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CIRCULAR
ON THE PRINCIPLES OF PRODUCING HERBAL MEDICINES AND THE ITINERARY FOR APPLYING THE GOOD MEDICINE MANUFACTURING PRACTICE (GMP) TO ESTABLISHMENTS PRODUCING HERBAL MEDICINES

Pursuant to the Law on Pharmacy No. 34/2005/QH11 of June 14, 2005;
Pursuant to the Government's Decree No. 79/2006/ND-CP of April 09, 2006 on detailing the implementation of a number of articles of the Law on Pharmacy;
Pursuant to the Government's Decree No. 188/2007/ND-CP of December 27, 2007 on defining the functions, tasks, powers and organizational structure of The Ministry of Health;
Pursuant to the Government’s Resolution No. 62/NQ-CP of December 17, 2010 on simplifying administrative procedures under the management authorities of The Ministry of Health;

Considering the reality of the deployment of the “Good medicine manufacturing practice” standards and principles at establishments producing herbal medicines under the recommendation for the World Health Organization.
The Ministry of Health prescribes the principles of producing herbal medicines and the itinerary for applying Good medicine manufacturing practice principles and standards to establishments producing herbal medicines as follows:

Chapter I
GENERAL PROVISIONS
Article 1. Scope of regulation 
1. This Circular prescribes the principles of producing herbal medicines and the itinerary for applying Good medicine manufacturing practice principles and standards to establishments producing herbal medicines.

2. This Circular guides the dossier compilation, the procedures for appraising the conditions for producing herbal medicines at establishments producing herbal medicines.

Article 2. Interpretation of terms
In this Circular, the following terms are construed as follows:

1. Establishments producing herbal medicines include enterprises, business households operating under the Enterprise Law to produce herbal medicines, or cooperatives and other establishments doing other activities relating to medicine production from herbs (hereinafter referred to as establishments)

2. Herbal medicines are medicines produced from natural ingredients of animal, plant or mineral origins.

Medicines of which the pure active ingredients are derived from herbs, medicines combined from herbs and synthetic active chemicals are not termed herbs.

3. Oriental medicines are herbal medicines being prepared under the traditional medicine theories and methods from Oriental countries.

Chapter II
PRINCIPLES OF PRODUCING HERBAL MEDICINES
Article 3. Provisions on herb quality
1. All the herbs used for producing medicines for human use must undergo quality inspections. When the quality standards are satisfied and the relevant law provisions are complied with, such herbs shall be allowed to be used for production, preparation and circulation.

2. Herbs for producing medicines must be supplied by establishments qualified for operating medicine business.

a) The purchase of herbs from domestic plants must be made into contracts with establishments/individuals that cultivate herbs therein contain the terms about herb quality assurance as prescribed.

b) Producing establishments must make dossiers and archive information about the sources, origins and methods of harvesting, processing and preserving herbs serving the medicine production.

3. Herbs and material quality inspection 

a) All the preliminary materials and herbs being used in production must have quality standards. Establishments must arrange sufficient professional personnel and equipment to perform the sampling, inspection and tests of herbs, intermediary products, semi-finished products and finished products.

b) The comparative herb samples must be prepared for comparative tests: inspection by senses, microscopes and other various chemical methods. The sampling of herbs, intermediary products, semi-finished products and finished products must be implemented under the processes approved by the establishment and performed by pharmaceutically professional and experienced individuals.

c) It is required to make the records and dossiers on proving that all the necessary processes of sampling, inspections and tests are performed in accordance with the process. All the deviations from the process must be fully recorded.

d) It is required to record the test and inspection results under the standards of herbs, materials, intermediary products, finished products and finished products. The samples of herbs, materials, finished products and finished products of each production wave must be fully archived.

Article 4. Provisions on personnel and training
1. Establishments must have competent employees to perform the tasks under the responsibility scope of the producer. The personal responsibilities must be expressly determined, well understood by relevant individuals and stated in the job descriptions of establishments.

2. Personnel

a) Establishments must have sufficient personnel of whom the skills and experience are appropriate for production divisions and the production scale of the establishment. The personnel must be separately specialized in the medicine production, test and preservation.

b) The personnel must be provided with professional training and field experience in producing medicines and herbal medicines.

c) The supervisors in the production, quality control and preservation divisions must have knowledge and skills in pharmacy and must be provided with professional training in pharmacy.

3. Training

a) Producing establishments must provide training under a written program for all the personnel in production, quality inspection and preservation divisions (including technicians, maintainers and janitors) an other employees if necessary

b) Establishments must provide periodic and annual training programs approved by competent persons of the establishment and archive the training dossiers.

