ANNEX 1
PRINCIPLES AND STANDARDS OF GMP OF PHARMACEUTICAL PACKAGING 
(Promulgated together with the Circular No.  14/2012/TT-BYT dated August 31, 2012 of the Ministry of Health)
The following principles and standards of GMP of pharmaceutical packaging are the provisions on the production of packages in physical contact with drugs.  Package producing factory must reference to the principles of GMP according to the recommendation from WHO during the application. 
1. Interpretation of terms
The terms below are construed as follows:
1.1. Packages in physical contact with drugs are packages that store, protect drugs, and circulate with drugs, including commercial packages and non-commercial packages.
1.2. Commercial packages are packages that contain drugs and circulate with drugs. Commercial drug packages consist of 2 types:
a) Packages in physical contact with drugs (as known as primary packages – level 1) are packages that contain drugs and in physical contact with drugs, that form the shape or cover the drugs such as aluminum foils, PVC foil, or tubes…
b) External packages (as known as primary packages – level 2) are packages that wrap drugs already contained in primary packages, and are not in physical contact with drugs, such as paper boxes, external aluminum lids… 
1.3. Finished packages are packages that have been through all the production stages, including final wrappings and labeling.
1.4. Products are the results of the production for the purposes of trading or consuming. Goods are products being circulated by exchanging, trading, and marketing.
1.5. Product quality standards include the provisions on standards, technical requirements, test methods, requirements for packaging, preservation, and other requirements related to quality, that are announced, applied, or developed by the factory, and used as standards for classification and assessment in order to improve the product quality.  Quality standards must be suitable for the corresponding and relevant technical regulations promulgated by competent State agencies.
1.6. Materials are main parts of packages in physical contact with drugs, that decide the quality of finished packages, and consequently affect the quality of drugs, such as aluminum (aluminum powder or foil that form the blister packs or tubes), polymer (PVC, plastic bottles and jars), glass (jars, tubes), rubber (caps), glue, ink, colorings… 
1.7. Intermediary products are products that have been partially processed and must go through some more production stages to become semi-finished products.
1.8. Semi-finished products are products that have been partially processed and must go through some more production stages to become finished products.
1.9. Products awaiting packaging are products that have gone through the production stages, except for the packaging stage.
1.10.  Production in a broad sense includes the activities related to the products, starting from the research and development of products, to the supply and assessment of the quality of initial materials; the production, inspection, and supervision during the production; the quality inspection, assessment of batch documents, release; the preservation, distribution of products, and aftersale services.  Production in a narrow sense is the reception of raw materials, the preparation, packaging, and controlling the factors that affect the product quality.
1.11. Inspection during the production is the inspection and supervision during the production, including the assessment of the production conditions, in order to prevent and minimize the confusion, contamination, cross-contamination, in order to ensure the implementation of the production process, and certify the conformity of the batch according to the standards that the sample test results do not entirely reflect.
1.12. A batch consists of the products with uniform quality, produced from the same materials, by the same process, and from the same wave. In facts, a batch may consist of several bunches. Such bunches must be gathered after a certain stage to ensure the uniformity of the batch. 
1.13. Isolation is when materials, intermediary products/semi-finished products, and finished products are separately preserved using physical measures or other appropriate methods, awaiting the test and assessment to make decisions on accepting to use, proceeding the production, releasing, returning to suppliers, recycling, or discarding.
1.14. Clean areas are areas in which the dust particle and microorganism contamination is under control; being designed, built, and used in a way that minimize the generation, development, and accumulation of contaminants. The producer may impose requirements on temperatures, humidity, light, or noise in clean rooms suitable for the use purposes and working conditions of employees.
1.15. An airlock is a closed room that consists of two or more doors being the entrance and exit to clean areas for humans and materials, located between two or more rooms with different cleanliness levels. In some case, the producer may equip airshowers or extractor/blower fans or pass-boxes to send tools, or other devices that function like an airlock.
2. Quality control system
2.1. The package producing factory must establish a comprehensive, uniform, and efficient quality control system, based on the basic principles of GMP.
2.2. The quality control system is a tool for following the quality policy of the factory, including the organizational structure, functions, responsibilities, process, instructions, and resources for quality control. The quality control system must be enhanced and completed unrelentingly through internal inspection.
2.3. The quality control system is relared to all aspects of production and quality inspection, including the supply, preservation, production, test, production environment control, devices operation, monitoring of the distribution system and supervision of aftersales services.
2.4. The quality control system consists of the production management division and quality control or quality assurance division. These two divisions must be undertaken by two persons. These persons must cooperate and be responsible for the quality. The production management division consists of the quality assurance department and test lab. The quality assurance department is the unit that directly operates the quality system. The test lab is a professional unit that may belong to the quality assurance department. The factory may combine or separate units related to quality such as electromechanics, preservations; assigning personnel to monitor the distribution system, settle complaints, and recall products.
2.5. The factory must establish and maintain the inspection and supervision of the production. Such activities must be done by the employees directly participate in the production and IPC employees. The tasks of these employees must be clearly specified and with suitable frequency for particular activities. Depending on the scale, the organizational structure and managerial capability of the factory, the IPC employees may belong to the quality assurance division, quality inspection division or/and production division.
2.6. For the efficiency of the quality system, the factory must set standards of internal clients among the divisions of the factory according to the flow of products, from material supply, experimental production, production, packaging, to preservation and distribution. The divisions must carry out internal standard conformity assessment to support the comprehensive quality control.
3. Personnel and training
3.1. General principles
a) The package producing factory must have sufficient healthy and capable employees. Having the job description for each group of employees.
b) The important officers must have credentials and practical experience to perform the tasks assigned.
c) The tasks and authority of the important officers must be specified in writing. The important officers may authorize their deputies or inferior employees, but must not deny responsibility.
d) The leaders of the production management division and quality control division have some shared responsibilities and cooperate to perform some tasks related to quality such as assessing the production devices, appraising the production process… but such cooperation must be specified in order to avoid overlapping or omission during the GMP application.
3.2. Duties and authority of the leader of the production management division
a) Operating the production, inspecting, and supervising the employees’ correctly implementing the provisions on production;
b) Organizing the compilation of, approving, and provide training in the SOPs (Standard Operating Procedures);
c) Participating in compiling the production process, the cleaning process of production devices, the workshop, in compiling the standards of intermediary products and semi-finished products;
d) Assessing the installation, operation, and effect of the production devices; Participating in the appraisal of the production process and cleaning process;
