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Preface



This book is designed as a textbook for teaching basic principles of quality assurance and the relevant guidelines for B. Pharm and M. Pharm students.

Although there are numerous books on the science of quality assurance these books cover different areas of the discipline in varying depths and provide limited insight into contemporary practices and practical applications.

Each of these textbooks, by itself, does not provide an integrated approach to the students. This leads the students as well as the teachers to refer to many textbooks to develop an overall understanding of the basic guidelines related to quality. In an attempt to overcome these challenges, this book provides a unified perspective of the overall field to the students as well as instructors.

The students need to know the basic industry guidelines, the application of these principles to the design of quality management, and the relevance of these principles to the fundamental aspects of drugs. Another important aspect of teaching that is urgently needed in our pharmacy students. curricula are to expose students to the latest developments in the Industry.

Exposure of students to these latest developments is critical to the successful training of future pharmacists, because these therapeutic modalities and options are likely to be significant in the future.

All these principles and applications need to be integrated within a single textbook, so that the student develops a better overall understanding of the principles involved in the effective designing of guidelines and be aware that how quality plays an important role in the overall well-being of the community and finally our country.

This book covers an in-depth discussion of how guidelines can be used for the design, development, and evaluation of various dosage form You have an updated, contemporary, new book that can serve as a textbook for Pharma students and a valuable resource for the novice in the pharmaceutic field.

- Author
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Introduction



The quality in the pharmaceutical industry has become a very important topic. Since the world has gathered together to harmonize its practices and guides and the launching of the FDA current good manufacturing practices – the cGMP; for the 21st century – there has been a growing awareness for the significance of the quality of the pharmaceutical products (Woodcock, 2004).

This awareness is represented through the appearance of several definitions defining exactly what the quality of the medicine should be (LEE and Webb, 2009). Many articles were written to demonstrate the special nature of the product-customer relationship of medicine and patients (Woodcock, 2004).

Also the important role of governments was emphasized through the joint statement between the International pharmaceutical federation; FIP; and the International federation of pharmaceutical manufacturers associations; IFPMA; to ensure the safety of medicinal products in order to protect the patient (FIP Council, 1999), providing that the pharmaceutical industry is one of the most closely regulated industries for more than 50 years (Woodcock, 2004). Since 2002, FDA began an initiative to address cGMP for the 21st century (Woodcock, 2004). This effort involved taking new looks at both the regulatory and industrial systems for insuring drug quality (Larson, 2006).

As agency guidance is increasingly aligned with the principles of these founding fathers of modern-day quality, it is worth exploring Juran’s and Deming’s views on leadership and learning how they evolved from engineers to philosophers in management.

After World War II, Juran and Deming both traveled to Japan to help rebuild the country’s economy. Their efforts helped revolutionize the quality system of Japan and started a quality revolution that the rest of the world could not help but notice. Evidence of Juran and Deming’s work is present today in FDA guidance documents and regulations, as well as in other industries that have quality system regulations.

Leaders in the pharmaceutical industry must recognize that as quality systems have evolved, so too have the expectations and responsibilities they must fulfill. Quality cannot be an afterthought with any product, nor can it be the responsibility of any one department. Quality must be instilled within an organization and designed into processes and systems. Most importantly, perhaps, the culture of quality must begin with the leaders in the organization. These concepts are also detailed within the “Q10 Pharmaceutical Quality System” Guidance for Industry.

Every government allocates a substantial proportion of its total health budget to medicines. This proportion tends to be greatest in developing countries, where it may exceed 40%.

Without assurance that these medicines are relevant to priority health needs and that they meet acceptable standards of quality, safety and efficacy, any health service is evidently compromised. In developing countries considerable administrative and technical effort is directed to ensuring that patients receive effective medicines of good quality. It is crucial to the objective of health for all that a reliable system of medicines control be brought within the reach of every country.

The supply of essential medicines of good quality was identified as one of the prerequisites for the delivery of health care at the International Conference on Primary Health Care in Alma-Ata in 1978. Similarly, the Conference of Experts on the Rational Use of Drugs, held in Nairobi in 1985, and WHO’s Revised Drug Strategy, adopted by the World Health Assembly in May 1986, identified the effective functioning of national drug regulation and control systems as the only means to assure safety and quality of medicines.

Yet the World Health Assembly continues to express great concern about the quality, safety and efficacy of medicines, particularly those products or active pharmaceutical substances imported into, or produced in, developing countries. In recent years counterfeit products have infiltrated certain markets in disquieting proportions.