Article 5. Provisions on workshops and equipment 
1. The workshop must be situated, designed, built, repaired and maintained consistently with the operation and the production scale of the establishment.

2. Preservation area

a) The preservation area must be adequately spacious and consistent with the production scale. It is required to provide segregation and isolation among the preliminary material, packing material, intermediary products, finished products, semi-finished products, factory-released products and eliminated, returned or recalled products.

b) The preservation area must be designed or modified to ensure the good preservation conditions, able to prevent insects, rodents and other animals. It is required to take measures for preventing the infection of microorganism in the herbs and cross-contamination. The preservation area must be clean, dry, sufficiently bright and sustained at the appropriate temperature for the preservation objects or under the instruction of producers. Equipment or tools to monitor humidity, temperature as well as daily records are required.

c) It is required to arrange separate areas for preserving substances of special preservation requirements such as solvent, explosive and inflammable materials, poisons and similar substances.

d) The herbs must be separately preserved, assured of dryness and ventilation, temperature and humidity control, systematically arranged and labeled. Before storing, herbs must undergo sensory quality inspections, humidity inspections as well as inspections of relevant norms. It is required to make monitoring dossiers, perform periodic inspections and record the process of warehouse stock-in, stock-out and inventory of herbs. The preservation of extracted solution, extracted glues and other preparations must comply with the conditions of humidity, temperature and light; these conditions must be sustained and supervised throughout the preservation.

dd) It is required to establish and apply the label system to monitor the condition of ingredients, semi-finished products, finished products including labels of isolation, acceptance and elimination with necessary information such as: material name, batch number, test number, date of production/elimination or date of test/expiry. The eliminated herbs must be labeled specifying their conditions and separately preserved, isolated from accepted herbs. Only the assigned responsible persons are allowed to put on the condition labels of preliminary ingredients.

3. Areas for preliminarily processing/treating and processing herbs 

a) It is required to arranged separate areas for treating, processing and preliminarily processing herbs. This division must be isolated from other medicine production areas. The areas for preliminarily processing herbs such as: refining, removing impurities, dirt and unused compositions; washing, cutting, treating crude herbs (the washing places, drying grounds and places must comply with the requirements and the scale of the establishments).

b) The areas for processing and preliminarily processing herbs must be cleanable, ventilated, hygienic and easy to work in. The clean water system must satisfy the minimum standards of potable water in order to hygienically process the herbs.

4. Production area

a) The workshop must be appropriately situated, unpolluted, conveniently designed and built, reasonably maintained and cleaned, able to avoid negative impacts from the weather. The production chambers in the workshop must be designed and arranged on the one way circulation principle of materials, workers, products and wastes in order to prevent the accidental mixture or cross-contamination or when the production produces dirt.

b) The workshop must be built, maintained and protected from insects, rodents and other animals that may intrude and inhabit.

c) The workshop must be equipped with lighting devices being adequately designed and installed in order to ensure the accuracy of works. The equipment must be tidy and clean, maintained and kept in good conditions, cleaned and sterilized under the written process. The sanitary dossiers of each production batch must be archived.

5. Quality inspection area

a) The area for testing and inspecting medicine quality must be isolated from production areas. The test lab must be designed consistently with the activities therein. The area must be reasonably spacious in order to avoid confusion, cross-contamination, and sufficient for preserving samples, standard substances, solvents, reagents and test dossiers.  

b) Areas for biological tests and microbiological tests must be separated and equipped with separate air treatment devices and other devices

6. Ancillary system

a) Air treatment system

The establishments are recommended to install separate systems air treatment or conditioning for production areas such as: production area, test area, preservation area, area for microbiological tests, area for producing sensitive or highly toxic substances.

b) Water treatment system

Depending on the medicine preparations, the water sources for production must satisfy the minimum standard of potable water or satisfy the standard of usable water in accordance with the requirements of each medicine preparation.

The establishments are recommended to invest in water treatment systems that satisfy the standards of pure water supplied to medicine production divisions. It is required to annually take samples and inspect the quality of water sources serving the production.

c) Sewage, exhaust and waste treatment system 

Establishments must take appropriate measures for treating sewage, exhaust, wastes and scrap produced during the production, ensure the safety and hygiene.

Establishments are recommended to invest in sewage, exhaust and waste treatment system consistently with the production scale, ensure safety and hygiene.

d) Fire prevention and extinguishing system

Establishments must be equipped with adequate tools, equipment and plans for preventing, extinguishing fire approved by fire departments; the tools and equipment for preventing, extinguishing must always be functional.

