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Laws 

Law no. 95/2006 on healthcare reform, 

republished in the Official Gazette, Part I, no. 652 of 28 August 2015 
 

TITLE XVIII 

The medicinal product 

SECTION I 

Definitions 

   

   Article 699. - For the purposes of this Title, the following terms shall 

bear the following meanings: 

   1. Medicinal product:  

a) any substance or combination of substances presented as having properties 

for treating or preventing disease in human beings; or 

b) any substance or combination of substances which may be used in or 

administered to human beings either with a view to restoring, correcting or 

modifying physiological functions by exerting a pharmacological, 

immunological or metabolic action, or to making a medical diagnosis. 

   2. Substance: any matter irrespective of origin which may be: 

- human, e.g. human blood and human blood products; 

- animal, e.g. micro-organisms, whole animals, parts of organs, animal 

secretions, toxins, extracts, blood products;  

- vegetable, e.g. micro-organisms, plants, parts of plants, vegetable 

secretions, extracts; 

- chemical, e.g. elements, naturally occurring chemical materials and 

chemical products obtained by chemical change or synthesis. 

   3. Active substance - any substance or combination of substances used in the 

manufacturing of a medicinal product and which, through use in the 

manufacturing process, becomes an active ingredient of the respective product, 

with a view to exert a pharmacological, immunological or metabolic action, or 

to making a medical diagnosis;   

   4. excipient – any constituent of a medicinal product other than an active 

substance or a packaging material;   

   5. Immunological medicinal product: any medicinal product consisting of 

vaccines, toxins, serums or allergen products: 

   a) vaccines, toxins and serums shall cover in particular: 

(i) agents used to produce active immunity, such as cholera vaccine, 

BCG, polio vaccines, smallpox vaccine; 



5 

(ii) agents used to diagnose the state of immunity, including in particular 

tuberculin and tuberculin PPD, toxins for the Schick and Dick Tests, 

brucellin; 

(iii) agents used to produce passive immunity, such as diphtheria 

antitoxin, anti-smallpox globulin, antilymphocytic globulin; 

     b) ‘allergen product’ shall mean any medicinal product which is intended to 

identify or induce a specific acquired alteration in the immunological response 

to an allergizing agent. 

   6. Homeopathic medicinal product: any medicinal product prepared from 

substances called homeopathic stocks in accordance with a homeopathic 

manufacturing procedure described by the European Pharmacopoeia or, in the 

absence thereof, by the pharmacopoeias currently used officially in the Member 

States. A homeopathic medicinal product may contain a number of active 

principles. 

   7. Radiopharmaceutical: any medicinal product which, when ready for use, 

contains one or more radionuclides (radioactive isotopes) included for a 

medicinal purpose.    

   8. Radionuclide generator: any system incorporating a fixed parent 

radionuclide from which is produced a daughter radionuclide which is to be 

obtained by elution or by any other method and used in a radiopharmaceutical. 

     9. Kit: Any preparation to be reconsitituted or combined with radionuclides 

in the final radiopharmaceutical, usually prior to its administration. 

   10. Radionuclide precursor: any other radionuclide produced for the radio-

labelling of another substance prior to administration.   

   11. Medicinal products derived from human blood or human plasma: 

medicinal products based on blood constitutents which are prepared industrially 

by public or private establishments; such medicinal products including, in 

particular, albumin, coagulating factors and immunoglobulins of human origin.   

   12. Adverse reaction: a response to a medicinal product which is noxious and 

unintended; 

   13. Serious adverse reaction: an adverse reaction which results in death, is 

life-threatening, requires inpatient hospitalisation or prolongation of existing 

hospitalisation, results in persistent or significant disability or incapacity, or is 

a congenital anomaly/birth defect; 

   14. Unexpected adverse reaction: an adverse reaction, the nature, severity or 

outcome of which is not consistent with the summary of product characteristics;    

   15. Post-authorisation safety study: a pharmacoepidemiological study or a 

clinical trial carried out in accordance with the terms of the marketing 

authorisation, conducted with the aim of identifying or quantifying a safety 

hazard relating to an authorised medicinal product. 
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   16. Abuse of medicinal products: persistent or sporadic, intentional excessive 

use of medicinal product which is accompanied by harmful physical or 

psychological effects. 

   17. Wholesale distribution of medicinal products: all activities consisting of 

procuring, holding, supplying or exporting medicinal products, apart from 

supplying medicinal products to the public. Such activities are carried out with 

manufacturers or their depositories, importers, other wholesale distributors or 

with pharmacists and persons authorised or entitled to supply medicinal 

products to the public in Romania. 

   18. Brokerage of medicinal products - all activities related to the sale or 

purchase of drugs, excepting wholesale distribution, that do not include physical 

handling and that consist of negotiating independently and on behalf of another 

legal or physical person;   

   19. Public service obligation - the obligation placed on the MAH/MAH 

representative and on the wholesale distributor to guarantee permanently an 

adequate range of medicinal products to meet the requirements of a specific 

geographical area, as formulated and motivated by the Ministry of Health, and 

to deliver the supplies requested over the entire area in question within the 

shortest time possible after order;   

   20. Representative of the marketing authorisation holder: the person, 

commonly known as local representative, designated by the marketing 

authorisation holder to represent him in Romania. 

   21. Medical prescription: any medicinal product prescription issued by a 

professional person qualified to do so. 

   22. Name of the medicinal product: the name, which may be either an invented 

name not liable to confusion with the common name, or a common or scientific 

name accompanied by a trade mark or the name of the marketing authorisation 

holder. 

   23. Common name: the international non-proprietary name recommended by 

the World Health Organization (WHO), or, if one does not exist, the usual 

common name. 