Since the founding of WHO, the World Health Assembly has adopted many resolutions requesting the Organization to develop international standards, recommendations and instruments to assure the quality of medicines, whether produced and traded nationally or internationally.

Both for manufacturers and at national level, GMP are an important part of a comprehensive system of quality assurance. They also represent the technical standard upon which the WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in International Commerce is based.

In many markets, quality competition is at least as important as price competition and this trend is bound to continue. With the prospects of more stringent product liability legislation and the threat of heavy financial penalties for products and services which fail to meet safety, good manufacturing compliance (GMP) or functional requirements, profitable trading will depend on sound Quality Assurance best practices. Material resources are becoming scarce and most expensive, and it is therefore economically desirable to minimize losses on scrap products by more effective quality control.

Quality has been defined as the totality of features and characteristics of a product or service that bears on its ability to satisfy a given need; and Quality Assurance as all activities and functions concerned with the attainment of quality. The concepts include sound marketing analysis to establish customers’ requirements and satisfactions; ensuring that designs reflect these requirements in fitness for purpose at an economic cost, reliability considerations and the practical constraints imposed by manufacturing capability; organizing and controlling production to consistently conform to design specifications; and following up these actions with adequate after sales services and the feedback of relevant field data.

This importance of reliable product quality cannot be over emphasized when one is attempting to break into new markets and win new business. It is now an established fact that many pharmaceutical potential markets are far more demanding in this respect than were customers in the past. In addition, more legislation and regulations relating to product conformance and reliability are coming into operation. It is recognized that the most effective advertisement for a product or service is the satisfied customer. Making a conquest sale has been estimated to cost a company ten times the repeat sale. The performance of the product is totally dependent on good design and development coupled with conformance during manufacture to the specification and build process.

The quality of a product does not occur by accident. People throughout an organization do not always carry out instructions, or perform their role correctly. It is the continuing task of quality management to deal with this situation and ensure that all members of the industrial team are aware of their quality responsibilities and are accountable for their actions. Quality must be designed into products – discipline, attitude and inventiveness must be encouraged to create easy to make and easy to use fool proof products. Quality must then be planned into manufacture – methods must be devised so that the easiest way to do the job is the right one; so that, where appropriate, worker interest is created; and elsewhere complete control is built into the process. Finally, quality must be built into the product – the people concerned with the cutting, fitting and assembling must be well trained and enthusiastically led to achieve “right first time” production. This is the simple overall formula, but it is by no means simple to put into practice.

To make quality assurance an effective part of business, Senior Management must be clearly committed to developing and implementing an effective Quality Policy. The implementation of such a policy involves everyone in the company. It must be clearly recognized that every employee (from board to shop floor) is responsible for ensuring that GMP and good quality practices are achieved. All departments within a company must be held accountable within their own spheres of influence for ensuring that for the selling price of the product, the required quality standards are inherent within the design and methods, processes specified and the materials and equipment provided.

The Quality Executive

The role of Quality Executive in industry is now-a-days highly specialized. The post is not one that can normally be used as a “stepping stone” in a promotional ladder. The reason is fairly obvious; a person in a Quality Executive role can gain popularity and short term achievement by effecting cost reductions and in making favorable decisions, etc., only for the company to have to pay later. There are good reasons as to why there are dangers in making short term assessments on achievements in this sphere. It is a job that is essentially involved in long term consequences and as a consequence it is not always a particularly popular job.

The idea that the work of quality organizations was simply that of “inspecting out” defective work which had already been produced was widespread in the past, particularly in management circles. As a corollary, it also followed that the kind of person required was low level and fairly nontechnical. In this belief, management has not kept abreast of the developments which began during the 1939/1945 world war and which have been accelerating in the last decade.

It is true to say, particularly over the last decade, that there has been considerable technical advance in the nature of the work of quality specialists. These have taken them a long way away from the old idea of inspection pure and simple. Today’s emphasis in the work of quality specialist is towards the prevention of defect altogether. The modern view is that “no inspection is good inspection”. In order to achieve this goal, a high degree of professionalism is required in these new techniques, which call for considerable study and practical experiences leading to qualification as quality practitioners.