7. Production equipment

a) The production factory must be equipped with necessary devices for producing medicine lines allowed to be produced at the establishment.

b) The production equipment must be designed, selected, devised, arranged and maintained appropriately, ensuring the convenient and safe operation, facilitating the maintenance and sanitation; avoiding cross-contaminations, dirt and contaminant accumulation, avoiding negative impacts on the product quality.

c) The scales and other measurement equipment must be calibrated as prescribed. The calibration, appraisal must be adequately performed and their results must be recorded and archived.

d) It is required to have the process for guiding the sanitation and maintenance of tools and equipment. Such processes must be fully observed.

dd) Damaged and unused machinery, equipment must be moved out of the production area and undergo quality examination. In case it is not able to be moved out, such machinery and equipment must be labeled “damaged” in order to avoid accidental use.

8. Weighing area

The weighing of preliminary material must be made in separate weighing areas designed for weighing. This area may be inside preservation areas or production areas.

9. Sanitation area

The area for personal sanitation and recreation must be separated from production areas or medicine test area. The locker room, bathroom and restroom must be easily accessible and appropriate for the user quantity. The restroom must not directly connect with medicine preservation and production areas.

Article 6. Provisions on hygiene and sanitation
1. Establishments must apply the principles of ensuring workshop hygiene and personal hygiene during the entire medicine production, including workshop hygiene, personal hygiene, machinery, equipment and tool hygiene, package material hygiene.

2. Hygiene standards

Establishments must establish and promulgate the standards of hygiene inspection in production; the standards of working outfits, methods of inspecting workers’ physical conditions, methods of hand washing and sterilization.

3. Workshop hygiene

a) Establishments must establish the process and method of workshop and equipment sanitation consistently with each form of medicine preparation. These processes must be periodically reviewed and approved by competent persons at the establishments.

b) It is required to regularly take measures for treating wastes from production areas in order to ensure the hygiene in this area. The waste bins must be clearly marked, regularly emptied and cleaned at least once per day.

4. Personal hygiene 

a) Employees working in production divisions must be trained in practicing keeping hygiene conditions of the workshop, equipment, tools and personal hygiene.

b) Establishments must take measures for ensuring the provisions on personal hygiene are observed by the employees in accordance the production requirements and the nature of medicine preparation.

c) Employees operating machinery must not directly contact the preliminary materials, direct packing materials, intermediary products and semi-finished products.

dd) Employees must be equipped with appropriate labour protection instruments such as gloves, helmets, workwears, facemasks, shoes appropriate for each stage of production and processing. It is required to take measures for preventing employees from direct contact with toxic substances and allergic herbs 

dd) It is forbidden to smoke, eat and drink, put plants, food, beverage, medicines and personal belongings in the production area, quality test lab, preservation area and other areas that cause negative effects on product quality.

Article 7. Provisions on dossiers and documents
1. Establishments must establish the dossier and document system in order to determine the standards and processes for all the materials and finished products, determine the production method as well as quality inspection so that all the relevant employees are able to understand and correctly perform the assigned duties. The authorized person must be assured of having every necessary information when making decisions on release a medicine batch to the market. The dossiers must contain evidences in order to trace back. These dossiers and evidences must be provided to the inspector for investigation. The dossier must contain necessary figures for appraising, reviewing and analyzing statistics.

2. Labels

a) Labels for package, machinery, equipment or workshops must be evident, not equivocal and must comply with the unanimous forms of the establishments in accordance with the provisions on medicine labeling. Apart from writing, the colors might also be used to indicate the conditions of material, machinery and equipment (e.g. isolated, accepted, eliminated or cleaned).

b) All the finished medicines must be identified and labeled under the current provisions on medicine labeling.

c) For standard substances and their labels/documents, it is required to specify the reactivity, concentration, date of production, date of expiry, date of first unpacking, preservation conditions and identification number if any.

3. Dossier on quality standards

The preliminary materials, intermediary products, semi-finished products, finished products must have sufficient standards and methods of analysis and examination. The preliminary materials must have standards consistently with the Vietnam’s Pharmacopoeia, fundamental standards of quality and hygiene as prescribed by The Ministry of Health.

a) Standards of preliminary material and packing material

Standards of preliminary materials, primary packages and printed packages may be provided with material description that contains the following information:

- Names (INN name if possible) and internal codes. For herbs, the minimum information such as name and origin (herb name, scientific name, used parts), sensory description are required.

- The reference to the Pharmacopoeia treatise if any.

- Quantitative and qualitative requirements, allowed limits 

Depending on the requirements of establishments, the standards may include other information such as suppliers and original producers of materials, printed packages, instructions on sampling and examination, or reference to the implementation process, preservation conditions and the cautions, maximum preservation time before another examination, date of expiry. 