   24. Strength of the medicinal product: the content of the active substances 

expressed quantitatively per dosage unit, per unit of volume or weight according 

to the pharmaceutical form. 

   25. Immediate packaging: the container or other form of packaging 

immediately in contact with the medicinal product. 

   26. Outer packaging: the packaging into which the immediate packaging is 

placed. 

   27. Labelling: information on the immediate or outer packaging. 

   28. Package leaflet: a leaflet containing information for the user which 

accompanies the medicinal product. 
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   29. Competent authority: - the National Agency for Medicines and Medical 

Devices, hereinafter the NAMMD;   

   30. Risks related to use of the medicinal product:  

- any risk relating to the quality, safety or efficacy of the medicinal product as 

regards patients' health or public health; 

- any risk of undesirable effects on the environment. 

    31. Pharmacovigilance notions:   

    a) a set of pharmacovigilance activities and interventions designed to 

identify, characterize, prevent or minimize risks relating to a medicinal product, 

including the assessment of the effectiveness of those activities and 

interventions; 

    b) risk management plan – a detailed description of the risk management 

system;   

c) pharmacovigilance system - a system used by the Marketing 

Authorisation Holder and EU member states to fulfil the tasks and 

responsibilities listed in Section X and designed to monitor the safety of 

authorised medicinal products and detect any change to the risk-benefit 

balanced; 

     d) pharmacovigilance system master file - a detailed description of the 

pharmacovigilance system used by the Marketing Authorisation Holder in 

relation to one or more authorised medicinal products. 

   32. Risk-benefit balance: an evaluation of the positive therapeutic effects of 

the medicinal product in relation to the risks as defined in point 30, first indent. 

   33. traditional herbal medicinal product – any herbal medicinal product 

meeting the conditions mentioned in Article 718 paragraph (1);   

   34. Herbal medicinal product: any medicinal product, exclusively containing 

as active ingredients one or more herbal substances or one or more herbal 

preparations, or one or more such herbal substances in combination with one or 

more such herbal preparations. 

   35. Herbal substances: all mainly whole, fragmented or cut plants, plant parts, 

algae, fungi, lichen in an unprocessed, usually dried, form, but sometimes fresh; 

certain exudates that have not been subjected to a specific treatment are also 

considered to be herbal substances. Herbal substances are precisely defined by 

the plant part used as well as the botanical name according to the binomial 

system (genus, species, variety and author). 

   36. Herbal preparations: preparations obtained by subjecting herbal 

substances to treatments such as extraction, distillation, expression, 

fractionation, purification, concentration or fermentation; these include 

comminuted or powdered herbal substances, tinctures, extracts, essential oils, 

expressed juices and processed exudates. 
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   37. Centralised procedure - marketing authorisation procedure provided in 

the Regulation of the European Parliament and of the Council no. 726/2004 

laying down Community procedures for the authorisation and supervision of 

medicinal products for human and veterinary use and establishing a European 

Medicines Agency and in Regulation (EC) no. 1.394/2007 of the European 

Parliament and of the Council of 13 November 2007 on advanced therapy 

medicinal products;   

   38. Third countries: states other than Romania and Member States. 

   39. Advanced therapy medicinal product – a medicinal product, as defined in 

Article 2 of Regulation (EC) no. 1.394/2007;   

   40. falsified medicinal product - any medicinal product with a false 

representation of: 

   a) identity, including packaging and labelling, name and composition as 

regards any of its ingredients, including the excipients and strength of the 

respective ingredients;   

   b) the source, including the manufacturer, manufacturing country, country of 

origin or Marketing Authorisation Holder; or  

   c) history, including records and documents referring to the distribution 

channels employed.   

    This definition does not include unintentional quality non-compliances and 

does not refer to violation of intellectual property rights. 

 

SECTION II 

Scope 

      

Article 700. - (1) The present Title shall apply to medicinal products for 

human use intended to be placed on the market in Romania and either prepared 

industrially or manufactured by a method involving an industrial process. 

   (2) In cases of doubt, where, taking into account all its characteristics, a 

product may fall within the definition of a ‘medicinal product’ and within the 

definition of a product covered by other Community legislation the provisions 

of this Directive shall apply. 

   (3) Notwithstanding paragraph 1 and Article 701) (d), Section 4 of this Title 

shall apply to medicinal products intended only for export and to intermediate 

products, active substances and excipients. 

   (4) Enforcement of provisions of paragraph 1 shall be without prejudice to 

provisions of Articles 772 and 809.  

    Article 701. -   (1) The present Title shall not apply to: 

a) any medicinal product prepared in a pharmacy in accordance with a medical 

prescription for an individual patient (commonly known as the magistral 

formula); 
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 b) any medicinal product which is prepared in a pharmacy in accordance with 

the prescriptions of a pharmacopoeia and is intended to be supplied directly to 

the patients served by the pharmacy in question (commonly known as the 

officinal formula); 

 c) medicinal products intended for research and development trials, but without 

prejudice to legal provisions relating to the implementation of good clinical 

practice in the conduct of clinical trials on medicinal products for human use; 

 d) intermediate products intended for further processing by an authorised 

manufacturer; 

 e) any radionuclides in the form of sealed sources; 

 f) whole blood, plasma or blood cells of human origin, except for plasma which 

is prepared by a method involving an industrial process. 

 g) any advanced therapy medicinal product, as defined in Regulation (EC) No 

1394/2007, which is prepared on a non-routine basis according to specific 

quality standards, and used within Romania in hospitals under the exclusive 

professional responsibility of a medical practitioner, in order to comply with an 

individual medical prescription for a custom-made product for an individual 

patient. 

