telephone set, Additional Device of telephone set)

	Main board*、telecom interface circuit*、switch power*、case、filtering element for power supply、suppression component for electromagnetic interference、control board、video-amplifier board、power cable with magnetic bend、video signal cable、motor、display

	Cordless telephone terminal(Analogue Cordless telephone set, Digital Cordless telephone set)


	antenna*、RF component and RF transmission-related software*、Main board*、case、power adapter

	Key-phone system, Telephone Conference Exchange(including PABX that used 220VAC power supply)


	Main board*、antenna*、RF component and RF transmission-related software*、telecom interface circuit*、switch power、case、filtering element for power supply、suppression component for electromagnetic interference

	Facsimile
	Main board*、switch power*、suppression component for electromagnetic interference、power cable with magnetic bend、video signal cable、motor

	Modem(including card)
	Main board*、telecom interface circuit*、power adapter

	Mobile Terminal
	antenna*、RF component and RF transmission-related software*、Main board*、case、filtering element for power supply、power adapter

	Multimedia Terminal

(Video Phone, Conference System, VOD Terminal, others)
	Main board*、displayer*、telecom interface circuit*、case、switch power、filtering element for power supply、suppression component for electromagnetic interference、control board、video-amplifier board、power cable with magnetic bend、video signal cable、motor

	ISDN Terminal（NT1,NT1+, TA(including card))


	Main board*、telecom interface circuit*、case、switch power、filtering element for power supply、suppression component for electromagnetic interference、power cable with magnetic bend

	Data Terminal 

(Storing/Transmitting Fax/Voice card, POS terminal, Interface transformer, Network Hub, Others)
	Main board*、display*、telecom interface circuit*、case、switch power、filtering element for power supply、suppression component for electromagnetic interference、control board、video-amplifier board、power cable with magnetic bend、video signal cable、motor


Appendix 4

Testing Requirements of factory quality control of compulsory certification of Telecommunication Terminal Equipment

	Sorts of products
	Product name
	Testing based standard
	Testing items

(Clauses No. of standard)
	Verification

test
	Routine

test

	Telecommunication Terminal Equipments
	Fixed telephone terminal

Cordless telephone terminal

 Key-Phone system

 Facsimile machine

 Modem(including card)

 Mobile Terminal

 ISDN Terminal

 Data Terminal(including Card)

 Multimedia Terminal
	GB4943

 
	1.Marking and instructions

 (§1.7)
	Once/half year

or Once/lot*1
	 

	
	
	
	2.Electric construction

 (§2.3, 2.9)
	Once/year

or Once/lot*1
	 

	
	
	
	3.Earth leakage current

 (§5.2)
	Once/year

or Once/lot*1
	 

	
	
	
	4. Electric strength

 (§5.3)
	  Once/half year

or Once/lot*1
	(

	
	
	
	5. Ground resistance

 (§2.5.11)
	Once/half year

or Once/lot*1
	

	
	
	
	6. Dimension of plug of direct plug-in AC power adapter
	Once/half year

or Once/lot*1
	 


Note：(1)  Routine test is 100% testing to perform at the end of production line. In general, there is not any processing after routine test except 

packing and putting on the nameplate/label. Verification test is sampling test, whose purpose is to verify product’s continual 

compliance with relevant standards.

(2) Verification test shall be implemented according to relevant standards. 

(3) Routine tests are allowed to use an equivalent or rapid method that have been verified .

(4) Were the factory not provided with testing equipment, it would be permitted to entrust the lab for testing of verification test.

*1. Once/lot, but no less than Once per half year..

Appendix 5
Compulsory Product Certification Requirements

for Factory’s Quality Assurance Ability
Manufacturer shall meet the requirements for factory’s quality assurance ability specified in this document, in order to ensure that all certified products are identical with the sample(s) against which the type test was approved.

1. Responsibilities and Resources

1.1 Responsibility

Manufacturer shall define the responsibilities and inter-relations of all the personnel involved in quality activities. And manufacture should appoint a management representative for quality, who, irrespective of other responsibilities, shall be responsible to: 

a) ensuring that quality system, which meets the requirements of this document, is established, implemented and maintained.

b) ensuring that the products with the compulsory certification mark are produced in conformity with the standards to which they were certified.

c) establishing documented procedures to ensure that compulsory certification marks are kept and used appropriately.

d) establishing documented procedure to ensure that the compulsory certification mark is not affixed on any non-conforming product or changed product that was not notified to certification body.

The management representative for quality shall be competent to perform the work.

1.2 Resources

Factory shall be equipped with necessary production facility and testing equipment in order to consistently manufacture the products in conformity with relevant standards. In addition, and factory shall provide relevant human resources, to ensure that personnel performing work affecting product quality is competent, and shall establish and maintain necessary environment suitable for manufacturing, testing and inspection, storage etc.

2. Documents and Records

2.1 Manufacturer shall establish and maintain documented quality plan or relevant documents for certified products, and the documents need to ensure that related processes to product quality are operated and controlled effectively. Quality plan shall define the objective of product design, realization process, test and related resource, as well as the requirements for changes (i.e. specification, processing, critical components etc.) to certified products, use and management of marks.