dd) Ensuring that the workshop is maintained, the environment and conditions are satisfactory; the production devices are maintained and in good conditions, the meters are calibrated and tested
e) Ensuring that the workshop, devices, and tools are cleaned, the production line is cleared before the production, the materials and products are neatly arranged without causing confusion, contamination, or cross-contamination;
g) Ensuring that the production is in accordance with the process, the results are recorded as prescribed, the batch documents of stages are checked by employees in charge, and all the batch documents are examined;
h) Carrying out inspection during the production, ensuring the uniformity of the batch during the production;
i) Putting on “isolation” labels on products awaiting succeeding stages or release;
k) Participating in developing the training program provided for the employee;
l) Participating in the internal inspection.
3.3. Duties and authority of the leader of the quality assurance division
a) Compiling the quality policy and quality handbooks.
b) Operating the quality assurance division and organize the deployment of the quality control system;
c) Inspecting and approving the production process, cleaning process, and SOPs related to the quality. Organizing the formulation of SOPs of the quality assurance division Ensuring that the processes are periodically reviewed;
d) Approving the standards of internal clients, answering the enquiries about the product quality among the divisions;
dd) Participating in assessing the suppliers. Being entitled to accept or refuse the use of materials and packages. Putting on “QA passed” or “QA failed” labels on input materials;
e) Formulating the plan for appraisal, and organizing the appraisal of the production process;
g) Assessing the entire production process (batch document, test results of production conditions, inspection during production process…) Making decisions on the release and being responsible for the quality of finished products;
h) Monitoring the contractual production and testing. Being responsible for settling complaints and recalling products; 
i) Formulating the training programs and plans, organizing training for all employees;
k) Formulating the program and plan, organizing the internal inspection;
l) Storing the documents about quality.
3.4. Duties and authority of the leader of the quality inspection department
a) Operating the test lab;
b) Compiling the quality handbook of the test lab;
c) Leading or participating in compiling, reviewing, and updating the quality standards of materials, packages, finished products, and relevant SOPs; 
d) Ensuring that the facilities of the test lab is maintained, and the analysis devices are calibrated and tested;
dd) Organizing the appraisal, approval, and inspection of the test process.  Combining the quality assurance division and the production division to appraise the production process and cleaning process;
e) Putting isolation labels on materials and packages awaiting tests and re-tests. Taking samples, storing samples and testing the quality of materials and packages, intermediary products, semi-finished products, and finished products. Testing the stability and carrying out tests related to the assessment of the production environment and hygiene of devices;
g) Monitoring the contractual testing and examining the original testing sheets. Participating in assessing the suppliers. Ensuring that the quality standards of materials and semi-finished products imported are conformable with the standards of finished products and relevant regulations; 
h) Participating in developing the training program provided for the employees of the test lab;
i) Participating in the internal inspection.
k) Storing the testing sheets, testing documents, test handbooks, and relevant documents and materials.
3.5. Training
a) The factory must formulate the program, the plan, the contents of training in basic knowledge about GMP of pharmaceutical packaging, professional knowledge, the process of production and test, the SOPs provided for all employees.
b) The program, plan, and contents must be suitable for each group of employees, and must be regularly updated, examined, assessed, and approved by competent persons. 
c) The trainers must have knowledge and be trained in GMP and relevant knowledge,.
d) The factory must assess and record the training results.
4. The workshop
4.1. The workshop must be designed and built to satisfy the requirements on flooding and storm resistance, pest prevention; the contamination from the outside must be isolated.
4.2. The area of producing packages in physical contact with drugs must be separated from the area for producing other products, and must be suitable for other areas such as the warehouse for preserving initial materials, wrapping materials, or finished products.
4.3. The design and construction must be appropriate for the production line (type of products, anticipated capacity). The production rooms must be arranged conveniently for the movement of employees, materials, products, and garbage.
4.4. The rooms in the production areas must be spacious enough for the installation and maintenance of devices, the storage of materials, products, and tools, and the works of employees.
4.6. The cleanliness level of the production rooms must be suitable for the types of products such as packages of sterile medications, oral medications, and ointments without open wounds; suitable for packages that must be cleaned (rinsed, steamed, dried); suitable for the production stages (when the products is open or exposed to air (weighing, preparing), or for wrapping, preserving stages (Annex 2). 
4.7. The production line of the products uncleanable before packaging such as PVC and aluminum foil for forming blister packs or bags, aluminum tubes…, the producer must maintain the cleanliness level in such area similarly to the cleanliness level in the primary packaging area of equivalent pharmaceuticals.
4.8. The room for weighing, dispensing, sampling, preparing, isolating semi-finished products, primary packaging… must be arrange in an area with appropriate cleanliness level together with other measures such ass assessing the suppliers and control the limit of bacterial contamination of input materials to ensure that the products in the entire finished products batch meet the standards of cleanliness.
4.9. At areas where the cleanliness levels are controlled, the ceiling, the floor and the walls must be smooth and easy to clean, the corners must be rounded, must have the filtered air supply with appropriate frequency and pressure difference, must have airlocks or pass-boxes for materials and products, the airlocks for employees (may also be the hand rinsing/drying room, locker room, with revolving stainless steel shelves to place shoes), the lights must be installed so that it can be cleaned from the outside… in order to minimize dirt accumulation, contamination, or cross-contamination. The frequency of air exchange, the pressure difference between the rooms and the corridor must the established and maintained to avoid contamination and cross-contamination.
4.10. The temperature, humidity, light, space, noise, vibration, magnetic field in production rooms must be controlled to suit the production process, the operation of devices, the heat and humidity resistance of products, and the working conditions of employees (Annex 2).
4.11. The weighing and dispensing materials should be done within the production area. Having a room for preserving the materials after weighing and dividing the materials on shelves and in containers, and appropriate measures for preventing confusions.
4.12. There must be areas from preserving initial materials, wrappings, and finished products. Such areas must be designed and built with appropriate temperature, humidity, and light, and must have preservation shelves. Having the isolation areas (awaiting reception, release, import, storage, process, or return to suppliers), areas for preserving qualified products and products awaiting destruction. If such areas cannot be separated, it is required to have appropriate measures for avoiding confusion and disorder. The samples being taken in the warehouse must implement appropriate measures for avoid confusion and contamination. For products under the impacts of temperature and humidity such as PVC and aluminum foil, the producer must maintain the appropriate preservation conditions (temperature ( 28 0C, humidity  ( 70 %) in order to avoid changing the quality (humidity and mould, reduction of viscosity, or the impermeability of the bag/blister pack) of the pharmaceuticals during the circulation.
4.13. The room for preserving moulds, samples, or devices accessories must be disassemblable. There must be symbols or codes to avoid confusion.
4.14. The areas for storing garbage, treating sewage, preserving explosive and inflammable chemicals, the parking lot, the locker room, the bathroom, the canteen, the recreation room must be separated from the production area, test area, and preservation area. 