   (2) The manufacturing of medicinal products mentioned in paragraph (1) g) 

shall be authorised by the NAMMD. The NAMMD shall ensure that the 

requirements on traceability and pharmacovigilance, as well as specific quality 

standards mentioned in paragraph (1) g) are equivalent with those mentioned at 

community level concerning medicinal products for advanced therapies 

requiring authorisation in accordance with Regulation (EC) no. 726/2004 of the 

European Parliament and of the Council of 31 March 2004 laying down 

Community procedures for the authorisation and supervision of medicinal 

products for human and veterinary use and establishing a European Medicines 

Agency. 

    Article 702. - (1) Nothing in this Title shall in any way derogate from 

provisions of national legislation harmonised with European Community rules 

for the radiation protection of persons undergoing medical examination or 

treatment, or from the rules laying down the safety standards for the health 

protection of the general public and workers against the dangers of ionizing 

radiation. 

   (2) This Title shall be without prejudice to national legislation harmonised 

with European Community rules for the exchange of therapeutic substances of 

human origin. 

   (3) The provisions of this Title shall not affect the abilities of the Ministry of 

Health either as regards the setting of prices for medicinal products or their 

inclusion in the scope of national health insurance schemes, on the basis of 

health, economic and social conditions. 
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     Article 703. - (1) To fulfil special needs, medicinal products supplied in 

response to a bona fide unsolicited order, formulated in accordance with the 

specifications of an authorised health-care professional and for use by an 

individual patient under his direct personal responsibility may be excluded from 

the provisions of this Title. Conditions for exclusion are set by order of the 

Minister of Health. *).   

   *) See Order of the Minister of Health no. 85/2013 on approval of the Norms 

for implementation of provisions of Article 699 (1) and (2) of Law No. 95/2006 

on healthcare reform concerning medicinal products for special needs, which 

has become Article 703 in the republished form of Law 95/2006 on healthcare 

reform concerning medicinal products for special needs, published in the 

Official Gazette of Romania, Part I, no. 93 of 14 February 2013. 

     (2) The NAMMD may temporarily authorise the distribution of an 

unauthorised medicinal product in response to the suspected or confirmed 

spread of pathogenic agents, toxins, chemical agents or nuclear radiation any of 

which could cause harm to public health or in any other case of necessity not 

covered by authorised medicinal products. *).   

   *) See Order of the Minister of Health no. 85/2013 on approval of the Norms 

for implementation of provisions of Article 699 (1) and (2) of Law No. 95/2006 

on healthcare reform concerning medicinal products for special needs, which 

has become Article 703 in the republished form of Law 95/2006 on healthcare 

reform concerning medicinal products for special needs, published in the 

Official Gazette of Romania, Part I, no. 93 of 14 February 2013. 

     (3) In observance of paragraph (1), marketing authorisation holders, 

manufacturers and health professionals are not subject to civil or administrative 

liability for any consequences resulting from: 

    a) use of a medicinal product otherwise than for the authorised 

indications; 

b) use of an unauthorised medicinal product, when such use is 

recommended or required by a national competent authority in response to the 

suspected or confirmed spread of pathogenic agents, toxins, chemical agents or 

nuclear radiation any of which could cause harm. 

   (4) Paragraph (3) provisions shall apply whether or not national or European 

Community authorisation has been granted and they do not affect provisions of 

Law 240/2004 on manufacturer’s liability for defective medicinal products. 

 

SECTION III 

Placing on the Market 

 

SECTION 1 
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Marketing authorisation 

     Article 704. - (1) No medicinal product may be placed on the market of 

Romania unless a marketing authorisation has been issued by the NAMMD in 

accordance with this Title or an authorisation has been granted in accordance 

with the centralised procedure. 

   (2) When a medicinal product has been granted an initial marketing 

authorisation in accordance with paragraph (1), any additional strengths, 

pharmaceutical forms, administration routes, additional presentations as well as 

any variations and extensions shall also be granted a separate authorisation in 

accordance with paragraph (1), or be included in the initial marketing 

authorisation; all these marketing authorisations shall be considered as 

belonging to the same global marketing authorisation, in particular for the 

purpose of the application of Article 708 (1) and Article 891. 

   (3) The marketing authorisation holder shall be responsible for marketing the 

medicinal product; the designation of a representative shall not relieve the 

marketing authorisation holder of his legal responsibility. 

   (4) The authorisation referred to in paragraphs (1) and (2), respectively, shall 

also be required for radionuclide generators, kits, radionuclide precursor and 

industrially prepared radiopharmaceuticals. 

   Article 705. - A marketing authorisation shall not be required for a 

radiopharmaceutical prepared at the time of use by a person or by an 

establishment authorised, according to national legislation, to use such 

medicinal products in an approved healthcare establishment exclusively from 

authorised radionuclide generators, kits or radionuclide precursors in 

accordance with the manufacturer's instructions. 

   Article 706. - (1) In order to obtain an authorisation to place a medicinal 

product on the market an application shall be submitted to the NAMMD. 

   (2) Provisions of paragraph (1) shall not apply to medicinal products to be 

authorised through centralised procedure by the European Medicines Agency. 

   (3) A marketing authorisation may only be granted to an applicant established 

in Romania or a Member State. 

