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MESSAGE FROM THE HEAD OF LABORATORY SERVICES DIVISION

As we continue to uphold our mandate to protect public health by ensuring that
medicines and medical devices on the Zimbabwean market are safe, effective and of
good quality, | am proud to introduce, “The Spec”, a quarterly newsletter of updates
from MCAZ Laboratory Services. “The Spec” derives its name from “the

specifications” against which all medicines and medical devices are assessed for
compliance. The Spec will inform you on important updates from MCAZ Chemistry,

Microbiology and Medical Devices Laboratories. In the first quarter, we made great
strides in expanding our testing capabilities, strengthening local and international

collaborations, and enhancing staff development.

LET US REMAIN CURIOUS, FOCUSED AND COMMITTED TO EXCELLENCE.

KERVIN DZAWO

WHATS NEW IN THE LABORATORY?

MICROBE CHECK REVAMPED

Ensuring a contamination free environment is a key priority in
microbiological testing, The MCAZ Microbiology laboratory
received a boost in its environmental monitoring program
through the support of The Global Fund where air sampling
equipment was received

AIR SAMPLING - LIGHTHOUSE ACTIVE COUNT

Controlled amount of air is collected, filtering for
particulate matter and microorganisms

PARTICULATE COUNTER- LIGHTHOUSE APEXZ

Particulate matter in the air analysed and counted.

COLONY COUNTER- SCAN® 4000 ULTRA HD
AUTOMATIC COLONY COUNTER

Counting of colonies from environmental samples.

TESTING THE “WATERS” WITH THE NEW TOC ANALYSER

The MCAZ Chemistry laboratory received several pieces of
equipment under the Global Fund grant cycle 2021-23. The
purpose of the initiative was to assist the MCAZ laboratory
services to maintain the WHO Prequalification Standard and
expansion of testing capacity at the MCAZ. The Chemistry
laboratory received amongst others a total organic carbon
(TOC) analyser, which will be essential in assessing the quality
of the water used in laboratory testing operations. Water is the
primary reagent in a majority of the pharmaceutical quality
control tests and its quality can impact the final results of
testing of pharmaceutical products. The addition of the TOCA
adds a quantitative dimension to the existing qualitative
analysis of water that was conducted at the laboratory using
the Total Oxidisable substances test.

“embracing new
technologies, adapting to
evolving regulations, and

staying ahead of emerging
health challenges...”

INTERNATIONAL HARMONISATION

THE 27™ SESSION OF IMDRF MEMBERS MEETING. 2025
JAPAN

The Director General of the MCAZ, Mr Richard Rukwata
attended and presented at the the 27" session of the
International Medical Device Regulators Forum (IMDRF)
members meeting at the United Nations University, Shibuya,
Tokyo. The meeting was held from the 10 to the 14t of
March , 2025. This was the first time MCAZ presented at the
meeting since its successful bid to join the forum at the 26t
session of the IMDRF meeting. The inclusion of MCAZ as an
affiliate member of the IMDRF comes as an effort to expand
the regulatory framework for medical devices and invitro
diagnostic devices by the Authority in line with international
best practices. All the affiliate members of tthe IMDRF can
o]} found on the official IMDRF website,
https://www.imdrf.org/about/affiliate-members
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MICROBIOLOGY ANALYST TRAINING IN VIETNAM

Two analysts, Ruvimbo Vumbunu (fourth from the right, back) and Opusoni
Thanda (second from right, front) visited the Institute of Drug Quality
Control (IDQC) in Ho Chi Minh City, Vietnam from the 3™ to the 25" of
March. The visit was a benchmarking and training exercise in regulatory
pharmaceutical microbiology testing. The IDQC a WHO prequalified and a
national quality control laboratory responsible for testing of pharmaceutical
preparations for regulatory purposes in Vietnam. The analysts managed to
train in sterility, microbial limit, bacterial endotoxin and microbial assay
tests. The analysts also conducted clean room management procedures and
environmental monitoring.  The training was intended to improve the
conduction of good microbiology practices in preparation of WHO
Prequalification of the MCAZ microbiology laboratory.

THE UNIVERSITY OF ZIMBABWE AND THE BIOTECHNOLOGY AUTHORITY
TOUR THE LABS

We hosted students from University of Zimbabwe in an interactive
laboratory tour aimed at encouraging careers in pharmaceutical quality
control. Similarly, the MCAZ laboratory hosted 9 Researchers and 12 Interns
from National Biotechnology Authority of Zimbabwe (NBAZ) on the 28th of
March 2025. This was part of a familiarisation tour of laboratories with a
regulatory function. The aim was for NBAZ staff understand laboratory
management systems at the Medicines Control Authority of Zimbabwe . The
researchers and students also wanted to appreciate the equipment that was
available for research.

OUR WORK IN NUMBERS

Samples submitted to the laboratories at the MCAZ have varying sources. As a result of the laboratory being ISO 17025
accredited and WHO Prequalified for Chemistry, samples are received from both regional and local customers. Each sample is
submitted to the appropriate laboratory through the Samples Repository Office and the results are released once the testing
process is completed.
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OUR LAST WORD CONTACT US

106 Baines Avenue Medicines Control Authority of
Harare Zimbabwe

@ Tel: +263 242 736 981-7 WWW.MCaz.co.zw
708 255/ 792 165/

"Our mission doesn't end with compliance,
it begins with commitment.”
— Anonymous 0772 145 191/2/2 9 mcaz@mcaz.co.zw