4.15. The factory must carry out overall assessment of the production conditions before commencing the operation, and periodically.
5. Devices
5.1. The producer must have enough necessary devices and tools suitable for the production of the products anticipated to be produced.
5.2. The workshop must be designed and built reasonably, the devices must be suitably arranged and installed for each stage (quantity, capacity).
5.3. The devices must be designed, made, and installed to ensure convenience and safety during operation, easy to maintain and clean, able to avoid dirt accumulation and negative impacts on products.
5.4. Having criteria for assessing the installation, operation, effect, and SOPs; having the operation and cleaning logbooks for each devices.
5.5. Having a program and contents of periodic maintenance of the devices. The devices must have labels showing that they been maintained, in good conditions, or broken.
5.6. The scales and pressure meters must be tested by functional agencies as prescribed. Other meters must be calibrated to ensure the reliability of the measurement results.
5.7. Having means of transport suitable for the distribution of products, and having measures for controlling the preservation conditions (temperatures, humidity,…) during the circulation of the packages under impacts such as aluminum foil…
6. Hygiene and sanitary conditions
6.1. General principles
b) The primary packages are in physical contact with drugs, so the hygiene in the production of primary packages are as important as in the production of drugs. 
b) The products might be physically or chemically contaminated, or contaminated by microorganisms from the workshop, in the air, from devices, tools, input materials, employees, or cross-contaminated. The producer must have a program and detailed contents for the cleaning of the workshop, devices, employees, and take other measures for controlling contamination and cross-contamination. The SOPs of hygiene must be appraised and assessed.
c) All relevant employees must be trained in SOPs of personal hygiene, workshop, devices, and tool hygiene. 
d) It is required to have symbols to represent the cleanliness of the production rooms, devices, tools, protective clothing, and the next cleaning day.
dd) The cleaning must be recorded.
6.2. Personal hygiene
a) Employees must have good health. The employees suffering from infectious diseases or open wounds must be limited from entering the production area.
b) The protective equipment and personal hygiene process must be suitable for the cleanliness level of the working room. It is prohibited to eat, drink, smoke, or bring personal belongings to the production area.
c) Only authorized persons may enter the workshop. Visitors wishing to enter the workshop must go through the personal hygiene process similarly to an employee.
The factory must take managerial and supervisory measures for ensuring that all people comply with the provisions on personal hygiene.
6.3. Cleaning devices and tools
a) Each type of devices must have separate cleaning process. The cleaning methods, cleaning time, detergents… must be chosen based on the practice of cleaning the hardest one.
b) It is required to separate the rooms for cleaning the disassemblable and portable devices and tools. Having a room to preserve clean and dried tools.
c) The rinsing water or compressed air must have the purity and cleanliness level suitable for the cleanliness of the room and the devices in the same stage.
6.4. The workshop hygiene 
a) The workshop must be regularly cleaned. The production rooms and air supply system must be periodically sterilized.
b) The airlock, pass-box, main corridor, air supply and extraction shafts must be cleaned
c) There must be provisions on collecting, classifying, and treating and hazardous wastes to ensure environment hygiene.
7. Materials
Materials includes initial materials and wrappings. Initial materials include glass, PVC, rubber, ink… or unfinished products such as glass tubes, PVC, aluminum foil.
General provisions
7.1. The initial materials must be tested and assessed to ensure the they are conformable with quality standards, unexpired, and accepted by the quality control division before putting into use. 
7.2. The initial materials must have the original testing sheet or release certificate of the factory. The factory producing packages in physical contact with drugs must periodically take samples for quality inspection, or take appropriate measures assessing the criteria and test methods that the factory is not able to carry out, such as chemical composition determination, heavy metal limit… of initial materials.
7.3. If the factory purchases unfinished packages to process, it must assess the supplier and examine the batch document apart from taking samples for quality inspection, in order to ensure that the products in the batch are uniform and meet the quality standards.
7.4. Water used for producing packages are considered initial materials, and must be periodically sampled, together with tap-water, at the use location for quality inspection.
7.5. The factory must keep all the quality inspection dossier and supplier assessment dossier of the initial materials.
Ink
7.6. Ink consists of ingredients such as colorings, adhesive, softener, drying agents, being dissolved, disintegrated in water or solvent, or treated by UV or EB energy.
7.7. Ink use in the pharmaceuticals industry include ink for material (capsule shell) and ink for packages in physical contact with drugs. Ink for packages in physical contact with drugs includes ink for outer side of drug jars, caps, or tubes (less likely to contaminate the drugs), and ink for rolling packages that cannot be cleaned before use (plastic and aluminum foil, desiccant bags…)
7.8. For ink on primary packages at risk of contaminating the drugs, the ink quality must at least meet the standards of ink for food (FDA). Must not use ink of which the toxicity cannot be controlled, such as solvent ink. The facility must provide documents proving the safety of ink, including the original testing sheets and relevant documents, to functional agencies at their request.
Aluminum foil, plastic foil
7.9. Aluminum foil and plastic foil is packed in form of rolls, so they cannot be cleaned before being used to form blister packs and bags. Therefore, it is required to strictly control the production conditions in order to ensure the hygiene during the production.
7.10. The rolling, shearing, printing, wrapping stages… (when the products are exposed to ambient air) must be carried out in areas with cleanliness of level D.
7.11. The aluminum foil and plastic foil rolls before and after cutting and printing must satisfy the requirements for bacterial contamination limit (moulds and fungi ≤ 19 cfu/100 cm2, aerobic bacteria: ≤ 190 cfu/cm2; pathogenic bacteria: E.coli, S.aureus, P.aeruginosa, Salmonella: none).
7.12. The factories that produce aluminum foil and plastic foil must comply with Point 7.1, Point  7.2 and Point 7.3 in Annex 1.
8. Production
8.1. The production must be organized, managed, and supervised by competent people, and run by experienced employees.
8.2. The production stages shall be carried out at rooms with appropriate cleanliness level depending on the standards of finished products and properties of intermediary products and the semi-finished products.
8.2. The production tasks, including weighing, dispensing materials, are only carried out when the room is clear, the devices are clean and in good conditions, and the materials are labeled “QA passed”. The materials must be cleaned and unwrapped before bringing to clean areas.
8.4. The production process must be correctly implement, and the results must be sufficiently and promptly recorded in batch documents. Avoid doing at contravention of the prescribed specifications. The inevitable must be permitted by competent persons, and must be explained in writing.8.5. Putting labels representing the isolation, acceptance or denial (yellow/white, blue, red) of products during the production, including materials after dividing into batches. The materials must be stored in rooms with appropriate shelves and containers.
8.6. The producer must organize inspections during the production, especially for important stages and specifications to certify the conformity of the entire batch to the quality standards. Apart from examining the testing sheets and assessing batch documents, it is required to examine the inspection and supervision during the production to make decisions on whether or not proceeding the production or releasing the finished products.
8.7. The status and quantity of redundant and waste products must be specified and preserved in appropriate places to avoid confusion.
9. Quality inspection
9.1. General principles
a) The factory that produces pharmaceutical packages must have a test lab, must be designed and built appropriately for the product quality inspection and assessment of production environment at the factory.