   (4) The marketing authorisation application shall be accompanied by the 

following particulars and documents, submitted in accordance with Analytical, 

pharmacotoxicological and clinical standards and protocols in respect of the 

testing of medicinal products approved by order of the Minister of Health :*):   

   *) See Order of the Minister of Public Health no. 906/2006 on approval of 

rules relating to the implementation of good clinical practice in the conduct of 

clinical trials on medicinal products for human use, published in the Official 

Gazette of Romania, Part I, no. 706 of 17 August 2006. 

a) name or corporate name and permanent/office address of the applicant 

and, where applicable, of the manufacturer; 
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b) name of the medicinal product; 

c) qualitative and quantitative particulars of all the constituents of the 

medicinal product, including its international non-proprietary name (INN) 

recommended by the WHO, where an INN for the medicinal product exists, or 

a reference to the relevant chemical name; 

d) evaluation of the potential environmental risks posed by the medicinal 

product; this impact shall be assessed and, on a case-by-case basis, specific 

arrangements to limit it shall be envisaged; 

e) description of the manufacturing method; 

f) therapeutic indications, contra-indications and adverse reactions; 

g) posology, pharmaceutical form, method and route of administration 

and expected shelf life; 

h) reasons for any precautionary and safety measures to be taken for the 

storage of the medicinal product, its administration to patients and for the 

disposal of waste products, together with an indication of potential risks 

presented by the medicinal product for the environment;   

i) description of the control methods employed by the manufacturer; 

j) A written confirmation attesting that the product’s manufacturer 

assessed compliance by the active substance manufacturer with Good 

Manufacturing Practice principles and guidelines via performance of audits, in 

accordance with provisions of Article 761 f). The written confirmation should 

contain a reference to the date of the audit and a statement on the audit result 

confirming that the manufacture is performed in accordance with GMP 

principles and guidelines.   

   k) results of: 

- pharmaceutical (physico-chemical, biological or microbiological) tests; 

- pre-clinical (toxicological and pharmacological) tests; 

- clinical trials. 

      l) A summary of the applicant’s pharmacovigilance system which shall 

include the following elements: 

— proof that the applicant has at his disposal a qualified person responsible for 

pharmacovigilance,  

— the Member States in which the qualified person resides and carries out 

his/her tasks,  

— the contact details of the qualified person,  

— a statement signed by the applicant to the effect that the applicant has the 

necessary means to fulfil the tasks and responsibilities listed in Section X,  

— a reference to the location where the pharmacovigilance system master file 

for the medicinal product is kept.    m) the risk management plan, which 

represents the risk management system that the applicant employs for the 

respective product, accompanied by a summary;   
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    n) a declaration stating that clinical trials performed outside Romania and 

the EU meet the ethical criteria of the Norms on implementation of Good 

Clinical Practice rules during performance of clinical trials with medicinal 

products for human use, as approved through Order of the Minister of 

Health**);   

    **) See Order of the Minister of Public Health no. 904/2006 on approval 

of rules relating to the implementation of good clinical practice in the conduct 

of clinical trials on medicinal products for human use, published in the Official 

Gazette of Romania, Part I, no. 671 of 4 August 2006. 

    o) A summary, in accordance with Article 712, of the product 

characteristics, a mock-up of the outer packaging, containing the details 

provided for in Article 774, and of the immediate packaging of the medicinal 

product, containing the details provided for in Article 776, together with a 

package leaflet in accordance with Article 781.   

    p) A document showing that the manufacturer is authorised in his own 

country to produce medicinal products. 

    q) copies of the following:   

- copies of any authorisation obtained in another member state or in a third 

country, a summary of safety data, including data available in Periodic Safety 

Update Reports, if any, as well as reports on suspected adverse reactions, 

together with a list of those Member States in which an application for 

authorisation submitted in accordance with Directive 2001/83/EC on a 

Community code for medicinal products for human use, as amended, is under 

examination; 

   - copies of the summary of the product characteristics proposed by the 

applicant in accordance with Article 712 or approved by the NAMMD in 

accordance with Article 781; 

   - details of any decision to refuse authorisation either in the EU or in a third 

country, and the reasons for such a decision. 

    r) A copy of any designation of the medicinal product as an orphan 

medicinal product under Regulation (EC) No. 141/2000 of the European 

Parliament and of the Council on orphan medicinal products, published in OJEC 

no. L 018 of 22 January 2000, accompanied by a copy of the relevant European 

Medicines Agency opinion; 

    (5) The documents and information concerning the results of the 

pharmaceutical and pre-clinical tests and the clinical trials referred to in 

paragraph (4), point k) shall be accompanied by detailed summaries in 

accordance with Article 713. 

    (6) The risk management system referred to in point (4) m) shall be 

proportionate to the identified risks and the potential risks of the medicinal 
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product, and the need for post-authorisation safety data. The information 

referred to in paragraph (4) shall be updated where and when appropriate. 

     Article 707. – An application for marketing authorisation for a 

radionuclide generator, aside from the requirements set out in Articles 706 and 

708 (1), shall also contain the following information and particulars: 

    a) a general description of the system together with a detailed description 

of the components of the system which may affect the composition or quality 

of the daughter radionucleid preparation; 

    b) qualitative and quantitative particulars of the eluate or the sublimate. 

   Article 708. - (1) By way of derogation from Article 706, paragraph, (4), point 

k), and without prejudice to the law relating to the protection of industrial and 

commercial property, the applicant shall not be required to provide the results 

of preclinical tests and of clinical trials if he can demonstrate that the medicinal 

product is a generic of a reference medicinal product which is or has been 

authorised for not less than eight years in Romania, in a Member State or, 

through centralised procedure, in the European Community. 

     A generic medicinal product authorised pursuant to this provision shall 

not be placed on the market until ten years have elapsed from the initial 

authorisation of the reference product.   

     The first subparagraph shall also apply if the reference medicinal product 

has not been authorised in Romania, and the application for the generic 

medicinal product is submitted in this country. In this case, the applicant shall 

indicate in the application form the name of the Member State in which the 

reference medicinal product is or has been authorised. The NAMMD shall 

request the competent authority of the Member State a confirmation that the 

reference medicinal product is or has been authorised together with the full 

composition of the reference product and other relevant documentation, if 

necessary. The NAMMD shall transmit the same information requested by 

competent authorities in Member States within a one month period.  

