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Document development process

The  16th Sectoral Council on Agriculture and Food Security (SCAFS) directed the Secretariat to 

mobilize resources to facilitate the development guidelines for aquatic medicines/ chemicals 

registration requirements EAC/SCAFS/16/directive 35. 

This is in line with Article 108 of the EAC Treaty which calls for the EAC Partner States to adopt 

common mechanism to ensure safety, efficacy and quality of agricultural inputs including medical 

devices, chemicals, drugs and vaccines.

Development  of the Draft guideline document workshop held in Entebbe on 26-28th June  2023,Uganda

Review of the Draft guideline document workshop held in Arusha on 17-20th September 2024,Tanzania 

Validation of the  Draft guideline document workshop held in Nairobi on 2nd –4th April 2025,Kenya –TMA

WOAH

Adoption of the Draft guideline document  by SCAFS  in the SCAFS meeting held in Arusha on 

14th -18TH July  2025,Kenya – EAC
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MODULE 3: QUALITY INFORMATION



3.2.P.7.1 Labelling Standard for Aquatic animal medicine 

Excipients (Inactive ingredients) all other components of the final drug 

product, such as coloring and flavoring substances, preservatives, and binding 

agents. Since the fish are sensitive to the inactive substances of the medicines 

they must be selected careful, all consideration put in place and declared on 

the label.

‘Not for Human Consumption’: The label shall have ‘Not for Human Consumption’ in the 
bottom strip with bigger font size to avoid any possible consumption by humans.
‘Aquatic Animal Use Only’: The label shall bear a SYMBOL depicting an appropriate image of 
the aquatic animal(s) for which the product is to be administered.



MODULE 4.0 safety and efficacy of Aquatic animal 
medicine  intended for use in farmed finfish
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4.2.6.5. Dose justification and 
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4.2.6.6. Oral administration 
4.2.6.7. Waterborne 
administration 
4.2.6.8. Parenteral administration

 
4.2.7 Laboratory studies 
4.2.7.1. Challenge studies 
4.2.7.2. Dose determination 
studies 
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4.3.4. Diagnostic criteria 



4.2.6. Tolerance in 

the target species

Target animal safety 

should be determined 

in all of the target 

species, as defined by 

the investigator, unless 

otherwise justified.

Excipients normally 

used in pharmaceutical 

products for terrestrial 

animals may not be 

well tolerated by 

aquatic species. Safety 

of excipients should be 

determined and lack of 

appropriate data 

justified.

4.2.6.7. Waterborne administration

Dipping and bathing are methods of 

administration considered as waterborne 

administration. Waterborne treatment must 

usually have a very broad margin of safety due 

to the difficulty of accurate dosing/estimation of 

water volume in raceways or sea cages. The 

duration of treatment should be equal to or 

longer than the proposed length of treatment. 

4.2.5. Resistance

The mechanism for, and frequency of, resistance 

should be discussed including information on 

possible transmission.

Provide information about the molecule  to 

strengthen epidemiological evidence on AMR and 

inform aquaculture and fisheries interventions  

needed to mitigate the impact of AMR globally.
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