
The Ministry of Health  

ORDER No. 3.994 

of 25 July 2024 

 

on approval of the organisational structure of the National Agency for Medicines and Medical Devices of Romania 

 

 

Published in: The Official Gazette of Romania, no. 746 of 31 July 2024 

 

On seeing: 

- The endorsement report no. 3994R of 25.07.2024 of the Directorate for Staff and Healthcare Structures,  

Taking into account: 

- the provisions of Articles XVII, XVIII, XXI and XXIII of Law 296/2023 on certain fiscal and budgetary measures to ensure Romania’s 

long-term financial sustainability, as further amended and supplemented; 

- provisions of Article 9 e) of Law 134/2019 on the organisation and operation of the National Agency for Medicines and Medical Devices, 

as well as for the amendment of some regulatory acts, as further amended and supplemented; 

- notices no. 116478E of 27.06.2024 and 116600E of 28.06.2024, registered with the Ministry of Health with no. DPSS 3848 of 27.06.2024 

and AR 11154/DPSS 3877/2024, 

pursuant to Article 7 (4) and Article 14 paragraph (2) of Government Decision no. 144/2010 on the organisation and operation of the Ministry 

of Health, as further amended and supplemented, 

 

the minister of health hereby issues the following order: 

 

Art. 1 - On entry into force of this Order, the organisational structure of the National Agency for Medicines and Medical Devices of Romania 

is approved, as provided for in the annex which is an integral part of this Order. 

Art. 2 - On entry into force of this Order, interim Order of the Minister of Health no. 2318/2021 on approval of the organisational structure of 

the National Agency for Medicines and Medical Devices of Romania, published in the Official Gazette of Romania, Part I, no. 1080 of 11 

November 2021, shall be repealed. 

Art. 3 - The Directorate for Staff and Healthcare Structures of the Ministry of Health and the National Agency for Medicines and Medical 

Devices of Romania shall carry out the provisions of this Order. 

Art. 4 - This Order is to be published in the Official Gazette of Romania, Part I. 

 

On behalf of the Minister of Health, 

Alexandru-Florin Rogobete, 

       Secretary of state 



Annex*) 

 

*) The Annex is reproduced in facsimile. 

 

ORGANISATIONAL STRUCTURE 

of the National Agency for Medicines and Medical Devices of Romania 

 

 

 

Maximum number of jobs: 477 

PRESIDENT 

4 2 1 

Internal Audit 

Compartment 

(CAI) 
2 

ADMINISTRATION COUNCIL (CA) SCIENTIFIC COUNCIL (CS) 

 

Activity Surveillance 

Compartment (CMA) 

4 

National Critical 

Infrastructures 

Compartment 

(CICN) 

1 

 
Vice-president with responsibilities regarding specific scientific activities 

 
Vice-president with responsibilities regarding specific technical and administration activities 
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Approval and 

Assessment 

Compartment 

(CEA) 

16 

 
Counterfeit Medicinal 

Product Alert Service 

(SAMF) 

20+1 

 
Directorate for 

Approval 

(DA) 

21+1 

 
Compartment for 

Document Administration 

(CAD) 

6 

 
 

 
Compartment for 

Technical Laboratories 

(CTL) 

10 

 

Directorate for 

Surveillance and Alerts 

of Medicinal Products 

and 

Territorial Units 

(DSCMAUT) 

27+1 

 

 

Nuclear Unit 

Compartment 

(CUN) 

10 

 

 

Service for DGIF 

Processes Administration 

and Document Issuance 

(SAPDGIFED) 

10+1 

 

 
Technical 

Laboratories 

Directorate 

(DTL) 

20+1 

 
Service for Laboratory 

 

Physical, Chemical and  

Instrumental Inspection Compartment 

Determinations for (C I) 

Synthetic Medicinal 13 

Products (SLDFCIMS)  

10+1  

 

 
 
 

Administration 

Compartment 

(CA) 

11 

 Compartment for 

Budget, Financial 

and Accounting 

Service 

( SBFC) 