b) Having competent and trained personnel that satisfy work requirements. The people that have higher education degrees in pharmacy, chemistry, and microorganism to be in charges of departments and divisions. 
c) Have a test lab with cleanliness level as prescribed by GMP-WHO, in order to satisfy the requirements for assessing production environment and testing the bacterial contamination of products.
Having devices for analysis and measurement devices that are appraised, calibrated, and in good conditions in order to inspect the product quality according to the standards, and to test the main criteria of initial materials.
The factory that produces PVC and aluminum foil rolls must test the thickness, malleability, weight, mechanical durability, elasticity, adhesion, and impermeability of the bags or blister packs after being closed.
dd) Having a system of documents, SOPs, analysis and test process, approved by competent persons to serve the quality inspection.
9.2. Taking and preserving samples.
a) The samples must be taken by trained employees, in accordance with SOP, and at every import or for every batch of initial materials.
b) The devices, tools, and methods of samplings must be able to avoid contamination or cross-contamination. It is necessary to pay attention to particular requirements for toxic materials that affect the environment and the sampling employees.
c) The quantity of samples and preservation period of each subject must be appropriate for monitoring the quality and settling complaints.
9.3. Testing
a) Together with the inspection and supervision during the production, the quality inspection must represent the entire batch of products.
b) It is required to have the testing documents, tester’s handbooks, and logbooks of analysis devices.
c) In some certain cases, the original testing sheet of initial materials may be used for considering the use of such materials (more in Point 7.2, Annex 1).
9.4. Monitoring stability
The quality inspection division must study the stability to give the use period at appropriate preservation conditions for each kind of finished packages in physical contact with drugs (more in Point 4.12 and Point 5.7 of Annex 1).
10. Appraisal
10.1. General principles
a) The factory must determine the appraisals that need to make in order to prove the crucial factors that affect the product quality (workshop, supports, devices, process) that have been controlled. Such factors must be clearly determined with appropriate program stated in the original appraisal plan.
b) The appraisal board must be established, including people knowledgeable about the profession. The factory may invite experts.
c) It is required to compile an appraisal outline, including the method, devices, participants, acceptable standards, reappraisal time… for each appraised content. The approved outline must be correctly implemented. The results must be recorded, summarized, and concluded.
d) After the initial overall appraisal, the factory must maintain the appraisal with appropriate frequency and contents for each factor to be assessed. Any change of the relevant factors must be examined and considered to make decisions on reappraisal.
10.2. Some contents of appraisals and assessments of GMP of pharmaceutical packaging
a) Assessing the employee training results.
b) Assessing the production environment (data, measurements, observation of temperature, humidity, cleanliness…), cleanliness levels, and rationality of the microorganism test lab; assessing the effect of ancillary facilities (compressed air, clean water, fire prevention and fighting, waste treatment…); 
c) Testing, calibrating devices and meters;
d) Assessing the conformity to SOPs;
dd) Assessing the testing and producing devices;
e) Appraising the process of analysis, cleaning, and production;
g) Accessing the contractual testers, suppliers, and producers.
11. Documents
11.1. Documents are an essential part of the quality assurance system and needed for all aspects of GMP.
11.2. Documents are to determine the standards, process, methods of implementation; for relevant employees to know what to do and when to do; for competent persons to have all necessary information when considering and making decisions on releasing products and settling complaints about product quality; to provide necessary data for appraisal, review, and statistics; and to provide proof for inspectors. 
11.3. It is required to have written provisions on compiling, quoting, referring, approving, copying, training, applying, recording, reviewing, amending, updating, keeping, and destructing documents.
11.4. When using computers system to manage documents, it is required to have written provisions on accessing, editing, copying, saving...
11.5. The design, management, and use of the document system is subject to the producer. Some among the following basic documents may be combined or separated.
Some primary documents:
11.6. Standard Operation Process
Standard operation process – SOP – are documents approved by competent persons, giving guidance on one or some operations. The SOP is not necessarily separately applicable to single products, such as SOP of operation, SOP of maintenance or hygiene of a device. Some SOPs may be used for adding to the production, such as SOP of printer operation, or for adding to the batch documents such as SOP of inspection during printing or aluminum foil, or may be separately managed, such as SOP of appraising air conditioning system, or SOP of device assessment.
11.7. Labeling system
a) The factory must establish a uniform labeling system for groups of subjects such as input materials, wrappings, labels of products circulating during the production, finished products; labels on rooms, devices, moulds, and tools…
b) The labels must contain enough necessary information and represent the status (isolated, discarded, QA passed, or allowed to proceed, the date of cleaning, maintenance, testing, calibration, and the next dates).
c) The labels of finished packages must contain the following information: the product name, the name/address, phone number of the factory or importer, the packaging specification, the number of batch, date of production, date of expiry, preservation conditions, warnings.
11.8. Quality standards and testing documents.
a) The package producing factory must establish the quality standards of finished packages, as the basis for determining the acceptance standards of initial materials when assessing suppliers. If  necessary, the factory may establish quality standards of wrappings, intermediary products, semi-finished products (more in Point 2.6, Annex 1).
b) The quality standards of finished packages and initial materials must be consistent with general provisions on packaging in the Vietnam’s Pharmacopoeia.  The factory may refer to and apply popular pharmacopoeias such as Pharmacopoeia of England, US, Japan, Europe, International Pharmacopoeia, or comply with the Law on food safety and hygiene of Japan applicable to food and food additives.
c) The norms and technical requirements for finished packages and initial materials must be compatible with the drugs inside (sterile medications, oral medications, or ointments…), satisfy the requirements for drug protection, and ensure the safety and convenience for users. 
d) The testing methods must he appraised and assessed in practical situations at the factory (more in Point 7.2, Point 9.1, Point 12.2 of Annex 1).
dd) The testing sheet of finished packages must contain the following information: The sheet number, the name of products (samples) the name/address/phone number of the factory/importer, the batch number, date of production, date of expiry, batch size, packaging specifications, quality standards (reference) names of norms/technical requirements/results, conclusion, signature/full name/stamp/date of issue of the sheet.
e) Other documents: The tester's handbook, the analysis documents, sample delivery/reception book, logbook of chemicals, reagents, titrants, standard solution, the documents about testing/calibrating analysis devices or tools…
11.9. Production process
a) A production process includes the original formula (composition, standard, quantity of input materials and additives), a detailed description of the steps, the operation parameters of devices (if any) and requirements for inspection and supervision of crucial parameters and tasks during the production process.
b) The factory must appraise the production process to provide documents as proof that all the batches of products uniformly meet the quality standards when they are produced in accordance with such process. The impacts of each change in the process (if any) on products must be consider.
11.10. Batch documents
a) The batch documents include all the documents related to the production of a finished products batch, that show the history of each batch of products and provide relevant information about their quality.
