
 

VDFACA application 

procedure for  

veterinary drugs 

VDFACA 

Branch Office 

verifies the 

document & 

inspects the 

consignment 

VDFACA 

branch office 

issues Release 

Permit to 

Customs 

through single 

window 

Start importing 

veterinary 

drugs and 

trading 

Importer applies for further 

imports by submitting new APOs 

CoC renewed every  
year (re-inspection is 

risk based) 

MA/Import permit 
renewed every 5 years 
with re-evaluation of 
dossier & lab testing  

Lab testing on 
suspected and random 
selection of imported 
consignment and also 

on post marketing 
surveillance  

GMP inspection every 5 
years 

Cost of 

renewal 

review 

Application refused, refusal 
reasons sent to applicant 

If one or more of GMP, dossier 
evaluation & lab tests are –ve 

Outsourced for 

vaccines (PANVAC) 

Branch Office 
release samples 

(at the port) 

Pre-CoC/CoC 

issued to 

importer 

within 7 

working days 

Importers 

Trade Licence 

issued by 

Ministry of 

Trade 

Agency 

Agreement 

approved. 

(Between 

applicant &  

supplier) 

Validation: 

update 

database to 

record receipt. 

Using a 

validation 

checklist, 

check forms 

and supporting 

data are 

provided (and 

VDFACA to link 

with previous  

pre-CoC/CoC 

and Agency 

Agreement 

applications)   

PASS 
Registration 

Certificate 

issued within 2 

working days 

Applicant 

applies for 

release permit 

by Single 

Window  

Assessment of 

product 

registration 

application: 

Timescales for 

each sub-

process are 

provided to 

applicant 

 

Progress of 

each area is 

recorded in 

the database 
VDFACA assess the Agency 

Agreement documents and 

issue approval letter to 

applicant and supplier within 3 

days. 

Delivery  
mode 

Importer submits pre-

CoC/CoC application 

form  

VDFACA log application 

and importer details on 

database within 1 

working day 

VDFACA 

acknowledge 

receipt  

VDFACA can request 

further or missing 

information giving a 

deadline for response  

VDFACA update database to 

record receipt of documents, 

linking with previous pre-CoC/

CoC application, within 1 

working day 

Applicant applies to VDFACA 

to register Agency 

Agreement, by application 

letter and pays fee 

Submission of 

application for 

the 

registration of 

a product to 

VDFACA 

according to 

registration 

guideline 

If GMP 

inspection is 

required  

Inspection fee 

request raised 

Payment of fee 

to bank, receipt 

Set date of 

inspection 

Formal Report to 
Tech Comm 

within 1 month, 
decision within 3 

days 

Inspection 

carried out, 

preliminary 

report given 

If +ve, GMP Cert issued to 

manufacturing site & sent 

to applicant within 1 day 

If deficiencies, a list is sent to 

the supplier within 10 days. 

Corrective action or another 

inspection may be needed 

depending on the level of 

deficiencies  

Dossier assessed, LoQ 
drafted and peer 

reviewed within 60 days 

Dossier 

assessment 

LoQ sent to applicant to 
liaise with supplier with 
a deadline of not more 

than 6 months 

Also reviewed and 
approved by team 

leader 

Response to LoQ 
received (& 

acknowledge) and 
reviewed within 10 days 

Laboratory 

testing 

VDFACA identifies tests 
to be conducted and 

completes sample 
request form within 1 

working day 

Applicant takes samples 
and request form from 

VDFACA to lab 

VDFACA approve APO 
and the Branch Office 

and the Bank are 
notified of approval by 

the System 

Valid for 6 months 

No fee if everything satisfactory, 

assessed and issued on same day 

Overseas supplier sends 
proforma invoice to 

applicant 

Applicant applies for 
APO by Single Window 

VDFACA check MA has 
been issued 

note 

APO:  Advance Purchase Order 

CoC: Certificate of Competence 

GMP:  Good Manufacturing Practice 

LoQ: List of Questions 

MA: Marketing Authorisation (Registration Certificate) 

MoT:  Ministry of Trade 

Pre-CoC: Pre-registration Certificate of Competence 

 

Importer 

submits 

application for 

a Trade Licence 

to the MoT 

(includes copy 

of pre-CoC/

CoC) 

FAIL 

VDFACA can 

request further or 

missing information  

giving a maximum 

deadline of 3 

months for 

response 

If information is not 

provided or is 

unsatisfactory, 

application rejected 

& applicant asked to 

re-apply 

Response is 

satisfactory, 

applicant 

notified 

within 3 

working days 

Notify 

applicant if 

manufacturing 

site has a valid 

GMP certificate 

issued by an 

SRA or if GMP 

inspection is 

required 

Within 3 working 

days 
Importer pays 

at bank and 

sends bank 

receipt to 

VDFACA as 

proof of 

payment 

VDFACA writes 

to importer / 

supplier  

requesting 

payment 

Pre-submission advice 

VDFACA provides an 

application pack* to 

Applicant if notified of their 

intention to start trading 

and apply for a Pre-CoC/

CoC/Import Permit 

*Application pack  

(available by email/post/website) 

Application forms 

• Pre-CoC or CoC 

• Product registration 

Guidance/Checklists 

• Pre-CoC/CoC requirements 

• Professional License Requirements 

• Registering an Agency Agreement 

• GMP inspection  

• Certificate of Pharmaceutical Products 

• Inspection requirements for Storage 

facility 

• Product dossier and samples for testing 

• Fees and timescales for each step 

• Import permit requirements 

• Release permit requirements 

Legend 

Applicant notified of 
outcome 

VDFACA write to 
applicant & Branch 

office permitting import 
of test samples 

Payment  

received 

Applicant notified of 
outcome 

If GMP, dossier evaluation 
& lab tests are +ve 

Can 

appeal 

CoC 

Process 

VDFACA Inspectorate conducts site 

visit, further inspections determined 

on risk-based approach 

Assistant Technical Manager  

• Application for professional 

licence made to VDFACA using 

the checklist as guidance  

•VDFACA assess application 

within 3 working days 

Storage Facility 

Importer leases storage facility & 

engages Assistant Technical Manager 

CoC Process 

If inspection is unsatisfactory, 

failings provided to importer 

within 2 working days. If 

cannot resolve issues,  finds 

another site and inspection 

process is repeated 

Inspection carried out 

by 2 inspectors using 

checklist 

If inspection is satisfactory the 

storage facility is approved within 2 

working days 

Storage facility approved & CoC issued 

CoC 

Process 

when the 

consignment 

reaches at the 

port  

Prepared by the Veterinary Medicines  Directorate (VMD)  

United Kingdom as part of L-MIRA project funded by IFC. 

Lab  conducts tests 
(within 7 days for 

physico-chemical & 16 
days for microbiological 

tests) 

Pre-CoC is issued if 

the applicant has 

acquired office 

and employed 

technical manager. 

The technical 

manager should 

be educated to at 

least a degree/ 

DVM level & 

should be in 

possession of a 

Professional 

License issued by 

VDFACA.     

 