In addition to these recognizable technical factors, an urgent need has arisen for quality professionals to broaden their experience into a field which, until now, would have been considered to be completely foreign. This need has developed due to the imminence of international and national legislation relating to product liability. This has taken the quality professional into the fields of insurance and the law. It has also meant, although most of these other disciplines do not yet appear to realize the fact, a great widening of the circle of operations in a company to which the quality professional must direct his attention for assurance purposes. The scope of this new, wider area and the urgency which must be attached to it are such that it is clear that the Quality Assurance function will have to be applied throughout a company organization.

Quality cannot however be achieved solely by the Quality Executive, it depends on everyone being actively involved. The Quality Executive’s contribution is essentially one of coordinating the efforts of others to ensure the achievement of quality by communicating information on the many aspects affecting quality to all concerned and exercising control over quality monitoring throughout the organization. It must be the task/goal of all managers to ensure that the quality function of their own departments is fulfilled. This places a heavy responsibility on all senior managers.

The recent years have seen an explosive increase in the information and progress in various sub disciplines of pharmaceutical sciences as well as the basic sciences, which forms the foundation of this applied science. This date book incorporates both the basics of quality assurance emphasizing on importance of quality and the regulatory guidelines that are currently followed by India as well as foreign agencies and the changes currently underway in a balanced fashion to enable a holistic development of the next generation of students. I am confident that this book will enable a deeper understanding of fundamental principles and a wider perspective related to quality and its practice to our next generation of students.
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Chapter 1



 


Introduction to Quality Management System

A Quality Management System (QMS) is defined as a set of interrelated or interacting elements such as policies, objectives, Aim, procedures, processes, and resources that are established individually or collectively to guide an organization.

Management Responsibility: Senior management is responsible for assigning a management representative to develop and maintain the QMS, acting as representative in all issues concerning quality. Conflicts of interest should be avoided, and the management representative shall be given sufficient authority. The necessary resources shall be available to the management representative, and the responsibilities placed on any one individual shall not be so extensive as to present any risk to product quality. Senior management should ensure:

➢The QMS takes into account all applicable guidelines and regulations.

➢Management reviews are performed on a regular basis.

➢The quality manual, quality policies, and quality objectives are all in place.

➢Job descriptions, responsibilities, and authorities are clearly understood within the organization.

The Top Ten Responsibilities of the Pharmaceutical Quality Unit are as follows, 

➢ To establish the quality system

➢ To ensure quality system is audit compliant

➢ To establish procedures and specifications

➢ To establish manufacturing controls

➢ To perform laboratory tests or examinations

➢ To review and approve or reject all things cGMP

➢ To ensure investigation of non-conformance

➢ To keep management informed

➢ To describe responsibilities in writing

➢ To remain independent

Elements of Quality Management System

A quality management system typically consists of four facets

Quality Planning: Process of translating quality policy into processes, procedures, and instructions to achieve measurable objectives and requirements

Quality Assurance: Planned and methodical activities executed as part of a quality system to provide confidence that process, product, or service requirements for quality are being satisfied

Quality Control: Act of monitoring, appraising, and correcting a process, product, or service to ensure requirements for quality are being satisfied

Quality Improvement: Process of analyzing performance and taking methodical, systemic actions to improve it

Quality Management System Planning: The organization should take into account applicable regulatory requirements, the size of the company, the complexity of materials and products, and other critical activities when developing the QMS structure.

The QMS should be designed to maintain its robustness, even when changes occur. The quality policy, quality objectives, and quality risk management are essential in developing a QMS and should be defined by senior management.

An appropriate QMS should include, but is not limited to an organizational structure capable of supporting the elements of the quality policy and quality objectives.

➢ Written policies, procedures, records, and agreements that can demonstrate how materials, products, and services will meet established quality specifications

➢ Qualification monitoring and review of outsourced activities

➢ Competence development of personnel through training and promoting awareness of individual job impact on quality

➢ Deviations and complaints handling

➢ Continuous improvement through corrective action and preventative action (CAPA), audits, and management reviews, and QMS planning and commitment

Communication: The organization should establish communication channels that ensure the timely flow of information within the organization and to supply chain partners. Customers should be notified of any changes in packaging, handling, storage, transportation, or documentation (e.g., material safety data sheets or labels).

Communication within the supply chain should be coordinated to determine proper timing of transported and received products, taking into account holiday schedules, weekends, and other interruptions.

Documentation: The organization should have in place a system to control documents and data that are part of the QMS. Since documentation is an essential element of any QMS, having written instructions regarding processes and evidence that activities were completed is essential.