b) A dossier of batch documents include:
- The production order cum material release sheet;
- The QA passed label, testing sheet of primary materials, label of materials and additives after weighing, and weighing sheet (if any)
- The cleanliness labels of rooms, devices, and the sheet of line clearance inspection before the production;
- The production results and inspection results;
- The QA passed label and testing sheet (if any) of intermediary products and semi-finished products;
- The testing sheet of finished products;
- The release order.
11.11. Other documents:
- Documents about personnel (the responsibility and authority description of important officers, job descriptions of groups of employees, training documents, health-checks documents);
- The process and assessment results of producing, testing devices, ancillary devices, and relevant utility system.
- The logbook of testing and producing equipment;
- The outline and results of the appraisal the production, testing, and preservation areas;
- The documents about monitoring production conditions (temperature, humidity, cleanliness level);
- The outline and results of the appraisal of production process;
- The documents about the product preservation, circulation, and distribution;
- The documents about the assessment of suppliers, contractual production and testing, complaint settlement, and product recall;
- Documents about labor safety, fire prevention and fighting, and environment protection;
- Documents about internal inspection
12. Contractual production and testing
12.1. The contractual production and testing must be clear, uniform, and controlled, in order to avoid misunderstanding that affect the work and product quality.
12.2. The contractual production and testing must be limited to some certain stages or some particular norms (not including the basic norms prescribed in Point 9.1, Annex 1), when the contractee is not capable to invest. Avoid exploiting contractual production and testing.
12.3. The contractor must have adequate workshop, devices, knowledge, experience, and personnel to satisfy the GMP of pharmaceutical packaging principles and standards before commencing contractual production and testing (only do the tasks within their capacity).
12.4. The contractee must assess the capacity of the contractor to ensure that the principles of GMP of pharmaceutical packaging are complied with. The assessment documents must be kept and provided for competent agencies at their request.
12.5. The contractor must not transfer the assigned work to a third party without the assessment and acceptance of the contractee.
12.6. It is required to make a contract between the contractee and contractor, specifying the tasks of each party, such as sampling, testing, inspection during the production, making decisions on accepting or rejecting material materials, on carrying on the production stages.
12.7. The contract must specify how the authorized person fulfill their obligation to the approval of releasing finished products.
12.8. The contract must specify the contractee is entitled to inspect and supervise the conformity of the contractor, and the contractor must facilitate the inspection.
12.9 The contractee must provide necessary information to implement the terms in the contract, and make sure that the issues that may harm the factory, devices, employees, and products have been aware by the contractor.
12.10. The process of the contractor must be compatible with the process of the contractee.
12.11. The document about the production, testing, and samples must be provided by the contractee to serve the quality assessment, complaint settlement, and present to inspectors when necessary.
13. Settling complaints, recalling products, and handling returned products
13.1. General principles
a) It is require to have an official process to check the complained products received and the information about unqualified products, or other doubts about quality.
b) If it is necessary to recall products, the recall must be done quickly and effectively.
c) It is required to assign a person or a group of employees to be in charge of settling complaints, recalling and handling recalled products.
13.2. Complaints about products
a) If the products are discovered or doubted that they do not meet the quality standards, it is require to consider and assess the impacts, and may examine other relevant batches.
b) The reasons of the complaints must be analyzed to take remedial or preventive measures.
c) The complaints must be recorded and kept in documents, specifying the relevant batches and corresponding handling measures.
13.3. Recalling products
a) It is required to have an official procedures for recalling products, and to organize a system capable of quickly and efficiently recalling faulty products.
b) The product recall must be done as soon as possible, at all establishments that distribute or use faulty products. The recalled products must be isolated at appropriate places awaiting being handled.
c) The product recall process must be monitored and recorded. The final report must show the quantity of distributed and recalled products.
14. Internal inspection
14.1. The purposes of internal inspection is that the package producer can assess the conformity to the GMP of pharmaceutical packaging principles and standards during the production, and to inspect the quality, detect the faults, and introducing appropriate remedial measures and action plans.
14.2. The factory needs to establish the Internal inspection Board The members of the Internal inspection Board are persons competent to sufficiently and objectively assess the application of GMP of pharmaceutical packaging principles and standards (leaders of relevant divisions of the factory). The factory may invite experts from the outside.
14.3, The factory producing packages in physical contact with drugs must compile the list of internal inspection, based on the inspection list (Annex 3), that satisfy the GMP of pharmaceutical packaging principles and standards, and suit the practical application at the factory. This list must be periodically reviewed and updated.
14.4. The internal inspection must be periodically carried out at least once per year, and in some particular cases such as the product quality constantly fail to meet the standard, receiving complaints about the products, or receiving inspection plans from functional agencies.
14.5. Making reports on the internal inspection results, the assessment and classification of faults after each internal inspection; introducing remedial measures; implementing the remedial measures, monitoring and assessing the completion.
14.6. The scope of inspection may be part or all of the following aspects:
a) Personnel and training;
b) The workshop and ancillary system;
c) Maintenance of the workshop and devices;
d) The personal hygiene, the workshop and devices hygiene;
dd) Materials and assessment of suppliers;
e) Production and inspection during production;
g) Labels and labeling;
h) Quality inspection and standardization;
i) Calibration and tests of devices and meters;
k) Preservation, circulation, distribution, complaints, and recall of products;
l) Contractual assessment of the production and inspection;
m) Labor safety and environment protection
15. Labor safety, fire prevention, fire fighting, and environment protection
The factory that produces packages in physical contact with drugs must comply with law provisions on fire prevention, fire fighting, labor safety, and environment protection.
ANNEX 2
DEFINITION AND CLASSFICATION OF CLEANLINESS ACCORDING TO GMP
(Promulgated together with the Circular No. 14/2012/TT-BYT dated August 31, 2012 of the Ministry of Health)
Clean areas are areas of which the limits of alien particles and microorganisms and in the air and on the surface of production devices, on the floor, the walls, and the ceiling of production rooms, are under control Such areas must be designed and built in order to minimize the risks of contamination, cross contamination, and to maintain the cleanliness level.
The cleanliness level of the production rooms must be suitable for the types of products such as packages of sterile medications, oral medications, and ointments without open wounds; suitable for packages that must be cleaned (rinsed, steamed, dried) before use. The cleanliness level of the production room must be suitable for the contamination on products at the place of production, such as the material dispensary, the preparation room (while the products are exposed to ambient air), or at packaging and preserving stages…The parameters such as the frequency of air exchange, the pressure difference between the rooms and the corridor must the set together with other measures to maintain the cleanliness level.
The parameters such as temperature, humidity, and light must be set and maintain in accordance with GMP-WHO, and suitable for the product features (heat-resistant, moisture-resistant), the generation of dirt, and the working conditions of employees. 