The materials directly packing the medicines must satisfy the standards prescribed by the Vietnam’s Pharmacopoeia and be compatible with the materials and/or products contained therein. The materials must be inspected of quality standards, defects and the accuracy of identification signs.

The dossiers and documents describing the inspection process must specify the prescribed rates or re-quantify each preliminary material depending on each life.

b) Standards of intermediary products and semi-finished products 

It is required to have standard dossiers on intermediary products and semi-finished products. If a product is purchased or sent, or if the figures collected from intermediary products are used to assess finished products, the standards must be similar to the standards of preliminary materials or finished products if conformable.

c) Finished product standard

The finished product standard must contain the primary information such as: product name and reference code if any; composition/active substance names; formula or formula reference, preparation description and packing elaboration; sampling and examination instruction or reference to the implementation process; the quantitative and qualitative requirements, allowed limits; preservation conditions and cautions if any; date of expiry.

The finished product standard must contain the tests for quantifiable and qualifiable active substance composition in the tests on finished product quality inspection. It is required to have tests on the allowed limits of residua of the preservatives and detergents (if any) and the additives participating in the herb processing.

Besides, it is required to have tests on other relevant norms under requirements of each preparation such as: appearance, color, taste, size and structure; the uniformity in weight, disintegrating time, hardness (of tablets), transparency, viscosity (of fluid), consistency (of salve, cream); weight loss on drying, water content; bacteria contamination .etc.

4. Original formula dossier

Establishments must work out the officially approved original formula for each product and size. The original formula must contain the following information: product name, reference code of the relevant product to the standards, description of preparation, contents and size; The list of preliminary materials being used (INN name if any), amount of each substance described by names and uniform reference symbols of such material (specifying the substance to be lost during the process); announcement of estimated finished product quantity and allowed limits, intermediary product output if any; the processing place and primary equipment; methods of method reference used for preparing and operating important machinery and equipment such as sanitation, (especially after changing the products), installation, calibration, sterilization and utilization; detailed instruction on processing step by step (e.g. checking materials, preliminarily processing, the order of adding materials, stirring time, temperature); Instructions on the inspection during the production and corresponding limits; provisions on preserving products including packages, labels and special preservation conditions if necessary; cautions during the production.

5. Dossiers on guiding batch processing

a) It is required to make dossiers for each produced batch specifying: Name, concentration, contents, date of production, batch number, full formula; SOPs used and recorded for each completed stage, primary equipment being used, all samples, test results during the production, environment conditions inspection results, equipment test before and during the production, packing and labeling on the final package.

b) It is required to archive batch processing dossier for each produced lot. The dossier must base on the relevant part in the approved original standards. The dossier making method needs to be designed in order to avoid defects. (It is recommended to make photocopies or use appraised computer software, avoid manually recording the approved documents).

c) It is required to provide processing instructions enumerating the various manipulations being done on the herbs such as drying, cutting, grinding, as well as the temperature and time necessary for drying, methods for inspecting pieces or tiny sizes

d) It is required to provide instructions on filtration or other methods for removing unknown impurities. It is required to elaborate every process used for diminishing microorganism contamination e.g. biological steaming together with methods for determining such pollution level.

For production of glue preparations from herbs, the instructions must specify the used derivatives or solvents, required time and temperature during the extraction, and every methods of solidification.

The instructions need to specify the steps of the mixing process and the adjustment in order to achieve the necessary composition concentration of the pharmaceutical properties and the consistency of the batch after mixing, together with the provisions on recording figures during the mixing process/

It is required to take measures for eliminating herbs that fail to reach the quality standards after being processed.

dd) For the finishing stage, it is required to make dossiers on every used materials, every standard manipulating stage; every processed and distributed batch; every equipment including operating, cleaning, maintaining and appraising; dossiers on sanitation, maintenance and environment control of the production areas.  

All the dossiers must specify the time and be signed by the persons in charged of the works. For important manipulation, it must also contain the signatures of supervisor and be archived at the workplace during the entire operation. The dossiers must be archived and open for inspection in at least 2 following years after the medicine batch use term expires.

6. Processes and records

It is required to establish standard manipulation process for producing, cleaning and maintaining production equipment, tools, in which specifying: the cleaning assignment, the schedule of cleaning and maintaining equipment; methods of implementation; the used equipment and materials; instructions on preserving  decontaminated equipment, on controlling the sanitary conditions of equipment before using. These processes must be strictly observed.

Article 8. Provisions on production and production control
1. Establishments must ensure that all production stages are done under the process registered in the certificate of medicine production and circulation.

