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The following overview sorted by country is built from feedback received mainly from Qualified 
Persons and/or inspectors operating in respective countries. They reflect the current state of 

knowledge of EQPA. Implementation of rules and regulations may change over time and personal 
experience may differ from the information shown. Please feel free to comment at any time on 

the information listed. Your comments will make this knowledge base more comprehensive, 

valuable and useful. 
 

 

 
Table 2: Accepted diplomas and degrees per country 
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Figure 2: The route to become a QP – light blue shading means flexible application; > means 
duration can be longer 
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

Latest update February 2023 

 

www.ages.at

• 

• 
• 

• 

• 
• 

• 

.

www.austria-qp.at

• Approve the Product Quality Review 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 
site 

• Approve Re-work and Re-processing 

• 

• 

• Defined education and experience required for 

Head of QC and Head of Production  

 

                                                

  

http://www.ages.at/
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.basg.gv.at_inspektionen_formulare_gmpgdp_&d=DwMGaQ&c=jHgcP7szeAIUYaRntinSHBjW6yxX50BmcsbhG5xScJw&r=FPrwUaF26dCy5F9HfdgqBKmzrwHhsTwfGtUWGT_IA2o&m=ya3BxmPVXHNUeVG2UX-lsJKzLrgcJU-vpCe5ByzO1YY&s=5kIaD-O2rIyHKWassymVOLMi0XLmtqu3uumblnVzXm8&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.basg.gv.at_inspektionen_formulare_gmpgdp_&d=DwMGaQ&c=jHgcP7szeAIUYaRntinSHBjW6yxX50BmcsbhG5xScJw&r=FPrwUaF26dCy5F9HfdgqBKmzrwHhsTwfGtUWGT_IA2o&m=ya3BxmPVXHNUeVG2UX-lsJKzLrgcJU-vpCe5ByzO1YY&s=5kIaD-O2rIyHKWassymVOLMi0XLmtqu3uumblnVzXm8&e=
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings which 
are authorized to manufacture medicinal 
products.

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• FAGG/FAMHP only considers one QP per MIA 

• Additional QPs are regarded as back-up or 
deputy QPs.  

• The name of the QP is listed in Annex 5 to the 
MIA.  

• Annex 5 is an optional Annex which is not issued 
by the FAGG and as such the QP is not listed on 
the MIA issued by the FAGG 

 

Applicants are asked to provide a copy of the 
university degree(s), the original internship 
certificate (signed by the QP of the company where 

                                                
  

http://www.upip-vapi.be/
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the internship was completed), a copy of ID and a 
fully completed Form 65 (which is the request form 

to be added to the List of QPs). 

More details can be found: 

https://www.famhp.be/en/human_use/medicines/
medicines/production/qualified_person

• Sign Quality Agreements 

• Approve the Product Quality Review 

• Participate in audits 

• Approve Audit reports 

• Approve Deviation Investigations 

• (eligible) QPs are listed in a national QP register 

• QP and QP certification of biotech APIs required 

https://www.famhp.be/en/human_use/medicines/medicines/production/qualified_person
https://www.famhp.be/en/human_use/medicines/medicines/production/qualified_person
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
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• 

• 

• 

• 

• 

• 

• 

•  

Not known 

Not known 

• No national personal QP requirement known. 

• 
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

Latest update February 2023 

• 

• 

• 

• 

• Quality Assurance activities can replace QC 
laboratory related activities (only partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Head of QC or Head of Production may act as 
Responsible Person  

Not known 

Not known 

• No national personal QP requirement known. 

• 

                                                
  

http://www.halmed.hr/
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

Latest update February 2023 
 

• 

• 

• 

• 

• 

• Quality Assurance activities can replace QC 
laboratory related activities (only partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs. 

Not known 

12 courses required as indicated in local law 

• No national personal QP requirement known. 

• 

• 
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http://www.moh.gov.cy/moh/phs/
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
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• 

• 

• 

• 

• The duration of expected experience is reduced 
to one year, where the university course lasts 
for at least six years. 

• Quality Assurance activities can replace QC 
laboratory related activities (only partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs. 

Not known 

 

• Approve Deviation Investigations 

• 
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

Latest update February 2023 
 

• 

• 

• 

• 

• The duration of expected experience is reduced 
to one year, where the university course lasts 
for at least 5 years. 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (only partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
decide to either nominate  
1) One QP and several delegates or  
2) Several QP's with description of 
responsibilities. 

 

• 

• Author the release and certification SOP 

• Sign Quality Agreements 

• Approve the Product Quality Review 
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• Approve Audit reports 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 

site 

• Approve the Master Batch Records of all sites 

involved in the supply chain 

• Approve Re-work and Re-processing 

• 

• 

• 

• 

• 
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

Latest update prior to 2018 – we ask members for confirmation or commenting 

 

• 

• 

• 

• 
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

Latest update February 2023 
 

• 

• 

• 

• 

• The duration of expected experience is reduced 
to one year, where the university course lasts 
for at least 5 years. 

