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1. INTRODUCTION
The Zambia Medicines Regulatory Authority (ZAMRA) was established under the Medicines and Allied

Substances Act No. 3 of 2013 of the Laws of Zambia to regulate and control the manufacture,
importation, storage, distribution, supply, sale, and use of medicines and allied substances. Its principal
objective is to ensure that all medicines and allied substances made available to the Zambian public
consistently meet established standards of quality, safety, and efficacy.

Section 5 of the Medicines and Allied Substances Act No. 3 of 2013 of the Laws of Zambia requires
that pharmaceutical outlets be inspected for the purpose of ensuring compliance with the law.

These guidelines relate to deficiencies for all inspections covering pharmaceutical wholesale outlets,
retail and hospital pharmacies, health shops and agro-veterinary shops.

2. OBJECTIVE
The objective of these guidelines is to standardise the classification of deficiencies arising from

inspections of pharmaceutical wholesale outlets, retail or hospital pharmacies, agro-veterinary shops,
health shops or any other storage area of medicines and allied substances.

Standardisation will help ensure that there is a consistent view of what constitutes a “Critical”, “Major”
or “Minor” deficiency. Risk management principles will be applied in the categorisation of these
deficiencies depending on the type of inspection or premises.

3. SCOPE
These guidelines apply to all GSDP inspection deficiencies arising from inspections and provide actions

to be taken by the Authority in response to the reporting of critical and major deficiencies.

4. DEFINITIONS
In these guidelines, unless the context otherwise requires -

“Act” means the Medicines and Allied Substances Act (No. 3) of 2013;

“Allied Substances” include acaricides, cosmetics, disinfectants, food supplements, feed additives and
supplements, medical and surgical sundries, medical devices and condoms;

“Authority” means the Zambia Medicines Regulatory Authority;

“Correction” means any action that is taken to eliminate a nonconformity.
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“Corrective action” means steps that are taken to eliminate the causes of existing nonconformities in

order to prevent recurrence.
“Deficiency” means a non-fulfilment of a specified requirement.

“Good Manufacturing Practice (GMP)” means the part of quality management that ensures that a
product is consistently produced and controlled according to the quality standards appropriate to its
intended use and as required by the marketing authorisation; clinical trial authorisation or product

specification.

“Good Storage and Distribution Practice (GSDP)” means the part of quality assurance that ensures
that the quality of medicines and allied substances is maintained by means of adequate control of the
numerous activities which occur during the distribution process as well as providing a tool to secure the
distribution system from , unapproved, illegally imported, stolen, substandard and falsified medicines

and allied substances.

“Inspection observation” means a finding or a statement of fact made during an inspection and
substantiated by objective evidence. Such findings may be positive or negative.

% Medicine ” means human medicine, veterinary medicine, medicinal product, herbal medicine or any
substance or mixture of substances for human or veterinary use intended to be used or manufactured for
use for its therapeutic efficacy or for its pharmacological purpose in the diagnosis, treatment, alleviation,
modification or prevention of disease or abnormal physical or mental state or the symptoms of disease

in a person or animal;

“Quality management system” means a documented system with a collection of business processes
focused on consistently meeting customer requirement and enbancing their satisfaction. It is aligned
with an organization’s purpose and strategic direction. It provides a proactive approach to identifying,
evaluating and controlling potential risk to quality. It facilitates continual improvement process

performance and maintenance of product quality.

“Preventive Action” means steps that are taken to remove the causes of potential nonconformities or
potential situations that are undesirable.

“Standard operating procedure (SOP)” means a written set of step-by-step instructions that explains

how to carry out a specific task or process consistently and correctly.

“Responsible person” includes a pharmacist, pharmacy technologist, veterinary surgeon, veterinary

para-professional, or as the case may be, or such other person as the Authority may determine.
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5. ABBREVIATIONS

APC: Annual Practicing Certificate

CAPA: Corrective and Preventive Action
GMP: Good Manufacturing Practice

GSDP: Good Storage and Distribution Practice
HPCZ: Health Professions Council of Zambia
VAZ: Veterinary Association of Zambia
WHO: World Health Organisation

ZAMRA: Zambia Medicines Regulatory Authority

6. CLASSIFICATION OF GSDP DEFICIENCIES
6.1 Deficiencies are classified as Critical, Major, or Others (Minor), and are further categorized

according to the functions related to premises, products, and personnel. The definitions of
these classifications are as follows:

6.2
i Critical Deficiency is defined as any departure from the principles of Good Storage

and Distribution Practices (GSDP) that results in, or is likely to result in, premises in
respect of which the application is made is inadequate in size, poses a significant risk
to public or animal health. Examples of critical deficiencies include, but are not
limited to, the following:

ii.

iil. . a) Storage of medicinal products requiring refrigeration at ambient temperature;
b) Procurement of medicinal products from, or supply of medicinal products to,

unauthorized persons or entities; and
c) Identification of rejected or recatled products within saleable stock, among others.
iv. Major deficiency is defined as a non-critical observation that:

a) Indicates a significant deviation from (GSDP) which may result in a medicinal
product failing to comply with the conditions of its marketing authorisation,
particularly with respect to storage and transportation requirements;

b) Indicates a failure of the Responsible Person to adequately fulfil his or her duties

and responsibilities; and
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¢) Consists of several other deficiencies which, individually, may not be classified as
major, but which collectively represent a major deficiency and should therefore be

explained and reported as such.

v. Other (Minor) deficiency is defined as a deficiency that cannot be classified as either
critical or major, but which nonetheless represents a departure from (GSDP) guidelines.
Such a deficiency may be classified as minor where it is considered to have limited
impact, or where insufficient information is available to justify classification as either
a major or critical deficiency.

6.3 Classification of a deficiency shall be based on the level of risk assessed and may vary
depending on the nature of the business. For example, in certain circumstances, a deficiency
that would ordinarily be considered minor may be classified as major in a retail pharmacy or

health shop, as applicable.
6.4 A deficiency identified during a previous inspection that has not been adequately corrected

may be assigned a higher classification during a subsequent inspection.
6.5  One-off minor lapses or less significant issues may not usually be formally reported but are
brought to the attention of the responsible person during the inspection.

The annexure below shows the typical GSDP non-conformances that inspectors may observe

during an inspection. It is not intended to be an all-inclusive/ exhaustive list, and inspectors may

identify other observation.
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