2. Material

a) Preliminary material

All the preliminary or crude materials being used in production must have quality standards and pass the quality inspection or examination. Establishments must make dossiers on the warehousing, inventory of materials and semi-finished products.

The processing of materials and products such as receiving, isolating, sampling, preserving, labeling, dispensing, processing, packing and distributing must be done under the written processes or instructions and recorded if necessary.

For materials of animal origins, it is required to specify the sources, origins and production methods in the dossier. These materials must be preserved in controlled conditions

Eliminated materials and products need to be put on labels that specify the conditions and preserved separately in restricted areas. The eliminated materials must be safely preserved and isolated from accepted materials.

Establishments must establish and implement the inventory circulation under the First Expiry – First Out and First Import – First Out principles.

b) Packing materials

The purchase, management and inspection of direct packing materials and printed packages must be done similarly to that of preliminary materials.

The packing materials and printed packages must be preserved in a restricted area and dispensed under strict supervisions.

c) Intermediary products and semi-finished products

The intermediary products and semi-finished products queuing for packing must be isolated for inspections before carrying out the succeeding stages.

The release of intermediary products and semi-finished products, including additional releases under the producer’s demand must be sufficiently recorded in documents.

If the compositions/materials are prepared for the new package, such package must be identified by the label specifying: names or codes of compositions/materials, reception or control codes, net weight. The additional releases/distributions must be fully supervised, every composition/material must be inspected by the second person to ensure that:

- The compositions/materials are allowed to be used by the quality inspection division.

- The weight is correct according to the warehousing note.

- The containers are correctly determined.

d) Provisions on sampling

The provisions on labeling the containers, material packages being sampled must be provided. The following information about the taken samples is required: name of the sampling person, quantity of the taken samples and sample containers, date of sampling.

The preliminary materials must be isolated until being accepted and allowed to be used.

3. Production process

a) Batch numbering system

The system of elaborating the batch numbering, including the identification of preliminary materials, packing materials, intermediary products, semi-finished products and finished products is required.

The batch numbering must be instantly recorded including the information about: numbering date, batch identification date.

b) Weighing and dispensing

The weighing area must be protected from cross-contamination and physically isolated from other rooms by walls or other kinds of partitions.

Before weighing and dispensing, it is required to check the environment conditions regarding hygiene, temperatures, humidity in order to ensure that the weighing and dispensing areas are cleaned and accurate. The sterile materials must be weighed and dispensed in sterile areas. The workers must wear appropriate outfits.

It is required to take precautionary measures against cross-contamination when weighing. It is required to establish the process for inspecting and managing the distribution of preliminary materials, intermediary products and semi-finished products.

c) Production

It is required to provide adequate workers and take appropriate measures to supervise every processing stage. The workers must wear appropriate outfit when performing the processing manipulation.

The environment and production conditions must satisfy the prescribed standards. Every processing equipment must be inspected before using. The weighing, measuring equipment must be accurately calibrated consistently with the materials being weighed or measured.

It is required to establish the process for preliminarily processing herbs. The processing of herbs must not affect the herb quality.

During the processing, every material, semi-finished product package, precision machinery and equipment, room and packing line being used, if possible, must be labeled or put on identification symbols that contain the names of products or materials being processed, concentration (if appropriate) and batch numbers. The inappropriate labels and symbols put on before processing must be all eliminated.

The tablet molding machine in closed and separate condition must be separately located. The tests on tablet weights and hardness must be performed during the molding.

For capsule production, it is required to weigh the capsules throughout the capsuling. The tablets and capsules directly taken from the machines to test or use for other purposes must be collected and destructed properly.

The empty capsules must be preserved from being dry, cracked, and from impacts of humidity.

The ink printed on the capsules must be edible colorings. The edible colorings are considered production materials.

Liquid or cream and salve must be produced under the methods and conditions that prevent the bacteria contamination and other kinds of pollution. The system of production, transportation of liquid, cream, salve or powder medicines must be closed.

d) Intermediary products and finished products

It is required to have the system of isolation and warehouse stock-out for semi-finished products and finished products, including the identification of product status (isolated, released, eliminated). It is required to establish the system and process for handling unqualified and returned products.

dd) Production control

It is required to inspect, control and record the inspection results during the production and environment control in accordance with the production process and batch dossiers.

4) Labeling, packing and distributing

a) Packing

It is required to have standards of direct packing and printed packages. It is required to have SOP regarding the reception, sampling and tests of packing materials. 

b) Labeling and packing

The labeling and packing must be physically separated in order to avoid confusion of products and packages. The designs of labels and printed packages must be archived in batch dossiers. The storing areas of finished products queuing for release must be safely isolated.

c) Preserving and distributing

It is require to establish SOPs for the preservation of released finished products at the delivery area. It is required to make dossiers on rapid determination of the customers that purchased the batches in which specifying the production time, quantity, packing specifications and delivery of every product batch sent to customers.