	Cleanliness level
	A
	B
	C
	D
	E

	Number of particles in 1 m3  of air: 
- During breaks:
	
	
	
	
	

	+ 0.5 ((m)
+ 5.0 ((m)
	3,520

20
	3,520

29
	352,000

2,900
	3,520,000

29,000
	-

-

	- During operation:
	
	
	
	
	

	+ 0.5 – 5.0 ((m)

+ Over 5.0 ((m)
	3,520

20
	352,000

2,900
	3,520,000

29,000
	-

-
	-

-

	Microorganism limit:
	
	
	
	
	

	- cfu/m3 (1)
	< 1
	10
	100
	200
	-

	- cfu/plate/4 hours (2)
	< 1
	5
	50
	100
	-

	- cfu/contact plate (3)
	< 1
	5
	25
	50
	-

	- cfu/glove (4)
	< 1
	5
	-
	-
	-

	Temperature
	-
	( 25 0
	( 25 0
	( 25 0
	( 25 0

	Humidity
	-
	( 70 %
	( 70 %
	( 70 %
	( 70 %

	Pressure (absolute) & gradient (pascal)
	-
	28 ± 5

(23 - 33) 
	18 ± 4

(14 - 22) 
	10 ± 3

(7 - 13) 
	4 ± 2

(2 - 6)

	Air exchange (times/hour)
	(4.5 m/s)
	( 20
	( 20
	15 - 20
	10 - 15

	(1):
	Air sampling method;

	(2):
	Method of placing agar plates (diameter 90mm) in 4 hours;

	(3):
	Method of placing contact plates 55 mm in diameter;

	(4):
	Method of printing 5 fingers;


ANNEX 3
LIST OF GMP OF PHARMACEUTICAL PACKAGING INSPECTION

(Promulgated together with the Circular No. 14/2012/TT-BYT dated August 31, 2012 of the Ministry of Health)
Method of result recording (depending on the statement):
	-
	False/failed
	

	-
	Inadequate/failed
	±

	-
	True/Passed
	+

	-
	Fill in the blank (Notes)
	… (e.g. level C)


	No.
	Question
	Reference
	Yes
	No
	Notes

	
	
	
	Passed
	Failed
	
	

	(1)
	(2)
	(3)
	(4.1)
	(4.2)
	(5)
	(6)

	1.
	Quality control system
	
	
	
	
	

	a.
	Does factory establish the quality control system, including the relevant processes, resources, and organizational structure?
	2.1

2.2

2.3
	
	
	
	

	b.
	Are the production division and the quality control division independent? 
	2.4
	
	
	
	

	c.
	Is the leader of the quality assurance division concurrently the leader of the quality inspection division? 
	2.4
	
	
	
	

	d.
	Does factory establish and maintain inspection during the production?
	2.5
	
	
	
	

	đ.
	Does the factory carry out cross inspection among the division through assessing the conformity with approved standards? 
	2.6
	
	
	
	

	2.
	Personnel and training
	
	
	
	
	

	a.
	Total number of employees:
	3.1
	
	
	
	

	b.
	Including: Bachelor’s degrees (in pharmacy/others); College, intermediate degrees (in pharmacy/others); primary degrees (in pharmacy/others); Manual labor.
	3.1
	
	
	
	

	c.
	Including: Quality assurance department/Quality inspection department/Workshop/Other divisions (warehouse, electromechanics…)
	
	
	
	
	

	d.
	Are employees given health-checks annually?
	
	
	
	
	

	đ.
	Does each group of employees have a job description?
	3.1
	
	
	
	

	e.
	Does the leader of the production management division have a description of duties and authority?
	3.2
	
	
	
	

	g.
	Does the leader of the quality assurance division have a description of duties and authority?
	3.3
	
	
	
	

	h.
	Does the leader of the quality inspection department have a description of duties and authority?
	3.4
	
	
	
	

	i.
	Does the factory formulate plans, programs and contents of training, including external training suitable for relevant subjects?
	3.5
	
	
	
	

	k.
	Enumerate the training contents: 
	3.5
	
	
	
	

	l.
	Does the trainer have knowledge and experience in GMP?
	3.5
	
	
	
	

	m.
	Are the results assessed and recorded after each training course?
	3.5
	
	
	
	

	3.
	The workshop
	
	
	
	
	

	a.
	Is the workshop designed and built to satisfy the requirements on flooding and storm resistance, pest prevention, and isolation of sources of infection? 
	4.1
	
	
	
	

	b.
	Are the restrooms separated from the production area?
	4.2
	
	
	
	

	c.
	Is the area of producing packages separated from the area of producing other products, and suitable for other areas such as the warehouse of initial materials, the preservation area of wrappings and food?
	4.2
	
	
	
	

	d.
	Are the production rooms adequately spacious and unidirectionally arranged.
	4.3

4.4
	
	
	
	

	đ.
	Are the cleanliness levels of production rooms designed and built appropriately for the products and production stages?
	4.6

4.7

4.8
	
	
	
	

	e.
	Are there measures for maintaining the cleanliness level and appropriate production conditions such as pressure difference or exchange of air… ?
	4.9

4.10
	
	
	
	

	g.
	Does the preservation area satisfy the conditions, and is it suitable for the preserved subjects.
	4.12
	
	
	
	

	h.
	Is the workshop comprehensively assessed before putting into use, and periodically assessed, and recorded in documents?
	4.15
	
