AZ Medicines Control Authority of Zimbabwe

106 Baines Avenue P.O. Box 10559
Tel: +263 242 736 981-7 H_arare
708 255/792 165/ 0772 145 191/2/3 Zimbabwe

Email: mcaz@mcaz.co.zw
Website: www.mcaz.co.zw

REF:B/279/28/1/2025
24 January 2025

The Supervisor

Pharmasolutions (Pvt) Ltd

t/a Pharmasol Distribution

Lot 2 Airlington Estate, Airport Road
Harare

ATTENTION: Mr Tim Zinjiba.
Dear Sir

RE: INVESTIGATIVE INSPECTION OF LICENSED PREMISES -
PHARMASOLUTIONS (PVT) LTD T/A PHARMASOL DISTRIBUTION, LOT 2
AIRLINGTON ESTATE, AIRPORT ROAD, HARARE

The inspection of the above premises on the 21% of January 2025 refers.

Appended is an inspection report for your noting and comments. Could we please have
your written comments, on a signed official letterhead, within 7 days of receipt of this
letter.

Yours faithfully
MEDICINES CONTROL AUTHORITY OF ZIMBABWE

ﬁ A. Verenga (Ms.)
For: DIRECTOR-GENERAL
/be

Medicines Control Authority of Zimbabwe (MCAZ)



Medicines Control Authority of Zimbabwe

LET 05
LICENSING AND ENFORCEMENT DIVISION

INSPECTION REPORT FOR A WHOLESALE DEALER — INVESTIGATIVE

PHARMASOLUTIONS (PVT) LTD T/A PHARMASOL DISTRIBUTION, LOT 2
AIRLINGTON ESTATE, AIRPORT ROAD, HARARE.

Licensee: Pharmasolutions (Pvt) Ltd

Supervisor of record: Tim Zinjiba

Inspection Date: 21/01/2025

Inspectors: O. Hove, R. Ziduche, B. Chinhongo and G. Mapokotore
Type of inspection: Investigative Inspection

Key

ltalics: Shortcomings noted during inspection

Bold: Issues noted during re-inspection and sub-headings

Regular: The rest of the body of the inspection

1.0 Preamble
This was an investigative inspection following a complaint with reference MCAZ 03/2025 wherein
it was reported that the wholesaler was distributing unregistered anti-rabies vaccines which were

not approved for importation by the Authority.

Findings

A pharmacy was visited for a routine inspection around 12:00 hours on the 21 of January 2025,
and in this inspection, unregistered were noted and confiscated. The supervisor informed us these
medicines had been procured from an approved wholesale distributor and an invoice was produced

as evidence. The invoice is as shown below:
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The batch number and expiry date of the medicine were not indicated on the invoice. Two of the
four supplied ampoules had already been sold. The confiscated falsified medicine is depicted in
the image below:

R ——
RABIES VACCINE, L ’, RABIES VACClNE
HUMAN L.P. HUMAN L.P.

(PURIFIED VERO CELL RABIES VACCINE) (PURIFIED VERO CELL RABIES VACCINE)

Abhayrab

FOR INTRAMUSCULAR / INTRADERMAL USE

e

| FOR SALE N INDIA ONLY -
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As shown in the images above, a fake sticker was affixed to the medicine deceiving retail
pharmacists to assume it was a registered product. Following these findings, Pharmasol
Distributors were visited around 1330hours on the 21% of January 2025. On the day of inspection
the premises were being supervised by Mr Tim Zinjiva, the supervisor of record. The refrigerator
was inspected, however no unregistered medicines were found. One of the consignments which
had been packed for dispatch was opened and 40 unregistered Vitamin K 10mg/Iml ampoules were
noted and confiscated. Sale distribution records for the product was retrieved from their system.

On the 22" of January 2025, another premises was visited for an inspection wherein four (4) vials
of the same product were noted and confiscated. An invoice was also presented by the supervisor
of the premises and it was noted to have originated from Pharmasol Distributors again. The invoice
is depicted in the image below:
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2.0 Observations
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For the observations the reference numbers given below in the right hand column refer to the
relevant references of the Medicines and Allied Substances Control Act, Medicines and Allied
Substances Control Regulations and Good Dispensing or Good Wholesaling Guidelines

Observations are classified into the categories “Critical”, “Major”, “Other (Minor)”

2.1 Critical observations are those observations that pose a great risk to the general public

2.2 Major observations are those observations which pose considerable risk to the public

2.3 Minor observations are those observations which pose minimal risk to the public but are
still contraventions to the statutory instruments and departure from the guidelines.

Nr Observations Ref
Critical
1. Sale of unregistered medicines Medicines and Allied
Substances Control
(General) Regulations, SI
150 of 1991, Section 29
Major
1. None
Minor
1. None

3.0 Recommendations

e The supervisor should comment on the findings noted during the inspection.
e The supervisor is advised to quarantine all the remaining falsified medicines and submit to

the Authority for destruction.

Inspector: Onias Hove
Name
Inspector: Rufaro Ziduche
Name
Inspector: Gideon Mapokotera
Name
Rev 0 April 2021 B/279/28/1/2025

ol UChi

23/01/2025
Date

23/01/2025
Date

23/01/2025
Date

Page 4 of 5




Inspector:

Reviewed by:
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Name ignature

Martha Mwatseteza /f ¢
Name Signature
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