The written instructions should be well-structured and clear in order to facilitate understanding and compliance. Electronic documentation should meet the requirements stated under the Control of documents section and the electronic document control system should be validated.

Control of Documents: The goal is to ensure that all documents in use are updated, approved in a timely manner, and that the current version is in use. These practices prevent obsolete or non -approved documents from being used, which could lead to error. The organization should have a written procedure for controlling documents and establishing formal control regarding identification, revision, approval, distribution, and withdrawal of obsolete copies.

All documents should be approved and training should be performed prior to their use. All documents that relate to product quality and the QMS should be reviewed on a regular basis. The management representative, or a properly qualified designee, should approve these documents. Controlled documents should include a unique identifier, date of issue and revision, and the parties responsible for preparing, approving, and revising the documents.

Employees should have free and timely access to all quality documents that impact their work. The documents should be written in straightforward language that allows full understanding. Documents should be retained for a period required by national and international regulatory bodies (see Control of Records).

At least one obsolete copy should be retained for history after the first revision. External documents such as pharmacopeias, ISO standards, and regulatory acts and guidelines should also be controlled within the QMS.


Quality Manual

The organization should prepare a quality manual or equivalent documentation, such as a site master file, describing at least:

➢ Brief information on the organization (name, contact information) and its relation to other companies

➢ Activities as licensed by the competent authorities, if applicable

➢ Types of materials, products, and services handled

➢ Scope of the QMS

➢ Overview of the QMS showing the constitutive elements of the system and the structure of documentation used

➢ Quality policy

➢ Quality objectives

➢ Identification of the processes and their sequences, linkages, and interdependences

➢ Organizational chart

➢ Matrix of key personnel responsibilities

➢ Reference to supporting procedures and documents, such as a validation master plan

List of standard operating procedures (SOPs) 

Senior management should establish, authorize, and communicate a quality policy. The policy should be suitable for the organization and describe the overall intentions of the organization regarding quality.

The quality policy should be subject to periodic management review in order to maintain its appropriateness. Personnel within the organization should understand the quality policy and how their work affects it.

➢ Responsibilities

➢ Brief description of the processes to be validated

➢ Equipment, facilities, vehicles, and utilities to be commissioned and qualified and to what extent [installation qualification (IQ), operation qualification (OQ), and performance qualification (PQ)]

➢ Templates for the protocols and reports

➢ Requalification and revalidation triggers change control

Standard Operating Procedures (SOPs)

Written procedures should ensure that materials and products are held in accordance with their labeling instructions and associated regulatory requirements. The written procedures should provide all the steps needed to complete a process and ensure consistency and standard outcomes.

Organizations should establish written procedures for all processes within the organization relating to product or material handling and the QMS, including but not limited to:

➢ How the material or product is stored, and the controls necessary to ensure the appropriateness of the storage conditions.

➢ How and when a material or product should be moved from one transport container or vehicle to another.

➢ How materials and products are handled when equipment malfunctions or when there are delays in distribution due to customs holds, weather, etc.

➢ How to communicate to necessary supply chain partners.

Product Specification and Material Safety Data Sheet (MSDS)

The organization should have written specifications for incoming materials and outgoing finished materials or products. Specifications can be used for procuring, selling, and quality control analysis. An MSDS should be prepared according to national or international requirements and should be provided with the shipment for transportation, importation, or export.

Protocols

Protocols are applicable for commissioning, qualification, and validation studies. The management representative or an authorized designee should approve them.

Schedules

Organizations should have approved schedules for preventive maintenance, calibration, training, and requalification or revalidation studies.

Forms

Forms required for the operation of the QMS and the provision of the material, product, or service should be part of the document control system.

Labels

Labels are fundamental to material identification. For this reason, any label change should be communicated to down-stream supply chain partners. Labelgenerating systems and processes should be secure, controlled, documented, and validated.

Suitable verification records should be maintained and each container should be appropriately identified and labeled. Labels applied, even to small containers, should be clear, indelible, unambiguous, and permanently fixed in the format established by the manufacturer, packager, or re-packager.

The label should include wording or icons to emphasize storage and transportation conditions, handling requirements, and hazards. The use of symbols that are recognized by international organizations is strongly recommended.

Labeling

In the context of GDP, labeling is not limited to manufacturing information but may also include shipping and exporting information added to product tertiary packaging.