The records on preservation time, temperature and other preservation conditions must be archived before distributing.

5. Production hygiene

It is required to take measures for controlling the insecticides in order to prevent contamination for products. Sewage, wastes, eliminated and unaccepted materials must be controlled and/or handled safely and hygienically. The entrance and exit in restricted area must be regulated.

Article 9. Provisions on quality control
1. Establishments producing herbal medicines must inspect every medicine batch and only release when their quality satisfy the registered standards.

2. Establishments producing herbal medicines must establish the medicine and medicine ingredient inspection and examination consistently with the production scale. The quality inspection division must be independent from other divisions, under the management of a professionally eligible and experienced person. This person may operate one or multiple laboratories. The resources must be sufficient in order to ensure that all the measures for quality control are implemented efficiently and reliably.

3. Establishments producing herbal medicines of which the medicine test division has not been established or not being able to test all the quality norms must send samples and sign medicine test contracts with units that are eligible for medicine test to test every medicine batch produced at the establishment, or to test the quality norms that could not be done at the establishment. The test records must be archived in the dossier of each released medicine batch.

4. Quality control personnel

Quality control personnel must acquire an intimate knowledge of herbal medicines in order to perform qualitative tests, counterfeit checks, contamination of mould or insects, inconsistency of herb batch. The quality control division must have adequate professional, experienced and appropriately trained personnel to accomplish the assigned tasks.

5. Equipment

a) The quality control department must be appropriately designed, ensure sufficient space for professional equipment, documents, dossiers and employees.

b) The quality control department must be equipped with machinery, equipment and tools appropriate for sampling, analyzing, adjusting and processing data. The analyzing equipment must be consistent with test methods and satisfy the requirements for quality control. The chemical and physical test department must be equipped with equipment to test the chemical and physical norms (drying cabinet, furnace, disintegration tester, thin-layer chromatography, vent hood…) and test equipment during the production. For the tests of norms that require expensive equipment such as gas chromatographs, or difficult tests such as bacteria contamination, establishments may have such tests performed by external units. Inspection results must be systematically archived for long-term monitoring.

6. Dossier and document

a) The test department must have tester handbooks, analysis dossiers, test notes, analysis notes.

The tester handbooks are to record the results, calculations, figures and reviews relating to the analysis of samples. The handbook page must be numbered and must not be erased, covered or written using pencils.

b) The analysis must sufficiently contain information about samples, test methods, analysis results and must be printed with basic information such as: sample name, origins of production, reference code if any, batch number, date of expiry, analysis request (number, date and contents); sample reception date, sample recipient; Standards and methods of tests, Sample conditions before and after analyzing, analysis results (including calculations); The analysis dossiers must be archived in the test dossiers together with analysis results. The analysis notes must contain the signatures of testers and supervisors.

c) It is required to update and archive all the necessary quality standards for testing, including: Vietnam’s Pharmacopoeia, foreign Pharmacopoeias including their annexes, supplemented and amended versions; or the quality standards outside Pharmacopoeias for medicines tested under the producers’ standards. The test methods outside Pharmacopoeias shall be studied and promulgated by the test departments.

7. Stability monitoring

Establishments must establish the process and make dossiers on monitoring the stability of the produced medicines. The medicine stability dossiers must be archived.

Article 10. Provisions on complaints and recalling products
1. Complaints about products

Establishments must establish processes in writing to handle the complaints about the products and appoint responsible personnel to forward, consider and assess the complaints about products produced by the establishments. The complaint settlement must be recorded in writing and archived in accordance with the use terms of complained medicine batch.

2. Returned products

Establishments must make dossiers on monitoring and establish processes in writing to receive and examine the returned products. The dossiers on returned products shall contain: name and concentration of products, form of preparation, batch number, reasons for return, returned product quality, date of return. The returned products must be clearly identified and preserved in isolation.

3. Recalling products

Establishments must establish processes in writing to handle the product recalls and appoint persons competent to make decisions on recalling a product. The dossiers and reports on product recalls must be made, including their results and blockage. The recalled products must be safely preserved from re-circulation without investigation and assessment.

Article 11. Provisions on active inspection at establishments
Establishments must draw up plans on active inspection and appoint appropriate members for the inspectorate. The active inspection must be recorded and reported in order to take appropriate remedial action.

