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1- Good Manufacturing Practice (GMP)

2- ICH (International Conference on Harmonization of
Technical Requirements for Registration of Pharmaceuticals
for Human Use)

3- PIC/S (Pharmaceutical Inspection Convention +

Pharmaceutical Inspection Co-operation Scheme)
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2- Sulfanilamide Elixir

3- Ethylene Glycol

4- Vehicle

5- 1938 Federal Food Drug and Cosmetic (FD and C)
6- Sulfathiazole tablets

7- Winthrop Chemical Company

8- Phenobarbital

9- Kefauver - Harris Drug Amendment
10- Thalidomid

11- Birth Defects Current GMP(cGMP)
12- 21 Code of Federal Regulations

13- Subparts

14- General Provision
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1- Theodore Roosvelt
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18- Manufacture of Biological medicinal Products for
Human Use

19- Manufacture of Radiopharmaceuticals

20- Manufacture of Veterinary Medicinal Products Other
than Immunological

21- Manufacture of Immunological Veterinary medical
Products

22- Manufacture of Medicinal Gases

23- Manufacture.of Herbal medicinal products

24- Manufacture of Starting and Packaging Materials

25- Manufacture of Liquids, Creams and ointments

26- Manufacture of Pressurized Metered Dose Aerosol
preparations for Inhalation

27- Computerised Systems

28- Use of lonizing Radiation in the Manufacture of
medicinal products

29- Manufacture of Investigational Medicinal Products
30- Manufacture of products derived from Human Blood or
Human Plasma

31- Qualification and Validation

32- Certification by a Qualified Person and Batch Release
33- Parametric Release

34- Good Manufacturing Practice for Active Pharmaceutical
Ingredients

35- Reference and Retention Samples
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1- Organization and personnel

2- Buildings and Facilities

3- Equipment

4- Control of Components and Drug Product Containers and
Closures

5- Production and Process Controls

6- Packaging and Labeling Control

7- Holding and Distribution

8- Laboratory Control

9- Reports and Records

10- Returned and Salvaged Drug Products

11- European Commission Directive 91/356
12- Documentation

13- production

14- Contract Manufacture and Analysis

15- Complaints and Product Recall

16- Self inspection

17- Manufacture of Sterile medicinal Products
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7- Personal Hygiene

8- Good Practices in Quality Control

9- EFPIA (European Federation of Pharmaceutical
Industries and Associations)

10- Pharmaceutical Inspection Convention (PIC)
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1- Australian Drug Evaluation Code of Committee
2- Australian Good Manufacturing Practice

3- Twentieth World Health Assembly

4- International Pharmacopeia

5- Sanitation and Hygiene

6- Self Inspection and Quality Audit
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1- Pharmaceutical Inspection Co-operation Scheme (PIC
Scheme)
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Designing a model of drug quality assurance for
Iran
Gh.H. Elhami', MR. Maleki’
Abstract

Background and Aim: Manufacturing substandard and low quality pharmaceutical products will lead
to waste of resources with added health risks to public health.

Materials and Method: The research was a descriptive and comparative study. USA, EU, Australia
and Iran, and WHO, ICH and PIC/S were selected for the comparative study. Internet sites and
scientific journals were used for data collection. The comparative study determined the primary
proposed model. Then, based on Delphi technique, the primary model was evaluated by experts and
eventually the final model was designed.

Results: Pharmaceutical quality assurance model of USA had two parts without annexes. The first
part described the general concepts. The second part was much larger and had eleven subparts. Each
subpart included some GMP requirements. The model of EU was based on two parts. The first part,
with nine chapters, presented the basic GMP requirements, and the second part, consisted of nineteen
annexes, and illustrated the method of GMP implementation on/specific areas of production. The
model of Australia was very similar to EU model, structurally and contextually. The model of WHO
had written the GMP principles in seventeen chapters without annexes. The model of ICH consisted of
nineteen chapters and had no annexes. The model of PIC/S was designed as EU model completely.
Iran had no pharmaceutical quality assurance model. The comparative study and feedbacks of experts
determined the final proposed model for pharmaceutical quality assurance (GMP) of Iran, which
consisted of two parts. The first part, chapters, included thirteen chapters and each chapter described
isolated parts of GMP principles. Each chapter was divided to some major titles. Overall, the first part
(chapters) consisted of sixty-two major titles:. The second part of model consisted of sixteen annexes,
which illustrated the method of GMP-implementation on specific areas of production.

Conclusion: Establishment of standards of the final model of GMP in the drug industry could lead to the
improvement of quality of national manufactured drugs, hence, promoting the population health levels.

Key Words: Drug; Quality; Quality Assurance.
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