Control of Records

Records are special kinds of documents that provide evidence of activities performed. For this reason, they should be legible, clear, indelible, identifiable, traceable, and established immediately after performing an activity. The organization should have a written procedure for the control of records

These procedures should establish ways for identifying, storing, and protecting records, in order to avoid deterioration and damage. Electronic records and automated data-capture systems should meet the requirements for the control of records and should be validated. Records should be signed and dated by the person who performed the activity. Corrections to entries should be signed and dated, leaving the original entry legible with an explanation for the change, if applicable, especially if this may not be obvious to subsequent reviewers. Examples of records include: shipment receipts, invoices, packing or repacking batch records, temperature and relative humidity monitoring logs, etc.

Records should be retained for purchases and sales. They should show the date of purchase or supply, the material, product identification (name, batch or serial number, if applicable), product amount, the name and address of the supplier or consignee, and the name and address of the carrier

Resources of Firm Management

Senior management should provide appropriate resources (personnel, facilities, equipment, material, and time) to implement and remain in compliance with GDPs.

1. Personnel Responsibilities and Authorities

The organization should have an organizational chart showing the organizational structure. There should be an appropriate number of personnel to avoid excessive duties being placed on one individual, which can compromise quality. Third parties may be contracted, but they should be audited for competency in executing the duties for which they are to be contracted.

The organization should establish job descriptions, with clearly defined responsibilities and authorities, that are clearly understood by personnel. Personnel should not be subjected to conflicts of interest that can adversely affect the quality of products within the supply chain.

2. Training

The organization should establish written procedures for training. These procedures should describe at least the following: who can be a trainer, competencies of a trainer, how training needs are identified, types of training practices (e.g., self-instructional, classes, on-the-job training, webbased training), and how training effectiveness will be evaluated.

Initial and ongoing training should be given based on an approved training schedule. Training needs should be identified and linked to job description, complexity of duties and types of material handled (e.g., narcotics, radiopharmaceuticals), management reviews, and any kind of human resources program for competence development.

Basic training on GDP should be given to all employees, with the goal of developing awareness outside of related job functions. Records of all training should be kept, and effectiveness of training should be assessed.

3. Hygiene, Occupational Health, and Safety

Written procedures related to hygiene and apparel should be provided, and their use should be enforced. Appropriate apparel should be provided to personnel in order to avoid contamination of both product and personnel.

The organization should be responsible for apparel cleaning. Personal protective equipment should be provided and training in its use given. Any source of product contamination or occupational hazard should be prohibited, including but not limited to: jewelry, food, medicines, or tobacco products.

These can be sources of contamination and occupational hazards, and they should be prohibited in product storage and handling areas.

Premises and Equipment Premises should be designed to maintain the quality and integrity of the materials and products stored.

Buildings should be constructed in such a way that they are appropriate for the intended operations, taking into account:

• Security and safety

• Product characteristics

• Ease of cleaning and maintenance

• Logical flow of personnel and material

• Means of preventing mix-ups and cross-contamination

• Ergonomic measures

• Any local, national, or international requirements

• Necessary environmental controls

• Facilities should be of adequate size for their intended use to prevent overcrowding. Storage should be orderly and provide segregation of quarantined, approved, rejected, returned, recalled, and adulterated products.

Receiving, sampling, and shipping areas should be segregated. Facilities should protect products and materials from inclement weather as necessary. Products with special-handling authorization, such as narcotics, should be segregated and locked in a secure area. Radiopharmaceuticals and radiolabeled materials should be contained in dedicated locked storage areas.

Products with fire or explosion risks should also be kept in dedicated areas specially constructed for this purpose. Products that require special storage conditions with regard to temperature and humidity should also be segregated.

Restrooms, lunchrooms, and social amenities for employees should be separated from the storage and shipping areas. Smoking, eating, and drinking should not be allowed in any storage or shipping area. Access control systems should be in place to prevent unauthorized access to storage areas.

Alarm systems should also be in place. Adequate precautions should be taken to prevent theft and diversion of products. Facilities should have controls and contingency plans to mitigate risks of fire, water, explosion, and terrorism.

Written procedures should be established for cleaning, sanitation, pest control, receiving, storing, and shipping activities. Cleaning and sanitation procedures should indicate the frequency of cleaning as well as the materials and methods used.

Pest control procedures should ensure the prevention of contamination as well as the safe use of pesticides. Records should be kept. All equipment and monitoring devices used to hold and move products within the supply chain should be appropriate for their intended use. Written procedures on how to operate the equipment should be established and approved.