Chapter III
DOSSIER AND ORDER FOR APPRAISING CONDITIONS FOR MEDICINE PRODUCTION FROM HERBS
Article 12. Application dossier on medicine production condition appraisal and Qualification certificate of medicine business
1. The application dossier on the appraisal of conditions for producing herbal medicines and the Qualification certificate of medicine business includes:

a) The written request for the appraisal and the Qualification certificate of medicine business (form No. 1);

b) The copy of pharmaceutical practice certificate of the pharmacy professional manager consistent with the form of medicine business; The copy of Business registration certificate.

c) The list of personnel, professional equipment, technical facilities

- The list of personnel and job descriptions (Form No. 3)

- The organizational structure diagram directly relating to the medicine production.

- The list of equipment, machinery, technical facilities serving the production, test and preservation of medicines

- The layout diagram of primary production tools, machinery and equipment.

- The overall diagram of the workplace layout and the movement direction of workers, materials and packages.

- The diagram or the medicine preservation warehouse.

2. The dossier on supplementing the business scope and applying for Qualification certificate of medicine business includes:

a) The written request for appraising additional medicine business scope (form No. 2);

b) The copy of the issued Qualification certificate of medicine business;

3. The dossier on requesting Qualification certificate of medicine business extension prescribed in clause 3 Article 15 this Circular.

The written request for Qualification certificate of medicine business extension must contain the following information: name and address of the establishment; full name of the pharmacy professional manager, pharmaceutical practice certificate number, form of medicine preparation requesting extension (specifying the form of preparation), issued qualification certificate of LPG canister inspection number, date of issue and place of issue.

4. Establishments shall prepare 01 dossier on requesting the appraisal of medicine production conditions and applying for Qualification certificate of medicine production and send to The Ministry of Health (Drug administration of Vietnam) or provincial Departments of Health in central-affiliated cities and provinces  as prescribed in Article 14 of this Circular. The dossier must be made in covered books and arranged by the following order: Cover (Form No. 4); Table of contents (Form No. 5); The succeeding pages are arranged in accordance with the table of contents.

5. The copies in the dossier are authenticated copies under the current provisions on authentication, or authenticated copies affixed the certification stamp by the establishment director. The establishments shall bear responsibilities before law for the authenticity of the copies in the dossier.

Article 13. Order for appraising conditions for producing herbal medicines and issuing Qualification certificate of medicine business
1. Within 20 working days as from receiving the valid dossier, The Ministry of Health (the Drug administration of Vietnam) or the Departments of Health must establish the appraisal commission to appraise the medicine production condition at the establishments; if the appraisal is not available, the written response specifying the reason must be sent within 10 working days.

2. At the time of appraising the medicine production condition, the producing establishment must carry out the medicine production, quality inspection and preservation (for establishments that apply for the first time, the production may be carried out on comparative samples (placebo samples) for the appraisers to assess the medicine production condition under the principles of producing herbal medicines guided in Chapter II of this Circular.

3. The appraisal commission shall make appraisal records on the condition of medicine production from herbs under form No. 6. The appraisal record shall be made into 03 copies. 02 copies are archived at the appraisal agency, 01 copy is archived at the establishment. The appraisal record must specify the conclusion on the conditions (lines, production and preparation forms) that satisfy or not satisfy the principles of producing herbal medicines as prescribed in this Circular. In case the establishment does not concur with the appraisal commission’s opinions, the records must specify every preserved opinions of the establishment.

4. In case the establishment has satisfied the medicine production principles as prescribed in Chapter II of this Circular, within 20 working days as from the date of medicine production condition appraisal, the Ministry of Health or the Department of Health must issue the Qualification certificate of medicine business to the establishment, or send written response specifying the reasons if not.

5. If the producing establishment fails to satisfy the principles of producing herbal medicines, the appraisal record must specify the reasons and remedial measures. Within 60 days as from the appraisal day, the establishment must carry out remedial measures at the request of the appraisal commission and send the remedial report (attached with proving documents) to the Drug administration of Vietnam or the Department of Health. Depending on the remedial report of, within 10 working days as from receiving the remedial report, the Ministry of Health or the Department of Health must issue the Qualification certificate of medicine business to the establishment, or send written response specifying the reasons if not.

6. Within 90 days before the Qualification certificate of medicine business expires, establishments must submit the application dossier on another appraisal of medicine production condition from herbs for the Ministry of Health/the Department of Health to schedule the appraisal.

7. Appraised establishments are responsible to pay the fees for appraising conditions for producing herbal medicines in accordance with current provisions on fees and charges of the Ministry of Finance. 