12+1 

Prevention of 

Counterfeiting of 

Medicinal Products 

and Medical 

Devices 
(CPFMDM ) 

 2 

 

 

 
Technical- 

Administrative 

Service 

( STA ) 

18+1 

 

 

 
Market Surveillance 

Service (SSP) 

16+1 

 

Directorate for GMP, 

GLP, GCP and 

Pharmacovigilance 

Inspection 

(DIBPFBPLBPSCFV) 

24+1 

 

Service for Laboratory 

Determinations on Cell 

Cultures and 

Microbiology 

(SLDCCM) 

10+1 

 
 

Assessment 

Compartment 

(CE) 

16 

 

 
Human 

Resources and 

Payroll 

Compartment 

(CPS) 

12 

  
 

 
Public Procurement 

Compartment 

(CAP) 

5 

Compartment for 

Legislation, 

Complaints, 

European Affairs 

and International 

Relations 

(CLSAERI) 

8 

 
 
 

 
Quality 

Management 

Compartment 

(CMC) 
3 

  
 
 

 
Compartment for 

External Financial 

Assistance 

(CAFE) 
3 

 
 

 

Service for Legal 

Assistance, 

Litigation and 

Counterfeiting 

Prevention 

(SAJCPF ) 

10+1 

 

 

Compartment for 

Administration of 

Procedures and 

Medicinal Product 

Quality Control 

(CAPCCM) 

2 

 
 

 
Health Technologies 

Assessment Service 

(SETS) 

15+1 

  
 

Medical Devices 

Regulation and 

Market Surveillance 

Directorate (DRSP) 

25+1 

 

Service for Laboratory 

Physical, Chemical, 

Immunochemical and 

Serological 

Determinations 

for Biological Medicinal 

products and 

Pharmacotoxicology 

(SLDFCISMBF) 

10+1 

 
 
 
 

Directorate for Good 

Distribution Practice 

Inspection (DIBPD) 

20+1 

  
 
 
 

Regulatory 

Compartment 

(CR) 
8 

 

 

 

 

 
Service for 

Assessment of 

European 

Procedures (SEPE) 

29+1 

 

 

European 

Procedures 

Administration 

Service (SAPE) 

18+1 

 
 
 
 

Service for 

Administration and 

Assessment of 

National Procedures 

(SAEPN) 

27+1 

 
 

 
National Procedures 

Variations Service 

(SVPN) 

12+1 

 
Service for 

 

Secretariat, Prevention and 

Issuance of Safeguard 

Authorisations and Compartment 

Registry (CPP) 

(SSEAR) 1 

11+1  

 

 

 
Communication 

 

 
Information and 

and Public Communications 

Relations Service Technology Service 

(SCRP) (STIC) 

10+1 10+1 

 

 

 
Economic and 

 

 
Directorate for 

Public Legal and External 

Procurement Affairs 

Directorate (DEAP) (DJAE) 

21+1 21+1 

 

Directorate for 

Human 

Resources, 

Quality 

Management 

and 

Administration 

(DRUMCA) 

34+1 

 
 

Advertising and 

Readability 

Service 

(SPL) 

10+1 

 
 

 

General Directorate 

for Medical Devices 

(DGDM) 

69+1 

 
 
 

Clinical Trials 

Directorate 

(DSC) 

20+1 

 

 
Directorate for 

Medicinal Product 

Quality Assessment 

and Control (DECCM) 

35+1 

 

 
General Directorate for 

Pharmaceutical 

Inspection 

(DGIF) 

90+1 

 

 
 
 

European 

Procedures 

Directorate (DPE) 

49+1 

 

 
Pharmacovigilance 

and Risk 

Management 

Directorate (DFMR) 

20+1 

 
 

Service for Index and 

Management of 

Medicinal Product 

Discontinuations 

(SNGD) 

10+1 

 

 
 
 

National Procedure 

Directorate 

(DPN) 

41+1 

35 22 22 11 11 12 

1 

42 50 21 11 21 36 91 70 11 

Digital Approval 

Compartment 

(CAD) 

5 