     The ten-year period referred to in the second subparagraph may be 

extended by one year at most, if, during the first eight years of those ten years, 

the marketing authorisation holder has obtained an authorisation for one or 

more new therapeutic indications which, according to the scientific evaluation 

for authorisation, are held to bring a significant clinical benefit in comparison 

with existing therapies. 

    (2) For the purposes of this Article, the following terms shall bear the 

following meanings: 

  a) reference medicinal product - a medicinal product authorised in 

accordance with the provisions of Articles 704 and 706 of the present Title or a 

medicinal product authorised in any Member State or, through centralised 

procedure, in the European Community;  
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b) generic medicinal product - a medicinal product which has the same 

qualitative and quantitative composition in active substances and the same 

pharmaceutical form as the reference medicinal product, and whose 

bioequivalence with the reference medicinal product has been demonstrated by 

appropriate bioavailability studies. The different salts, esters, ethers, isomers, 

mixture of isomers, complexes or derivatives of an active substance shall be 

considered to be the same active substance, unless they differ significantly in 

properties with regard to safety and/or efficacy. In such cases, additional 

information providing proof of the safety and/or efficacy of the various salts, 

esters or derivatives of an authorised active substance must be supplied by the 

applicant. The various immediate-release oral pharmaceutical forms shall be 

considered to be one and the same pharmaceutical form. Bioavailability studies 

need not be required of the applicant if he can demonstrate that the generic 

medicinal product meets the relevant criteria as defined in the appropriate 

detailed guidelines. 

     (3) In cases where the medicinal product does not fall within the definition 

of a generic medicinal product as provided in paragraph (2), point b) or where 

the bioequivalence cannot be demonstrated through bioavailability studies or in 

case of changes in the active substance(s), therapeutic indications, strength, 

pharmaceutical form or route of administration, vis-à-vis the reference 

medicinal product, the results of the appropriate pre-clinical tests or clinical 

trials shall be provided. 

   (4) Where a biological medicinal product which is similar to a reference 

biological product does not meet the conditions in the definition of generic 

medicinal products, owing to, in particular, differences relating to raw materials 

or differences in manufacturing processes of the biological medicinal product 

and the reference biological medicinal product, the results of appropriate pre-

clinical tests or clinical trials relating to these conditions must be provided. The 

type and quantity of supplementary data to be provided must comply with the 

relevant criteria stated in analytical, pharmacotoxicological and clinical 

standards and protocols in respect of the testing of medicinal products approved 

by order of the Minister of Health*) and the related detailed guidelines. The 

results of other tests and trials from the reference medicinal product's dossier 

need not be provided. 

   *) See asterisk under Article 706. 

     (5) In addition to the provisions laid down in paragraph (1), where an 

application is made for a new indication for a well-established substance, a non-

cumulative period of one year of data exclusivity shall be granted, provided that 

significant pre-clinical or clinical studies were carried out in relation to the new 

indication. 
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   (6) Conducting the necessary studies and trials with a view to the application 

of paragraphs (1) - (4) and the consequential practical requirements shall not be 

regarded as contrary to patent rights or to supplementary protection certificates 

for medicinal products. 

   Article 709. - By way of derogation from Article 706, paragraph (4), point k) 

and without prejudice to the law relating to the protection of industrial and 

commercial property, the applicant shall not be required to provide the results 

of pre-clinical tests or clinical trials if he can demonstrate that the active 

substances of the medicinal product have been in well-established medicinal 

use within the European Community for at least ten years, with recognised 

efficacy and an acceptable level of safety in terms of the conditions set out in 

Analytical, pharmacotoxicological and clinical standards and protocols in 

respect of the testing of medicinal products approved by order of the minister 

of public health; in that event, the test and trial results shall be replaced by 

appropriate scientific literature.   

   Article 710. - In the case of medicinal products containing active substances 

used in the composition of authorised medicinal products but not hitherto used 

in combination for therapeutic purposes, the results of new pre-clinical tests or 

new clinical trials relating to that combination shall be provided in accordance 

with Article 706, paragraph (4), point k), but it shall not be necessary to provide 

scientific references relating to each individual active substance. 

   Article 711. - Following the granting of a marketing authorisation, the 

authorisation holder may allow use to be made of the pharmaceutical, pre-

clinical and clinical documentation contained in the file on the medicinal 

product, with a view to examining further applications relating to other 

medicinal products possessing the same qualitative and quantitative 

composition in terms of active substances and the same pharmaceutical form. 

   Article 712. - (1) The summary of the product characteristics shall contain, in 

the order indicated below, the following information: 

1. name of the medicinal product followed by the strength and the 

pharmaceutical form; 

2. qualitative and quantitative composition in terms of the active substances 

and constituents of the excipient, knowledge of which is essential for 

proper administration of the medicinal product; the usual common name 

or chemical description shall be used; 

3. pharmaceutical form; 

4. clinical particulars: 

   4.1. therapeutic indications; 

   4.2. posology and method of administration for adults and, where necessary, 

for children; 

4.3. contra-indications; 



17 

4.4. special warnings and precautions for use and, in the case of 

immunological medicinal products, any special precautions to be taken by 

persons handling such products and administering them to patients, together 

with any precautions to be taken by the patient; 

4.5. interaction with other medicinal products and other forms of interactions; 

4.6. use during pregnancy and lactation; 

4.7. effects on ability to drive and to use machines; 

4.8. adverse reactions; 

4.9. overdose (symptoms, emergency procedures, antidotes). 

5. pharmacological properties: 

5.1. pharmacodynamic properties; 

5.2. pharmacokinetic properties; 

5.3. preclinical safety data. 