Article 14. Authority to issue, supplement, extend, re-issue and replace the Qualification certificate of medicine business.
1. The authority to issue, supplement, extend and re-issue Qualification certificates of medicine business to medicine business forms is guided in clause 3 Article 11 of the Law on Pharmacy.

2. For medicine production from herbs, the authority to issue, supplement, extend and re-issue Qualification certificates of medicine business are prescribed as follows:

a) The Departments of Health in central-affiliated cities and provinces shall issue, supplement, extend and re-issue Qualification certificate of medicine business to establishments producing herbal medicines registering as business households, cooperatives, enterprises producing only external herbal medicines; establishments producing, processing and packing herbs. 

b) The Ministry of Health shall issue, supplement, extend and re-issue Qualification certificates of medicine business to enterprises producing herbal medicines and other cases except for the case prescribed in point a clause 2 this Article.

Chapter IV
ITINERARY TO APPLY GOOD MEDICINE MANUFACTURING PRACTICE (GMP) PRINCIPLES AND STANDARDS TO ESTABLISHMENTS PRODUCING HERBAL MEDICINES 
Article 15. Deployment itinerary to apply “Good medicine manufacturing practice” (GMP) principles and standards to establishments producing herbal medicines 
1. From the day this Circular takes effect, establishments producing herbal medicines establishing, supplementing medicine business scope or extending the Qualification certificate of medicine business must satisfy the medicine production principles prescribed in Chapter II of this Circular.

2. Establishments producing herbal medicines allowed to operate medicine business not having the production conditions appraised under the Ministry of Health’s Decision No. 15/2008/QD-BYT of April 21, 2008 are allowed to continue operating until the Qualification certificate of medicine business expires but no later than December 31, 2012.

3. Establishments producing herbal medicines having had the medicine production condition appraised under the Ministry of Health’s Decision No. 15/2008/QD-BYT of April 21, 2008 and issued with the Qualification certificate of medicine business valid until December 31, 2010 shall be considered to extend or issue the Qualification certificate of medicine business until the end of December 31, 2012. The procedures for considering the extension of the Qualification certificate of medicine business are prescribed in clause 3 Article 12 of this Circular.

4. From January 01, 2014, establishments producing herbal medicines must satisfy the Good medicine manufacturing practice principles and standards under the recommendation of the WHO to be eligible for medicine business. The establishments producing herbal medicines registering as business households not satisfying the Good medicine manufacturing practice principles and standards must comply with the principles of medicine production from herbs prescribed in this Circular and shall only be considered to be licensed to produce oriental medicines. The medicine production condition must be appraised every 03 years,

5. Pursuant to the itinerary to implement Good medicine manufacturing practice principles and standards and the principles of medicine production from herbs prescribed in this Circular, the Drug administration of Vietnam shall guide the establishments to follow the procedures for extending the registration of herbal medicines valid until December 31, 2010 to establishments producing medicines.

Chapter V
ORGANIZING THE IMPLEMENTATION 
Article 16. Forwarding provisions
1. Establishments producing herbal medicines having had the medicine production condition appraised under the Ministry of Health’s Decision No. 15/2008/QD-BYT of April 21, 2008 and been issued with the Qualification certificate of medicine business takes effect after December 31, 2010 are allowed to continue operating medicine business until the Qualification certificate of medicine business expires but not later than December 31, 2013.

2. Before January 01, 2013, the Qualification certificates of medicine business being extended, supplemented or issued to establishments producing herbal medicines that have not satisfied Good medicine manufacturing practice principles and standards (GMP-WHO) are only valid until December 31, 2013. 

3. From January 01, 2011 until this Circular takes effect, establishments producing herbal medicines issued with the Qualification certificates of medicine business valid until December 31, 2010 are allow to sustain the medicine business activities in accordance with the conditions and medicine business scope stated in the Qualification certificates of medicine business

Article 17. Provisions on report regulation
Establishments producing herbal medicines must send reports to the Drug administration of Vietnam – the Ministry of Health on the monthly medicine production by electronic files under the Form No. 7 to the email: qlkdd@dav.gov.vn  before the 10th of the month, send biannual reports (attached with electronic files) before the July 10th and send annual reports before January 10th of the succeeding year.

Article 18. Effects
1 This Circular takes effect on August 06, 2011, abolishes the provision in point h clause 1 Article 1 of the Minister of Health’s Decision No. 27/2007/QD-BYT of April 19, 2007 on promulgating the application itinerary to apply the “Good medicine manufacturing practice” and “Good medicine preserving practice” principles and standards.

2. During the course of implementation, units are recommended to send feedbacks on the difficulties and obstructions to the Ministry of Health (the Drug administration of Vietnam) for considering and guiding./.
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