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Date: 215 March 2025

To: APPLICANTS, MANUFACTURERS, WHOLESALERS, PREMISES
LICENCE HOLDERS, AND RETAIL OUTLETS

RE: CLARIFICATION ON THE SALE AND DISTRIBUTION OF UNAPPROVED
PHARMACOPOEIAL AND GALENICAL PREPARATIONS

This circular is a follow up to Circular 28 of 2024 issued on the 11" December 2024. The
Medicines Control Authority of Zimbabwe (MCAZ), hereinafter referred to as "7he Authority,"
seeks to clarify its position on the sale and distribution of Pharmacopoeial and Galenical
preparations. With respect to MCAZ Circular 28 of 2024, the following definitions shall be
applicable:

Galenical preparations: Medicines prepared according to the formulae of Galen. The term
now denotes standard preparations containing one or several organic ingredients, as contrasted
with pure chemical substances.

Pharmacopoeial preparations: Preparations made according to official pharmacopeial
directions. Official pharmacopoeias include British Pharmacopoiea (B.P.) and United States
Pharmacopoiea (USP).

Manufacture: Includes compounding, processing, or packing for sale but excludes the
compounding of a medicine by a medical practitioner, dental practitioner, veterinary surgeon,
or pharmacist if that medicine:

(a) has not been advertised for sale in Zimbabwe; and

(b) does not contain any component whose sale is prohibited by the Medicines and Allied
Substances Control Act; and

(c) is supplied for the treatment of a particular person or animal.

The Authority has received several inquiries regarding Circular 28 of 2024 and provides the
following clarifications:

1. Pharmacopoeia preparations are registrable, the sale of unregistered pharmacopeial
preparations is illegal.

2. Orally administered galenical preparations such as liquid paraffin, castor oil, clove
oil, and cod liver oil must be registered and manufactured in a ¢cGMP-compliant
manufacturing facility.

3. Multipurpose preparations: While the Authority recognises that some galenical
preparations can also be used as foodstuffs and cosmetics, those intended for medicinal
purposes must be manufactured by licensed pharmaceutical manufacturers and
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referenced to the relevant pharmacopoeia, as the standards for food grade and
pharmaceutical grade differ. Anyone intending to sell galenical formulations for
cosmetic use, must clearly state on the label that the product is not a medicine but a
cosmetic.
For example, coconut oil, has antimicrobial properties and is used to promote wound
healing as a medicine but can also be used as a cosmetic conditioner for hair. The label
for coconut oil intended to be used as a cosmetic should explicitly state that the product
is not a medicine but a cosmetic. Conversely coconut oil intended to be used as a
medicine must be manufactured by licensed pharmaceutical manufacturers and
referenced to the relevant pharmacopoeia.
Healthcare professionals should refrain from selling non-medicinal preparations for
medicinal purposes, as the quality of these preparations is currently not regulated by
the Authority.

4. The sale of preparations that do not clearly state their intended use on the label 1s
prohibited.

5. Pharmacists are still permitted to compound galenical preparations; however, they must
maintain pristine records and should not sell their products to other practitioners but
compound for direct sale to their customers only.

Requirements for registration of pharmacopeial and galenicals preparations:

Module 1

1. Duly completed CM1 form
2. Two product samples
Product labels (including all the required details as per S.I. 97 of 2015)
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Quality information

Source of API (including certificates of analysis)

Description of the manufacturing process

Manufacturer (including GMP status)

Finished product specifications (including certificates of analysis)
Packaging material specifications (including a specific identification test)
Stability summary
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The Authority upholds its mandate to ensure access to safe, effective, and high-quality medical
products and allied substances for the protection of public and animal health.
For further information, please contact MCAZ at mcaz@mcaz.co.zw.

Yours faithfully
MEDICINES CONTROL AUTHORITY OF ZIMBABWE

I¥. Rukwata (Mr.)
DIRECTOR-GENERAL



