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Galenisys was able to meet with many of the people and companies involved in the
project to build a vaccine manufacturing facility in Egypt, to answer their questions, and
provide advice.
We assisted at an open discussion forum on the supply of essential vaccines to Africa and
at a ceremony for the formal recognition by the Egyptian Administration of the
establishment of a training Academy by our client. Galenisys is actively involved in this
Academy and the courses that it will offer.

We proudly participated in the 2nd Africa Health Excon alongside one of our clients, in
Cairo, on Wednesday 7th & Thursday 8th June 2023.

It was a great pleasure to meet clients again, and potential clients, face to face, at this
unique event which brought together manufacturers of diagnostics, pharmaceuticals,
biological products, medical devices, and recognised international industrial equipment
& service suppliers. Many start-up companies in the Life Sciences business were also
present.
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Galenisys is currently assisting a major international cosmetics company to prepare for an FDA
manufacturing site inspection.

For the FDA, any product marketed in the USA that purportedly improves ¨well-being” will be
treated as a drug and therefore be subject to 21 CFR 210, 211 and relevant FDA guidance
documents.

This policy applies to such products as anti-dandruff shampoos, toothpaste with fluoride,
suncreams and lotions and lip balms. Suncreams prevent sunburn and lip balms prevent
dehydration and although neither type of product will have a registration dossier (NDA) the FDA
will treat them as “Over the counter” (OTC) drug products.

Cosmetics and the FDA

By Steve Biddulph 
Fellow of Royal Institute of Microbiology.  Board level pharma experience. QSM and Aseptic

Manufacturing & Control Expertise
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There are between 100,000 and 300,000 OTC products on the market in the USA. Since 2017, the
FDA has increased its efforts in attempting to regulate the OTC market. It has used several
initiatives for this :

The requirement for OTC manufacturers to be registered. Registration must be renewed
annually. It is important to note that a foreign drug OTC manufacturer also requires US FDA
registration UN listing if the drug from the manufacturer is marketing in the USA

Registrants are required to submit initial listing information on all (their) OTC drugs in
commercial distribution at the time of establishing registration with the FDA. Owners and
operators of all registered establishments must update their drug OTC listing information with
the US FDA every June and December.

The creation of monographs in the USP/NF for OTC products. These monographs provide a
rulebook for each therapeutic category, established in conditions, such as active ingredients,
uses (indications) doses, route of administration, labelling, and testing under which an OTC
drug is generally recognised as safe and effective (GRASE)

The requirement for OTC drugs to carry expiry dating based on stability studies -accelerated
for six months, or real time studies.

In addition to the above, the FDA performs on-site inspections to check that OTC manufacturers
are in compliance with cGMPs and other relevant FDA requirements. 

This is why forward-thinking OTC/Cosmetics manufacturers look to Galenisys to assist in the
preparation for on-site FDA inspections. We are pleased to have successfully provided this service
to several such International companies over the last few years. 

Steve Biddulph
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