	
	
	

	4.
	Devices
	
	
	
	
	

	a.
	Does the factory have devices that satisfy the requirements for production and testing?
	5.1 
5.2
	
	
	
	

	b.
	Does the factory formulate outlines and test the devices before putting into use?
	5.3
 5.4 
5.5
	
	
	
	

	c.
	Are the devices periodically maintained, tested, and put on conformity labels?
	5.5
	
	
	
	

	d.
	Are the scales, pressure gauges and other measurement devices tested and calibrated? 
	5.6
	
	
	
	

	đ.
	Are the goods and products transported by appropriate means?
	5.7
	
	
	
	

	5.
	Hygiene and sanitary conditions
	
	
	
	
	

	a.
	Does the factory have an overall sanitary program for the workshop, and take measures for preventing contamination and cross-contamination? 
	6.1
	
	
	
	

	b.
	Are there provisions on entering and exiting production areas applicable to unauthorized persons, infected employees, and visitors?
	6.2
	
	
	
	

	c.
	Are the labor protective clothing and shoes for internal use in the factory in areas with controlled cleanliness levels distinguishable from clothes worn outside such area? 
	6.2
	
	
	
	

	d.
	Are the SOPs of personal hygiene and production device hygiene appraised/assessed, and recorded in documents?
	6.1
	
	
	
	

	đ.
	Do the employees rinse and dry their hands after using the bathroom and before wearing protective clothing? 
	6.1
	
	
	
	

	e.
	Do the devices, tools, and protective clothing have labels of conditions (sanitary)?
	6.1
	
	
	
	

	g.
	Are the devices and accessories cleaned and preserved in separate rooms?
	6.3
	
	
	
	

	h.
	What kind  of water used to rinse the devices and tool?
	6.3
	
	
	
	

	i.
	Is compressed air assessed as contaminated with physical dirt and microorganisms?
	6.3
	
	
	
	

	k.
	Are the production rooms (including the air supply system) periodically sterilized?
	6.4
	
	
	
	

	l.
	Are there provisions on collecting garbage, environmental hygiene, and cleaning shared areas such as corridors and pass-boxes.?
	6.4
	
	
	
	

	6.
	Materials
	
	
	
	
	

	a.
	Enumerate some primary input materials used in the factory.
	7
	
	
	
	

	b.
	What kind of water used in package production?
	7.4
	
	
	
	

	c.
	Summarize the method and frequency of input water quality assessment.
	7.4
	
	
	
	

	d.
	Does the factory establish quality standards of the materials use in the factory?
	7.1
	
	
	
	

	đ.
	Are the quality standards initial materials conformable with the standards and use purposes of the finished products?
	11.8
	
	
	
	

	e.
	What Pharmacopoeia and subjects to which the quality standards of the materials and finished products are conformable?
	11.8
	
	
	
	

	g.
	Are the suppliers assessed under a process and recorded in documents?
	7.3
	
	
	
	

	h.
	Are the imported materials isolated (with yellow labels) while awaiting the tests and judgment on the use.
	7.1
	
	
	
	

	i.
	State preservation conditions of initial materials.
	4.12
	
	
	
	

	k.
	Are all batches and imports examined and approved by competent persons?
	7.1
	
	
	
	

	l.
	Enumerate the criteria that the factory has not been able to test
	7.5
	
	
	
	

	m.
	What measure does the factory take to assess quality related to the criteria that cannot be tested?
	7.5
	
	
	
	

	n.
	Are the original testing sheet of initial materials kept?
	7.5
	
	
	
	

	o.
	Are the packages printed? (specify the kind of ink) 
	7.8
	
	
	
	

	p.
	Is the safety of such ink proved in writing?
	7.8
	
	
	
	

	7.
	Production
	
	
	
	
	

	a.
	Do the quantity, credentials, and experience of the workshop managers, team leaders, and production employees satisfy the requirements?
	8.1
	
	
	
	

	b.
	Enumerate the employees directly participating in the production.
	8.1
	
	
	
	

	c.
	Are the production stages carried out in areas with appropriate cleanliness class and ensure the unidirectional principle?
	4.3 
8.2
	
	
	
	

	d.
	Does the competent persons allow to put QA passed labels (green labels) on initial materials before putting into use?
	8.3
	
	
	
	

	đ.
	Are the production rooms and devices cleaned and do they ensure the smooth operation before each shift?
	8.3
	
	
	
	

	e.
	Does each kind of products have an approved production process?
	8.4
	
	
	
	

	g.
	The number of appraised/ promulgated production processes? 
	10.4
	
	
	
	

	h.
	Are the results recorded in batch documents?
	8.4
	
	
	
	

	i.
	Does the factory carry out inspections during the process to ensure the conformity with the production process and GMP principles?
	8.6
	
	
	
	

	k.
	The number of IPC employees? What divisions do they belong?
	2.5
 8.6
	
	
	
	

	l.
	Are the tasks of IPC employees and the frequency of each particular task specified in SOPs? 
	2.5
	
	
	
	

	m.
	Are there SOPs of  the maintenance and hygiene of production devices? 
	5.4
 6.3
	
	
	
	

	n.
	Are the products isolated after each primary stage to await test results and/or decisions from competent persons before proceeding the production?
	8.6
	
	
	
	

	o.
	Who is the person competent to approve the release of finished products? Does the basis for releasing include the examination of batch documents, inspection results, testing sheets, and other relevant factors? 
	8.6
	
	
	
	

	p.
	Is there logbooks to record the use and cleaning of primary production devices?
	5.4
	
	
	
	

	q.
	Is there SOP of the collection, isolation, treatment of redundant and waste products? Are the results recorded in documents?
	8.7
	
	
	
	

	8.
	Quality inspection
	
	
	
	
	

	a.
	Does the factory have a test lab for testing the quality of materials, intermediary products, finished products, and assessing the production environment?
	9.1
	
	
	
	

	b.
	Do the quantity, credentials, and experience of the test lab managers, team leaders, and testers satisfy the requirements?
	9.1
	
	
	
	

	c.
	Personnel of the test lab:
	9.1
	
	
	
	

	d.
	Does the bacterial test lab satisfy the requirements for cleanliness level to assess the production environment and test the bacterial contamination of products? 
	9.1
	
	
	
	

	đ.
	Are there testing devices that satisfy the requirements for quality inspection of materials and products? 
	9.1
	
	
	
	

	e.
	Are the devices maintained, tested, and calibrated?
	9.1
5.6 
	
	
	
	

	g.
	List the existing testing devices in the factory.
	9.1
	
	
	