6. pharmaceutical particulars: 

6.1. list of excipients; 

6.2. major incompatibilities; 

6.3. shelf life, when necessary after reconstitution of the medicinal product or 

when the immediate packaging is opened for the first time; 

6.4. special precautions for storage; 

6.5. nature and contents of container; 

6.6. special precautions for disposal of a used medicinal product or waste 

materials derived from such medicinal product, if appropriate. 

7. marketing authorisation holder; 

8. marketing authorisation number(s); 

9. date of the first authorisation or renewal of the authorisation; 

10. date of revision of the text; 

11. for radiopharmaceuticals, full details of internal radiation dosimetry; 

   12. for radiopharmaceuticals, additional detailed instructions for 

extemporaneous preparation and quality control of such preparation and, where 

appropriate, maximum storage time during which any intermediate preparation 

such as an eluate or the ready-to-use pharmaceutical will conform with its 

specifications; 

(2) for authorisations under Article 708, those parts of the summary of 

product characteristics of the reference medicinal product referring to 

indications or dosage forms which were still covered by patent law at the time 

when a generic medicine was marketed need not be included. 

    (3) As regards medicinal products included on the List mentioned in 

Article 23 of Regulation (EC) no. 726/2004 of the European Parliament and of 

the Council of 31 March 2004 laying down Community procedures for the 

authorisation and supervision of medicinal products for human and veterinary 

use and establishing a European Medicines Agency, as amended, the Summary 
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of Product Characteristics includes the following: "This medicinal product is 

subject to additional monitoring". This mention is preceded by the black symbol 

mentioned in Article 23 of Regulation (EC) no. 726/2004 and is followed by an 

appropriate standard explanatory note. All medicinal products shall be subject 

to a standard text requiring healthcare professionals to report suspected adverse 

reactions to the NAMMD, mentioned in Article 836 (1). There are various 

manners of reporting, the electronic manner included, in accordance with 

Article 836 (1), first thesis.   

   Article 713. - (1) The applicant shall ensure that, before the detailed 

summaries referred to in Article 706, paragraph (5), are submitted to the 

NAMMD, they have been drawn up and signed by experts with the necessary 

technical or professional qualifications, which shall be set out in a brief 

curriculum vitae. 

   (2) Persons having the technical and professional qualifications referred 

to in paragraph (1) shall justify any use made of scientific literature under 

Article 709 in accordance with the conditions set out in Analytical, 

pharmacotoxicological and clinical standards and protocols in respect of the 

testing of medicinal products approved by order of the Minister of Health.*).   

   *) See asterisk under Article 706. 

     (3) Detailed experts’ report shall form part of the file which the applicant 

submits to the NAMMD. 

 

SECTION 2 

Specific Provisions Applicable to Homeopathic Medicinal Products 

 

   Article 714. - (1) Homeopathic medicinal products manufactured and placed 

on the market within Romania shall be authorised in accordance with Articles 

715, 716 and 717 of the present Title.  

   (2) The NAMMD shall establish a special simplified authorisation procedure 

for the medicinal products referred to in Article 715, approved by order of the 

Minister of Health.**).   

   **) See Order of the Minister of Public Health no. 816/2007 on approval of 

simplified authorisation procedure for certain homeopathic medicinal products, 

published in the Official Gazette of Romania, Part I, no. 345 of 22 May 2007. 

   Article 715. - (1) Only homeopathic medicinal products which satisfy all of 

the following conditions may be subject to a special, simplified authorisation 

procedure: 

 - they are administered orally or externally; 

 - no specific therapeutic indication appears on the labelling of the medicinal 

product or in any information relating thereto; 
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    - there is a sufficient degree of dilution to guarantee the safety of the 

medicinal product; in particular, the medicinal product may not contain either 

more than one part per 10 000 of the mother tincture or more than 1/100th of the 

smallest dose used in allopathy with regard to active substances whose presence 

in an allopathic medicinal product results in the obligation to submit a doctor's 

prescription. 

    At the time of authorisation, the NAMMD shall determine the 

classification for the release of the medicinal product. 

   (2) The criteria and rules of procedure provided for in Article 726, paragraph 

(1), Article 732-740, 860, 864 and 881 shall apply by analogy to the special, 

simplified authorisation procedure for homeopathic medicinal products, with 

the exception of the proof of therapeutic efficacy. 

     Article 716. - (1) An application for special, simplified authorisation may 

cover a series of medicinal products derived from the same homeopathic stock. 

   (2) The following documents shall be included with the application in order 

to demonstrate, in particular, the pharmaceutical quality and the batch-to-batch 

homogeneity of the products concerned: 

- scientific name or other name given in a pharmacopoeia of the homeopathic 

stock or stocks, together with a statement of the various routes of 

administration, pharmaceutical forms and degrees of dilution to be 

authorised; 

- dossier describing how the homeopathic stocks are obtained and controlled, 

and justifying their homeopathic use, on the basis of an adequate 

bibliography; 

- manufacturing and control file for each pharmaceutical form and a 

description of the method of dilution and potentization; 

- manufacturing authorisation for the medicinal products concerned; 

- copies of any authorisations or registration certificates obtained for the same 

medicinal product in Member States; 

- one or more mock-ups or samples of the outer packaging and the immediate 

packaging of the medicinal products to be authorised; 

- data concerning the stability of the medicinal product 

 

   Article 717. - (1) Homeopathic medicinal products other than those referred 

to in Article 715, paragraph (1), shall be authorised and labelled in accordance 

with Article 706 and Articles 708 to 712. 

(2) Section 10 provisions shall apply to homeopathic medicinal products, 

with the exception of those referred to in Article 715, paragraph (1). 