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs. 

Not known 

• 

• No national personal QP responsibility known. 
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• 

• 

• 

• 

• 

https://www.finlex.fi/en/
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
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• 

• 

• 

• The practical experience for the (deputy) QP 
role is strictly limited to QC laboratory related 
activities.

• Each manufacturing authorization holder can 
nominate one Pharmacien Responsable. 

 

• 

• Sign Quality Agreements 

• Perform the recall decision 

• Approve the Product Quality Review 

• Approve Audit Plan 

• Approve Audit reports 

•  

                                                
  
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• 

• 

• 

• 
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Latest update February 2023 
 

• 

• 

• 

• 

• The practical experience is strictly limited to QC 
laboratory related activities.

• Each manufacturing and/or import authorization 
holder can nominate several QPs 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• Notified to and approved by local inspectorates

• Author the release and certification SOP 
 

• 

• 

• 

  

                                                
  
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Table 2: QP professional requirement by German law (Arzneimittelgesetz) – local law 
requirements (German Drug Lae = AMG) indicated in blue 

Product 
category 

Educational 
requirements 
Art. 49 (2)/§15 (AMG) 

Professional 
experience 
Art. 49 (3) /§15 
(AMG) 

Professional 
Code of 
Conduct or 
appropriate 
administrative 
measures 
Art. 52/§15 
(AMG) 

Category 1 – 3 State examination as a 
pharmacist (Approbation) 

 

or 
 

University diploma/certificate 
of either scientific discpline: 

pharmacy, medicine, 

veterinary medicine, 
chemistry, pharmaceutical 

chemistry and technology, 
biology 

 
plus with 

 

proven detailed list of formal 
qualification of subjects 

 Yes: Included in 
professional law 

system for 

Pharmacists, 
medical and 

veterinary doctors 
with state 

examination 

(Approbation) 
 

Others: 
Missing 

Category 1    
General range of 

Small Molecule 

and biotech 
Medicinal 

Products, Herbal 
Products, etc. 

If studies covered (3-) 4 

years 

2 years practical 

experience in the 

activities of qualitative 

and quantitative 

analysis of medicinal 
products, of 

quantitative analysis of 

active substances and 
of the testing and 

checking necessary to 
ensure the quality of 

medicinal products (at 

a MIAH holder). 

 

Category 2    
Blood products, 
sera, plasma 

derived 

products, 
vaccines,test 

allergenes, etc. 

If blood products derived 
blood plasma 

3 years practical 
experience in 

manufacturing or 

control at a plasma 
manufacturer  

plus 
6 months experience 

in transfusion medicine 
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or medicinal 

microbiology, virology, 
hygiene or control 

 If blood products derived 

from blood cells, etc. 

2 years of general 

experience in 
manufacturing and 

control within 
transfusion medicines 

 

 If autologuous blood 
products 

6 months in 
transfusion medicines 

or 1 year in 

manufacturing of 
autologouos blood 

products 

 

 If hematopoietic stem cell 

products 

2 years of specific 

experience in this area 

including respective 
techniques 

 

Category 3    
ATMPS, other 

medicinal 

products and 
biotechnological 

active 
substances 

If gene therapeutics or in-

vivo diagnostic using marker 

genes 

2 years in a 

corresponding 

medicinal area 

 

 If somatic cell therapeutics or 
biotechnologically modified 

tissue products 

2 years in a 
corresponding 

medicinal area 

 

 If xenogeneic products 3 years in a 
corresponding 

medicinal area 

 

 If tissue based products 2 years in 

manufacturing or 

control in such 
products 

 

 If radiopharmaceuticals 3 years of nuclear 
medicine or 

radiopharmaceutical 
chemistry 

 

 If biotechnological active 

substances 

2 years in 

manufacturing or 
control in such 

products 
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
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• 

• 

• 

• 

• 

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly)

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• No national personal QP responsibility known. 

• 

                                                
  



 
© Copyright: ECA Foundation, Germany – Copying, editing and distributing require the written agreement of the ECA Foundation  



Latest update February 2023 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Each manufacturing authorization holder can 
nominate several QPs 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• No national personal QP responsibility known. 

• 

• 

                                                
  

mailto:ogyi@ogyi.hu
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

Latest update February 2023 

• 

• 

• 

• 

• 

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• Perform the recall decision 

• Approve the Product Quality Review 

• Participate in audits 

• Approve Deviation Investigations 

• 

• 

• 

                                                
  
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

Latest update February 2023 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs 

• QPs get assessed and qualified based on their 
education and experience. They are becoming 
registered QP in the national “QP registry” 
independent from the manufacturing 
authorization holder. QP has a qualification 
certificate that doesn't have a due date. 

