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1. MSG 001 IND 2025 0412 RO EN 30-07-2025 RO NOTIF

2. Romania

3A. Ministerul Economiei, Digitalizării, Antreprenoriatului i Turismului, Direcia afaceri Europene i Relaii
Internaionale
Adresa: Calea Victoriei nr.152, Bucureti
email: reglementari_tehnice@economie.gov.ro
tel.: +40372492634

3B. Autoritatea Naională Sanitară Veterinară i pentru Sigurana Alimentelor
Direcţia Coordonare Laboratoare şi Produse Medicinale Veterinare 
Adresa: Piaa Presei Libere nr.1, Corp D1, Bucureti, Sector 1
Tel: +40372184977
Email: office@ansvsa.ro

4. 2025/0412/RO - C10P - Pharmaceuticals

5. Draft Order amending and supplementing the Sanitary Veterinary Rule regarding the procedure for placing
on the market and using reagents and diagnostic kits for veterinary use



6. Reagents and diagnostic kits for veterinary use

7. 
 

8. The proposed amendments and additions consist of:
- clarification of the scope through the exclusion of veterinary rapid diagnostic tests and those tested by the
European reference laboratories in accordance with the provisions of the European regulations in force;
- updated definitions for: ‘manufacturing authorisation’, ‘provisional authorisation for use’, ‘competent national
reference laboratory’ and ‘diagnostic kit for veterinary use’; 
- amendment of the deadlines for: notifying amendments to the documentation on the basis of which the
manufacturing authorisation was issued, completing technical documentation submitted in support of
marketing authorisation applications, issuing marketing authorisations and notifying trade in reagents and
diagnostic kits for veterinary use;
- additions to the provisions regarding the advertising of reagents and diagnostic kits for veterinary use; 
- the addition to Article 21 of a derogation from the provisions of paragraph (2)(c) thereof to the effect that, if
the epidemiological situation so requires, the National Sanitary Veterinary and Food Safety Authority may, at
the request of the laboratories of the sanitary veterinary and food safety directorates of the counties and of
the municipality of Bucharest, issue provisional authorisations for use exclusively for those reagents and
diagnostic kits for veterinary use necessary for the diagnosis of list A/emerging diseases; 
- amendment of Annex 9 on the deadlines for carrying out the procedure for issuing the marketing
authorisation.

9. Having regard to:
- the current epidemiological situation in Romania regarding the spread of peste des petits ruminants in
animals; 
- the authorisation and designation of county veterinary health and food safety laboratories for the diagnosis
of peste des petits ruminants using immunoenzymatic methods, in accordance with the provisions of Order
No 205/2007 approving national reference laboratories and their tasks, as subsequently amended and
supplemented; 
- the proposal submitted by the Institute for Diagnosis and Animal Health (IDAH) to amend Order No 81/2008
approving the Sanitary Veterinary Rule regarding the procedure for placing on the market and using
reagents and diagnostic kits for veterinary use; 
- the fact that no diagnostic set/kit for testing for peste des petits ruminants using the immunoenzymatic
method is currently authorised in Romania; Article 21 of Order No 81/2008 should be amended so that
diagnostic sets/kits for List A/emerging diseases that are not authorised for marketing can benefit from a
provisional authorisation for use by county veterinary and food safety laboratories designated for the
diagnosis of peste des petits ruminants, until the authorisation procedure for placing them on the market has
been completed. 

10. Reference(s) to basic text(s): 

11. No



12. 

13. No 

14. No

15. No

16. 
TBT aspects: No  

SPS aspects: No 
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