 

 

SECTION 3 
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Specific Provisions Applicable to Traditional Herbal Medicinal Products 

 

     Article 718. - (1) A simplified authorisation procedure, hereinafter 

‘traditional-use authorisation’ is hereby established for herbal medicinal 

products for traditional use which fulfil all of the following criteria: 

a) they have indications exclusively appropriate to traditional herbal 

medicinal products which, by virtue of their composition and purpose, are 

intended and designed for use without the supervision of a medical practitioner 

for diagnostic purposes or for prescription or monitoring of treatment; 

b) they are exclusively for administration in accordance with a specified 

strength and posology; 

c) they are an oral, external and/or inhalation preparation; 

          d) the period of traditional use as laid down in Article 720, paragraph (1), 

point c) has elapsed; 

e) the data on the traditional use of the medicinal product are sufficient; 

in particular the product proves not to be harmful in the specified conditions of 

use and the pharmacological effects or efficacy of the medicinal product are 

plausible on the basis of longstanding use and experience. 

   (2) By way of derogation from Article 699 point 34, the presence in the herbal 

medicinal product of vitamins or minerals for the safety of which there is well-

documented evidence shall not prevent the product from being eligible for 

authorisation in accordance with paragraph 1, provided that the action of the 

vitamins or minerals is ancillary to that of the herbal active ingredients 

regarding the specified claimed indication(s).   

   (3) However, in cases where the NAMMD judges that a traditional herbal 

medicinal product fulfils the criteria for authorisation in accordance with Article 

704 or Article 715, the provisions of this Section shall not apply. 

   Article 719. - (1) The applicant and registration holder shall be established in 

Romania or in an EU Member State. 

    (2) In order to obtain traditional-use registration, the applicant shall 

submit an application to the NAMMD. 

    Article 720. - (1) The application shall be accompanied by: 

    a) the particulars and documents: 

    (i) referred to in Article 706, paragraph (4), points a) to i), o) and p); 

    (ii) the results of the pharmaceutical tests referred to in the second indent 

of Article 706, paragraph (4), point k), the first line; 

    (iii) the summary of product characteristics, without the data specified in 

Article 712, paragraph (4); 

    (iv) in case of combinations, as referred to in Article 699 point 34 or 

Article 718, paragraph (2), the information referred to in Article 718, paragraph 

(1), point e) relating to the combination as such; if the individual active 
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ingredients are not sufficiently known, the data shall also relate to the individual 

active ingredients; 

    b) any authorisation obtained by the applicant in another Member State 

and details of any decision to refuse to grant an authorisation, whether in the 

European Community or a third country, and the reasons for any such decision; 

    c) bibliographical or expert evidence to the effect that the medicinal 

product in question, or a corresponding product has been in medicinal use 

throughout a period of at least 30 years preceding the date of the application, 

including at least 15 years within the European Community; the NAMMD may 

request the Committee for Herbal Medicinal Products within the European 

Medicines Agency to draw up an opinion on the adequacy of the evidence of 

the long-standing use of the product, or of the corresponding product. To that 

purpose, the NAMMD shall submit relevant documentation supporting the 

referral to the Committee; 

    d) a bibliographic review of safety data together with an expert report and 

where required by the NAMMD, data necessary for assessing the safety of the 

medicinal product. Analytical, pharmaco-toxicological and clinical standards 

and protocols in respect of the testing of medicinal products approved by Order 

of the Minister of Health*) shall apply by analogy to the particulars and 

documents specified in point a). 

 

    *) See asterisk under Article 706. 

   

    (2) A corresponding product, as referred to in paragraph (1), point c) is 

characterised by having the same active ingredients, irrespective of the 

excipients used, the same or similar intended purpose, equivalent strength and 

posology and the same or similar route of administration as the medicinal 

product applied for. 

    (3) The requirement to show medicinal use throughout the period of 30 

years, referred to in paragraph (1), point c) is satisfied even where the marketing 

of the product has not been based on a specific authorisation; it is likewise 

satisfied if the number or quantity of ingredients of the medicinal product has 

been reduced during that period. 

   (4) Where the product has been used in Romania or the European 

Community for less than 15 years, but is otherwise eligible for simplified 

authorisation, on submission of an application for traditional-use authorisation, 

the NAMMD shall refer the product to the Committee for Herbal Medicinal 

Products within the European Medicines Agency.  

 To that purpose, the NAMMD shall submit relevant documentation 

supporting the arbitrating procedure. 
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If the Committee establishes a European Community herbal monograph, this 

shall be taken into account by the NAMMD when taking its final decision. 

    Article 721. - (1) Without prejudice to Article 725, paragraph (1), Section 

5, Section 3 shall apply by analogy to authorisations granted in accordance with 

Article 718, provided that: 

   a) a European Community herbal monograph has been established in 

accordance with Article 725, paragraph (3); or 

   b) the herbal medicinal product consists of herbal substances, preparations or 

combinations thereof contained in the list referred to in Article 723. 

    (2) For other herbal medicinal products as referred to in Article 718, the 

NAMMD shall, when evaluating an application for traditional-use 

authorisation, take due account of authorisations granted by another Member 

State in accordance with Section 2a of Directive 2001/83/ EC, as amended. 

    Article 722. - (1) Traditional-use authorisation shall be refused if the 

application does not comply with Articles 718, 719 or 720 or if at least one of 

the following conditions is fulfilled: 

a) the qualitative and/or quantitative composition is not as declared; 

b) the indications do not comply with the conditions laid down in Article 718; 

  c) the product could be harmful under normal conditions of use; 

d) the data on traditional use are insufficient, especially if pharmacological 

effects or efficacy are not plausible on the basis of longstanding use and 

experience; 

e) the pharmaceutical quality is not satisfactorily demonstrated. 

    (2) The NAMMD shall notify the applicant, the European Commission 

and any competent authority that requests it, of any decision they take to refuse 

traditional-use authorisation and the reasons for the refusal. 

