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Emergency Government Ordinance no. 77 (“EGO 77/2011”) establishing a 
contribution for financing some expenses in the healthcare field was published on 
26 September 2011. 
 
EGO 77/2011 introduces the following legislative changes: 
 

 Holders of marketing authorisations for medicines or their 
representatives (as provided under EGO 77/2011, collectively the 
“Contributors”) are subject to the quarterly payment obligation 
of the contribution provided under EGO 77/2011 (the “Contribution”); 

 The Contribution is calculated by applying a percentage to the value of 
the consumption of medicines paid from the Sole National Health 
Insurance Fund [the “SNHIF”] and Health Ministry Budget [“HM 
Budget”]. The percentage depends on the total amount of quarterly 
consumption of medicines paid from the SNHIF and the HM Budget 
compared with the quarterly approved budget;  

 The Contribution is computed and is due for the value of medicine 
consumption after 30 September 2011; 

 Within a 30-day term from EGO 77/2011 entering into force, the 
Contributors have the following obligations: 
 

 to submit to the National Health Insurance House (“NHIH”) the 
list of medicines for which the  Contribution is due; 

 to submit to NHIH the identity of the legal representatives who 
will discharge the obligations provided under EGO 77/2011 for 
the cases where the holders of marketing authorizations for 
medicines are not Romanian legal persons;  

 to register with the National Agency of Fiscal Administration 
(“ANAF”) as payers of the Contribution.  

 

 Community pharmacies, medical units with beds and dialysis units fall 
under the obligation to report the consumption of medicines paid from 
SNHIF and from HM Budget; 

 The Contribution is set, computed and must be declared to the competent 
fiscal body by the Contributors, on the basis of the information furnished 
by NHIH; 

 The Contribution is paid quarterly, by the twenty-fifth of the second 
month following the end of the quarter for which the Contribution is due;   

 T he administrative deed issued by NHIH for the settlement of the claims 
submitted by the Contributors in relation to the data communicated by 
NHIH for the computation of the Contribution may be challenged to the 
administrative courts. However, submission of the claims does not 
suspend the obligation of declaring and paying the Contribution. Interest 
and late-payment penalties are due for failure of payment of the 
Contribution by the due date; 

 Medicines commercialised by the Contributors will be excluded from the 
specific lists provided under Government Ordinance no. 720/2008 in the 
following cases: (i) failure to pay the Contribution within 180 days of the 
due date, 
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due date, or (ii) failure to submit to NHIH the lists of medicines for which the Contribution is due, or (iii) failure 
to perform the tax registration with ANAF; 

 For the medicines sold before EGO 77/2011 enters into force, the contribution due in accordance with the former 
clawback legislation is set by CNAS and is paid in accordance with the regulations in force as at the date the 
medicines were sold. In addition, the Contributors fall under the obligation to submit to the competent fiscal body, 
by the twenty-fifth of the month following the entry into force of EGO 77/2011, inventory-statements regarding 
the contributions in balance and unpaid as at the date of the submission of the inventory -statements. Failure to 
submit such statements is deemed misdemeanour and is sanctioned with fines ranging between RON 1,000 and 
RON 5,000; 

 EGO 77/2011 enters into force on 1 October 2011, except for the provisions of Art. 9 paragraph (12) which enter 
into force on 10 October 2011. 

 
[Source: Romanian Official Gazette n0. 680/26.09.2011] 
 
 
How can we help? 
 

PwC Romania and D&B have a mix team specialized in the pharmaceutical field. Our consultants may help you with 
the management of all aspects relating to fiscal and legal regulations in this field, so as your company would 
successfully approach the new challenges imposed by the relevant legislation. 

  

Considering the clawback contribution and the new amendments brought by EGO 77/2011, we may assist you with 
the following:  

 

 Preparation of opinions on tax and legal implications generated by clawback contribution detailed under EGO 
77/2011; 

 Assistance with the preparation of clarification requests from the competent authorities (for example, Health 
Ministry, NHIH); 

 Assistance with the preparation of claims challenging the data communicated by NHIH to the Contributors as 
regards the consumption of medicines and other relevant information for the computation of clawback 
contribution, as well as any other claims (fiscal claims, claims against enforcement relating to the 
administration of the Contribution by ANAF fiscal bodies); 

 Assistance and representation before courts of law for challenging administrative deeds issued by NHIH on 
clawback contributions. 
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