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"The existence and functioning of a comprehensive drug regulatory system supported by legislation is a prerequisite
for an overall quality assurance system" (WHQO 1997, P.2).

A s Laalle @ gl Al s 438 Y1 5 45501 5 pl) Basiall Y ol il g azalall o 3l iy ) Lgazan,
Adgall ) gall 2o 33 s Lol Sy K ppa

n - . . . . .
To facilitate adequate national control of pharmaceutical supply system, authority should be vested in a ministry

which is responsible for health matters. This would permit the establishment of a drug control agency and the
development of administrative and regulatory procedures for the control of pharmaceuticals such as drug
notification, authorization and registration and for the carrying out of adequate drug quality surveillance" (WHO
1997, P. 109).

Jaiitl Lgalga 8 Cns 53 g Caliad g Aala 3 5 5 yum Aanaall 5) 3 g ol ) Calea 38 Aallall daaall dadiia of 2ai
A ) Jilail s el Jerall cilaniy Al )1 Adalll ae s e Sl ! sally Aalall Aais¥) paea e 408 )

"It is necessary for each country to develop and maintain a drug quality assessment system, which should form an
integral part of a national drug control system, designed to prevent the production, export, import, and distribution
of ineffective, harmful or poor-quality drugs. Such a system must be based on appropriate legislation and be
supervised by a suitably qualified and properly empowered authority, supported by inspection and laboratory
services" (WHO 1997, P.106).
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For the purposes of this manual, the term medicines regulatory authority means a network that administers the full
spectrum of medicines regulatory activities, usually at a national level, including at least the following functions and
sometimes others:

1. Marketing authorization for new products and variation of existing authorizations;
2. Quality control laboratory testing;

3. Good Practice inspections/audits and licensing of manufacturers, wholesalers, other distribution channels,
clinical trial centres, and laboratories responsible for quality control and toxicology testing;

4. Adverse drug reaction monitoring (pharmacovigilance);

5. Provision of medicines information and promotion of rational use of medicines;

6. Control of promotion and advertising;

7. Monitoring of Medicines Utilization;

8. Enforcement operations.
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On Feb 3, 2012, WHO issued a drug safety alert about pyrimethamine-contaminated isosorbide 5mononitrate in
Pakistan (WHO, 2012), 125 people have died as a result of fatal bone-marrow suppression after taking the
contaminated drug. Despite good intentions, the reforms have decentralized functions that need to be federally

(nationally) mandated in a globalised environment.
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