• Author the release and certification SOP 

• Perform the recall decision 

• Approve the Product Quality Review 

• Approve Audit Plan 

                                                
  

https://www.aifa.gov.it/
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• Participate in audits 

• Approve Deviation Investigations 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 

site 

• Approve the Master Batch Records of all sites 

involved in the supply chain 

• Approve Re-work and Re-processing 

• 

• 

• 

• 

• 
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience is strictly limited to QC 
laboratory related activities.

• 

• Each manufacturing authorization holder can 
nominate several QPs 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• No national personal QP responsibility known. 

• 

• 

• 

• 

                                                
  
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

Latest update prior to 2018 – we ask members for confirmation or commenting 

• 

• 

• No national personal QP responsibility known. 
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Latest update prior to 2018 – we ask members for confirmation or commenting 

• No national personal QP responsibility known. 

                                                
  
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs 

 

• QPs get assessed and qualified based on their 
education and experience. They are becoming 
registered QP in the national “QP registry” 
independent from the manufacturing 
authorization holder. 

• Author the release and certification SOP 

• Sign Quality Agreements 

• Perform the recall decision 

• Approve the Product Quality Review 

• Approve Audit Plan 

• Participate in audits 

• Approve Audit reports 

• Approve Deviation Investigations 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 

site 

• Approve the Master Batch Records of all sites 

involved in the supply chain 

• Approve Re-work and Re-processing 

• 

                                                
  
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• 

• 
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs 

• 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 

                                                
  

http://www.farmatec.nl/
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they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• Sign Quality Agreements 

• Approve the Product Quality Review 

• Approve Audit Plan 

• Involved in IGJ inspections of sites that are 
being inspected as part of marketing 

authorisation application approval process. 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 
site 

• Approve site procedures that govern the PQS at 

the site. 

• 

• 

• QP and QP certification of biotech APIs required
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

Latest update February 2023 

• 

• 

• 

• The practical experience must include QC 
laboratory related activities (Pharmaceutical 
Law Act, Art.. 48).

• Each manufacturing authorization holder can 
nominate several QPs 

• 

• 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• No national personal QP responsibility known. 

                                                
  
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• 

• 

• 
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

Latest update February 2023 

• 

• 

• 

• 

• 

• 

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs 

• 

• 

• 

 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• No national personal QP responsibility known. 

                                                
  
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• Compliance with the requirements in article 60 
of National Law Decreto-Lei no. 176/2006 
(Portuguese Pharmaceutical Legislation) 

• 

• Main QP Functional Requirements are listed in 
article 61 of National Law Decreto-Lei no. 
176/2006 

• QP for the release of APIs required 
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs 

• 

• Evidence that QP meets the qualification and 
experience demands the certificate granted by 
the National Agency for Medicines and Medical 
Devices of Romania attesting to qualified 
person status. 

                                                
  

mailto:secretariat@anm.ro
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• Author the release and certification SOP 

• Sign Quality Agreements 

• Perform the recall decision 

• Approve the Product Quality Review 

• Approve Audit Plan 

• Participate in audits 

• Approve Audit reports 

• Approve Deviation Investigations 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 

site 

• Approve the Master Batch Records of all sites 

involved in the supply chain 

• Approve Re-work and Re-processing 

• Evidence that QP meets the qualification and 
experience demands of the certificate granted 
by the National Agency for Medicines and 
Medical Devices of Romania attesting to 
qualified person status. 

• 
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience is strictly limited to QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs 

• 

• . 

• Participate in audits 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 
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

Latest update November 2021 

• 

• 

• 

• 

• 

• The practical experience is strictly limited to QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs 

• 

• . 

• No national personal QP responsibility known. 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• 

 

                                                
  
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

Latest update February 2023 

• 

• 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate several QPs from which one is the QP 
the others equally qualified are accepted as 
deputy QP. 

• 

• 

• 

                                                
  
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• No national personal QP responsibility known. 

• QPs are required for API manufacturers (sterile, 
biotech APIs) 

• Specific qualification of QPs  for 
radiopharmaceuticals required 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• 
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

Latest update February 2023 

Läkemedelsverket (Medical Products Agency – 
MPA) 
Dag Hammarskjolds väg 42( P.O. Box 26) 
SE-75103 Uppsala, Sweden 
www.lakemedelsverket.se 
 

Qualified Person 

• Minimum 4 years (theoretical & practical 
studies) from a university education within any 
of the following scientifical areas: 
pharmaceutics, medicine, veterinary medicine, 
chemistry, technology or biology 

• Specific topics (similar to pharmacy education) 
are listed in the national legislation 

• 2 years of practical experience from a company 
with a valid Manufacturing License 

• Practical experience from Production or QC 
laboratory including Quality Assurance activities 
or Quality Control in these areas 

• If the theoretical duration is minimum 5 years – 
the practical experience could be reduced by 
one year 

• Each manufacturing authorization holder can 
nominate several QPs 

• Not known 

• QPs are nominated by the manufacturing 
authorization holder and stay QP as long as 
they are nominated by at least one 
manufacturing authorization holder. If they leave 
the manufacturing authorization holder they are 
not recognized QP until a new manufacturing 
authorization holder would nominate them. 