Organizations should establish written procedures for calibration, repair, and preventive maintenance, taking into account at least the following:

➢ Responsibilities of the in-house staff and third parties, if applicable

➢ Calibration and maintenance agreements

➢ Change control, requalification, or recalibration needs

➢ Calibration and preventive maintenance schedules

➢ Spare parts, equipment, and monitoring device management Actions to be taken if equipment or monitoring devices are found out of specification prior to recalibration

➢ Protections against damage during handling, calibration, and maintenance

Forms for recording calibration, repair, and preventive maintenance activities:

If any change is made to the equipment after repair, the organization should evaluate whether a requalification or recalibration is necessary. Calibration should be performed against traceable standards (national or international) and according to an approved schedule.

Monitoring devices should be safeguarded from actions that can invalidate the calibration. Risk assessment should be used to determine the frequency of calibration.

Commissioning and qualification should also be completed. The extent of these efforts should be determined in the validation master plan. Work Environment Organizations should ensure that appropriate work environments and conditions are provided for the products to be handled and for the personnel handling them.

A written procedure should be established by the organization determining the requirements for cleanliness, luminosity, temperature, relative humidity, pest control, personal garments, and health. Any contaminated or potentially contaminated product (e.g., complaint samples, returns, used medical devices sent for repair) should be carefully handled to avoid contamination of other products and personnel.

Material

All material handled within the supply chain or used to ensure the quality and integrity along the supply chain (e.g., reagents, growth media, transport vehicles, lubricants, HVAC spare parts) should have a written specification, which should be used for purchasing, selling, and quality control, where applicable.

A written procedure for identification and storage of all material should be in place. Quality control analysis for incoming materials should be performed (e.g., imported materials and products). Written procedures should be in place for sampling, analysis, and disposition of the products, and records kept. Quality control laboratories, where applicable, should be constructed for this purpose and based on national or international requirements. Written procedures should be established for handling controlled drug substances and drug products prior to, during, and after analysis. Obsolete materials should be destroyed according to written procedures and documented.

Transport Vehicles

All vehicles used in supply chain activities, such as semitrailer trucks, vans, trucks, tanker trucks, trains, airplanes, sea vessels, mail delivery vehicles, motorcycles, emergency medical services, and industry representatives' automobiles, should be suitable for their intended purpose. They can be considered in-transit storage and require the precautions needed to maintain product quality and integrity.

Dedicated temperature-controlled transport vehicles should be qualified. For other vehicles, shipment monitoring is required as appropriate to demonstrate the protection of the drug product or material of any storage area.

Organizations owning or leasing their transportation vehicles should have a written plan for the purchase, maintenance, and replacement of vehicles used to transport products. They should also have a transport vehicle log listing at least: vehicle identification, chassis, age, condition, mileage, operational status, and insurance policy number, if applicable.

Vehicle cleaning procedures should be written and records kept. Preventive maintenance and pest control should be done according to approved schedules, and written procedures and records kept.

Cleaning validation should be performed if the product is in contact with the transportation vehicle (e.g., tanker trucks for excipients). If there are problems with vehicles during the transportation process (e.g., breakdowns, accidents, loss of fuel), cargo should be protected against environmental factors, thefts, and diversions, and a nonconformance report should be opened. Such provisions should be included in the service level agreement.

Operations

Procurement Organizations should establish written procedures for procurement, taking into account at least:

• Purchase based on material and product specification

• Supplier qualification

• Responsibilities

• Purchase approvals

• Purchase forms and records

All intended activities and services should also comply with all local laws and regulations. The organization should establish a written procedure for how suppliers are selected and evaluated, and the criteria for qualification.

Supplier qualification audits should be handled as established in the Audits section. Records should be kept. A list of all qualified suppliers should be in place. Shipping and Receiving Organizations should establish a written procedure for receiving goods and determining the appropriate checks for this process.

A checklist can be utilized as a reminder of what to inspect and what to record, taking into account: purchase order, material or product name, amount ordered, amount received, batches or serial numbers received, expiry date, manufacturer name, marketing authorization holder name, carrier name, date and hour of receiving, cargo conditions, appearance, and whether the supplier or carrier is licensed to handle the material or product. If computerized systems are used to control orders, materials, products in stock, supplier and customer files, and carriers, the organization should record material or product item codes and internal lot numbers, if applicable.
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