Standard or specification that the design is based on, as one essential part of quality plan, shall be stricter than the requirements specified in this Rules.

2.2 Manufacturer shall establish and maintain documented procedure to control the documents required in this document, to ensure that

a)
all documents issued and changed shall be approved by authorized personnel prior to issue and change.

b)
changes and current revision status of documents are identified to prevent unintended use of obsolete documents.

c)
relevant valid versions of applicable documents are available at points of use.

2.3 Manufacturer shall establish and maintain documented procedures to define the controls for the identification, storage, protection and disposition of records. Records shall be legible, integral to provide evidence of product conformity to requirements.

Records shall be retained for an appropriate period.

3. Purchasing and receiving Inspection

3.1 Control of Supplier

Manufacturer shall establish the procedures that define the criteria for selection, evaluation and routine supervision of supplier, which provide critical components and material, to ensure the supplier has ability to provide the critical components and material in accordance with requirements.

Records of the evaluations and routine supervision shall be maintained.

3.2 Inspection/Verification for Critical Components and Material

Factory shall establish and maintain procedures of inspection or verification for purchased critical components and material, and procedure of periodic verification inspection, to ensure that critical components and material meet specified certification requirements.

Inspection for purchased critical components and material may be carried out at the factory or supplier’s premises. Where inspection is performed at supplier’s premise, Manufacturer shall specify the intended inspection requirements to supplier.

Manufacturer shall maintain records of inspection or verification of critical components, verification inspection records, evidence of conformity and relevant inspection data, etc.

4. Process Control and Inspection

4.1 Manufacturer shall identify critical production processes and arrange operators with appropriate qualification at the processes. Where product quality can not be guaranteed when no operating document, appropriate operating instructions shall be prepared to make production processes under control.

4.2 Where environment condition is required, factory shall meet the requirements.

4.3 Manufacturer shall monitor and control appropriate process parameters and product characteristics, as applicable.

4.4 Manufacturer shall establish and maintain maintenance procedure for the manufacturing equipment.

4.5 Production shall be inspected at appropriate stages of manufacture to ensure that products, components and parts are in accordance with the certification approved sample. 

5. Routine Tests and Verification Tests

Factory shall establish and maintain documented routine tests and verification tests procedures to verify and demonstrate that products are in compliance with relevant requirements. The procedures shall include test items, contents, method, acceptance criteria etc. Test records shall be maintained. Routine tests and verification tests shall meet the requirements specified in relevant product certification implementation rule.

Routine tests are performed on 100% of production and are normally carried out at the final stage of production. Normally no further operations, except for labeling and packing, may be carried out after these tests.

Verification tests are tests on samples taken randomly in order to verify and demonstrate that products consistently meet standard requirements.

6. Inspection and Test Equipment

The equipment used for inspection and test must be regularly calibrated and checked for correct operation, and meet inspection and test capacity requirements.
Manufacture should stipulate the operation rules of the inspection and test equipment. Testing personnel should follow the rules and use the equipment correctly. 

6.1 Calibration 
Inspection and test equipment used for determining the conformity of the products being manufactured shall be calibrated on a regular basis. All calibrations undertaken on such equipment must be traceable to national or international standards. For in-house calibration, the method, acceptance criteria, calibration interval etc. shall be documented. Calibration status of the equipment shall be easily identified by operator and personnel in-charge.

Calibration records shall be maintained appropriately.

6.2 Functional Check

The Functional check to the equipment used for routine tests and verification tests shall be undertaken on a daily basis. When functional check is found to be not satisfied with specified requirements, arrangements shall allow previous product to be traced, retrieved and re-tested if necessary. Operator shall be instructed on what action is to be taken if a functional test is found to be unsatisfactory.

The results of functional check and all subsequent corrective action taken must be recorded.

7. Control of Non-conforming Product

Manufacturer shall establish procedure of control of non-conforming product, which shall includes identification method, segregation, disposal, corrective action and preventive action. Repaired and reworked product shall be re-tested. Records of repairing for critical components and parts and disposal of non-conforming product shall be maintained. 

8. Internal Audit

Internal audit procedures shall be established and documented to ensure that quality system is implemented effectively and certified products are complied with specific requirements. The results of internal audit shall be maintained.

Factory shall keep records of all complaints, especially to a product’s non-compliance with requirements of relevant standard, and make these complaints as one of input of internal audit.

Corrective and preventive action shall be taken to non-conformities and records shall be maintained. 

9. Changes to Certified Product

Any constructional Changes from original sample for Type Testing should be controlled so as to make certified products consistently be in conformity with relevant standard.

Manufacturer shall establish procedures to monitor changes of the critical component, material, construction and factors that may affect compliance with relevant standard. The changes on certified products must be notified to the certification body for authorization, prior to their implementation.

10. Packing, Handling and Storage

Finished products shall be packaged, stored and handled in such a way as to ensure that they will continue to comply with the applicable standards.
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