• Additional responsibilities (other than the 
general obligations) are not specified in the 
national legislation 

• Proof of knowledge and product-specific 
experience required 

• Named on the manufacturing licence 

                                                
  

http://www.lakemedelsverket.se/
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

Latest update February 2023 – we ask members for confirmation or commenting 

• 

 

                                                
  
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

Latest update February 2023 – we ask members for confirmation or commenting 

• 

 

                                                
  
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

Latest update February 2023 

• 

• 

• 

• The practical experience does not need to be 
demonstrated in one or more undertakings 
which are authorized to manufacture medicinal 
products.

• Quality Assurance activities can replace QC 
laboratory related activities (fully or partly).

• Manufacturing related activities can replace QC 
laboratory related activities.

• Each manufacturing authorization holder can 
nominate one QP only. 

• 

• 

• 

• 

• 

• 

                                                
  
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Latest update February 2023 

• 

• 

• 

• 

• 

• 

• Each manufacturing authorization holder can 
nominate several QPs. 

• 

• 

• 

• 

• 

                                                
  
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

Latest update prior to 2018 – we ask member for confirmation or commenting 

                                                
  
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Latest update February 2023 

• 

• 

• 

• 

• Each manufacturing authorization holder can 
nominate several QPs. 

• 

• 

• 

• Author the release and certification SOP 

• Sign Quality Agreements 

• Perform the recall decision 

• Approve Audit Plan 

• Participate in audits 

• Approve Audit reports 

• Approve Deviation Investigations 

• Approve the Validation Master Plan 

• Approve the Master Batch Record of the same 

site  

• Approve the Master Batch Records of all sites 

involved in the supply chain 

• Approve Re-work and Re-processing 

• 

• 

 

                                                
  
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

Latest update February 2023 

• 

• 

• 

• 

• Manufacturing related activities can replace QC 
laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate one RP per site (not per legal entity). 

• 

• 

• Sign Quality Agreements 

• Perform the recall decision 

• Approve Audit reports 

• Approve Deviation Investigations 

• Approve Re-work and Re-processing 

                                                
  
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• 

• 

• 
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Latest update March 2023 

• 

 

• 

• 

 

                                                
  
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• The QP must be employed by the company 
permanently, or through a contract (contracting). 

• The QP will be employed by the company for 
the extent appropriate to the company's 
activityíes which will allow him to execute his 
duties according to the regulations, to devote 
appropriate time to all the aspects defined under 
his responsibility according to Annex 16 of 
European GMP. 

• At the disposal of a manufacturer/importer 
employing one QP, there should be an 
alternative QP that can replace the QP during 
his absence. The replacement QP will also be 
specified in the manufacturer/importer's 
approval (MIA). 

• In the event that the permanent QP goes on 
vacation for more than 45 days, the company 
must notify this to the GMP unit in MOH 

• 

• 

• 

• Release product batches to the market and 
clinical trials, manufactured in Israel or 

imported. 

• If the company manufactures APIs and employs 
a QP, the QP will release also API batches. 

• If the batch is intended for clinical trials: 

ensures that it is manufactured and tested 
according to clinical trial protocol 

• Perform the recall decision 

The actions below are normally performed by site 
QP, but no official MOH regulation (e.g. QP that 
releases imported batches will not perform these 
actions) 
• Approve the Product Quality Review 

• Participate in audits 

• Approve Audit reports 

• Approve Deviation Investigations 

• Approve Re-work and Re-processing 

• 
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Latest update February 2023 

10 South Colonnade 
London 
E14 4PU

Veterinary Medicines Directorate 

Woodham Lane 

New Haw 
Addlestone 

KT15 3LS 
UK 

www.vmd.gov.uk

66 East Smithfield 
E1W 1AW

1 Naoroji Street 
WC1X 0GB

                                                
  

http://www.mhra.gov.uk/
http://www.rsc.org/
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• 

• 

• 

• The practical experience requirements are in 
line with EU legislation but in practice members 
have reported some flexibility i.e. Quality 
Assurance activities can replace QC laboratory 
related activities (fully or partly). 

• Manufacturing related ac ivities can replace QC 

laboratory related activities.

• Other activities are accepted to demonstrate 
practical experience.

• Each manufacturing authorization holder can 
nominate several QPs. 

• 

• 

• 

• 
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• 

None. 
 

• 

• 

• 

• 