	

	h.
	Are there approved testing process?
	9.1
	
	
	
	

	i.
	What tests that the factory is not able to do?
	9.3

7.2
	
	
	
	

	k.
	State some bases for accepting the conformity to standards of initial materials when some of the criteria are not be tested by the test lab.
	7.2 
7.4
	
	
	
	

	l.
	Where are the materials sampled?
	9.2
	
	
	
	

	m.
	Do the quantity, time, conditions for preserving samples (including samples of finished products) satisfy the requirements for monitoring quality and settling complaints?
	9.2
	
	
	
	

	n.
	Does the factory study the stability and determine the shelf life of the products? 
	9.4
	
	
	
	

	o.
	Give the shelf life and corresponding preservation conditions of the products.
	9.4
	
	
	
	

	p.
	What are the preservation conditions of finished products in storage and in transit?
	9.4

4.12
	
	
	
	

	9.
	Appraisal
	
	
	
	
	

	a.
	Does the factory have an original appraisal plan?
	10.1
	
	
	
	

	b.
	Does the original appraisal plan specify the primary tasks? 
	10.1
	
	
	
	

	c.
	Does the factory establish an appraisal board with appropriate personnel?
	10.2
	
	
	
	

	d.
	Enumerate the contents appraised and assessed by the factory.
	10.5
	
	
	
	

	đ.
	Is there an appraisal outline, including the method, devices, participants, acceptable standards, reappraisal time… for each appraised content? 
	10.3
	
	
	
	

	e.
	Is the appraisal in accordance with the plan and outline? Is the report complete and recorded in documents?
	10.3
	
	
	
	

	10.
	Documents
	
	
	
	
	

	a.
	Is there a SOP of the compilation, promulgation, and management of documents and SOP?
	11.3
	
	
	
	

	b.
	Are there provisions on accessing, editing, saving documents on computers?
	11.4
	
	
	
	

	c.
	Is there a SOP guiding the operation?
	11.6
	
	
	
	

	d.
	The documents about quality inspection must include:
	
	
	
	
	

	
	- The quality standards (requirements and test methods) of materials, finished products, and semi-finished products; 
	11.8
	
	
	
	

	
	- The testing documents, (tester’s handbooks, analysis sheets, testing sheets);
	
	
	
	
	

	
	- The logbook of primary analysis devices;
	11.11
	
	
	
	

	
	- The documents about testing, calibrating the analysis and testing devices;
	11.8
	
	
	
	

	
	- The logbook of chemicals, reagents, titrants, standard solution; delivery and reception of samples;
	11.8
	
	
	
	

	đ.
	The documents about production must include:
	
	
	
	
	

	
	- The original production process of each product.
	11.9
	
	
	
	

	
	- Product batch documents. 
	11.10
	
	
	
	

	
	- The appraisal outline and appraisal documents of each production process;
	11.9 
11.11
	
	
	
	

	
	- The logbook of primary production devices and production conditions 
	11.11
	
	
	
	

	e.
	Other documents such as:
	
	
	
	
	

	
	- The labeling system
	11.7
	
	
	
	

	
	- Documents about the assessment of devices/environment of production/testing/preservation; 
	11.11
	
	
	
	

	
	- Documents about preservation, circulation, distribution, complaints, and recall of products; 
	11.11
	
	
	
	

	
	- Documents about accessing suppliers, and contractual production/testing.
	11.11
	
	
	
	

	
	- Personnel documents;
	11.11
	
	
	
	

	
	- Documents about labor safety, fire prevention, and environment protection
	11.11
	
	
	
	

	
	- Internal inspection documents
	11.11
	
	
	
	

	11.
	Contractual production and testing
	
	
	
	
	

	a.
	Does the factory carry out contractual production or testing?  Specify the contents.
	12.2
	
	
	
	

	b.
	Is the fulfillment of the GMP of pharmaceutical packaging principles and standards of the contractor assessed and recorded in documents?
	12.4
	
	
	
	

	c.
	Does the contract specify the responsibility of each party?
	12.6
	
	
	
	

	12.
	Settling complaints, recalling products, and handling returned products 
	
	
	
	
	

	a.
	Is there a process for receiving and processing information about complaints, recalling products, and handling returned products?
	13.1 
13.3
	
	
	
	

	b.
	Does the factory establish a team for settling complaints and recalling products?
	13.1
	
	
	
	

	c.
	Are the complaint settlement and product recall recorded?
	13.2 
13.3
	
	
	
	

	13.
	Internal inspection
	
	
	
	
	

	a.
	Is there a decision on establishing the Board of internal inspection, including the quality control division and representatives from relevant division?
	14.2
	
	
	
	

	b.
	Is there a list of internal inspection suitable for the practical situation?
	14.3
	
	
	
	

	c.
	The frequency of internal inspection.
	14.4
	
	
	
	

	d.
	Are there reports, classification of faults, remedial actions, and assessment of remedial actions after each internal inspection?
	14.5
	
	
	
	

	14.
	Labor safety, fire prevention, and environment protection
	
	
	
	
	

	a.
	Labor safety:
	15
	
	
	
	

	
	- Are the noise, light, and other impacts on the employees’ health in production, testing, and preservation areas controlled?
	
	
	
	
	

	
	- Are devices likely to affect human health such as boilers, compressed air tanks tested?
	
	
	
	
	

	
	- Are the employees trained in labor safety?
	
	
	
	
	

	b.
	Fire prevention and fighting:
	15
	
	
	
	

	
	- Are there provisions on fire prevention and fighting in the workshop and the warehouse?
	
	
	
	
	

	
	- Do the divisions have fire prevention and fire extinguishing equipment?
	
	
	
	
	

	
	- Are all employees trained in fire prevention and fighting
	
	
	
	
	

	
	- Is there inspection documents of functional agencies about the fire prevention and fighting work?
	
	
	
	
	

	c.
	Environment protection:
	15
	
	
	
	

	
	- Are there systems or measures for collecting and treating exhaust produced during the production, testing,  preservation, or other stages?
	
	
	
	
	

	
	- Are there systems or measures for collecting and treating solid wastes produced during the production, testing, preservation, or other stages?
	
	
	
	
	

	
	- Are there systems or measures for collecting and treating liquid wastes produced during the production, testing, preservation, or other stages?
	
	
	
	
	

	
	- Are there instructions and documents about environment protection?
	
	
	
	
	

	
	- Are there instructions and documents about training in environment protection for employees?
	
	
	
	
	

	
	- Are there documents about periodic internal inspection of environment protection?
	
	
	
	
	

	
	- Are there inspection documents of functional agencies about environment protection?
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