   Article 723. - (1) The NAMMD shall take over the list of herbal 

substances, preparations and combinations thereof for use in traditional herbal 

medicinal products established by the European Commission. The list shall 

contain, with regard to each herbal substance, the indication, the specified 

strength and the posology, the route of administration and any other information 

necessary for the safe use of the herbal substance as a traditional medicinal 

product.  

    (2) The NAMMD regulations on traditional herbal medicinal products, 

as well as the List of herbal substances, preparations and combinations of these 

used in traditional herbal medicinal products, included in these Regulations, 

shall apply prior to Accession. 

    (3) If an application for traditional-use authorisation relates to a herbal 

substance, preparation or a combination thereof contained in the list referred to 

in paragraphs (1) and (2), respectively, the data specified in Article 720, 
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paragraph (1), point b), c) and d) do not need to be provided; provisions of 

Article 722, paragraph (1), points c) and d) shall not apply. 

    (4) If a herbal substance, preparation or a combination thereof ceases to 

be included in the List referred to in paragraphs (1) and (2), respectively, 

authorisations pursuant to paragraph (3) for herbal medicinal products 

containing this substance, preparation or a combination thereof, shall be 

revoked unless the particulars and documents referred to in Article 720, 

paragraph (1) are submitted within three months. 

    Article 724. - (1) The provisions of Article 701 (1) a) and b), Article 704 

(1), Article 713, Article 726 (1), Articles 728, 729, 736, 738, 739, 755-770, 792-

808, 827-854, Article 857 (1) and (11), Articles 860, 864, 865, 867, 878, 879, 

881, Article 882 (2) and Article 885, as well as Good practice principles and 

guides related to manufacturing of medicinal products for human use and 

investigational medicinal products for human use, approved through order of 

the minister of public health shall apply, by analogy, to traditional-use 

authorisation of herbal medicinal products granted under this Section. 

    (2) In addition to the requirements of Articles 774 to 787, any labelling 

and user package leaflet shall contain a statement to the effect that: 

    a) the product is a traditional herbal medicinal product for use in specified 

indication(s) exclusively based upon long-standing use; and 

   b) the user should consult a doctor or a qualified health care practitioner 

if the symptoms persist during the use of the medicinal product or if adverse 

effects not mentioned in the package leaflet occur. 

    (3) In addition to the requirements of Articles 811 to 825, any 

advertisement for a medicinal product authorised under this Section shall 

contain the following statement: „Traditional herbal medicinal product for use 

in specified indication(s) exclusively based upon long-standing use.” 

    Article 725. - (1) The NAMMD shall appoint, for a renewable three-year 

term, one member and one alternate to the Committee for Herbal Medicinal 

Products. The alternates shall represent and vote for the members in their 

absence. Members and alternates shall be chosen for their role and experience 

in the evaluation of herbal medicinal products and shall represent the NAMMD. 

    (2) Prior to Romania’s accession to the European Union, representatives 

of the NAMMD shall take part as active observers in activities carried out by 

the Committee for Herbal Medicinal Products. 

   (3) On examining an application for marketing authorisation, the 

NAMMD shall take into account European Community herbal monographs 

established and published by the Committee for Herbal Medicinal Products 

within the European Medicines Agency.  
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Where no such European Community herbal monograph has yet been 

established, other appropriate monographs, publications or data may be referred 

to. 

When new European Community herbal monographs are established, the 

authorisation holder shall consider whether it is necessary to modify the 

authorisation dossier accordingly. The authorisation holder shall notify any 

such modification to the NAMMD. 

 

SECTION 4 

Procedures Relevant to the Marketing Authorisation 
   

   Article 726. - (1) The NAMMD shall take every appropriate measure to 

ensure that the procedure for granting a marketing authorisation is completed 

within a maximum of 210 days after submission of a valid application; 

applications for marketing authorisations in Romania and one or several 

Member States in respect of the same medicinal product shall be submitted in 

accordance to Articles 743 to 754. 

   (2) Where the NAMMD notes that another marketing authorisation 

application for the same medicinal product is being examined by another 

Member State, the NAMMD shall decline to assess the application and shall 

advise the applicant that Articles 743 to 754 apply. 

   Article 727. - Where the NAMMD is informed in accordance with Article 

706, paragraph (4), point q), that another EU Member State has authorised a 

medicinal product which is the subject of a marketing authorisation application 

in Romania, the NAMMD shall reject the application unless it was submitted 

in compliance with Articles 743 to 754. 

   Article 728. - In order to examine the application submitted in accordance 

with Article 706 and Articles 708 to 711, the NAMMD: 

   a) must verify whether the particulars submitted in support of the application 

comply with Article 706 and Articles 708 to 711 and examine whether all the 

conditions for issuing a marketing authorisation are complied with; 

   b) may submit the medicinal product, its starting materials and, if need be, its 

intermediate products or other constituent materials, for testing by laboratories 

authorised / approved by the NAMMD to that purpose in order to ensure that 

the control methods employed by the manufacturer and described in the 

particulars accompanying the application in accordance with Article 706, 

paragraph (4), point i) are satisfactory;   

   c) may, where appropriate, require the applicant to supplement the dossier 

accompanying the application in respect of the items listed in Article 706, 

paragraph (4) and Articles 708 to 711; where the NAMMD avails itself of this 

option, the time limits laid down in Article 726 (1) shall be suspended until the 
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supplementary information required has been provided; likewise, these time 

limits shall be suspended for the time allowed the applicant, where appropriate, 

for giving oral or written explanation; 

   d) may perform inspections under certain circumstances, when it considers 

there is reason to suspect lack of observance of Good practice principles and 

guides related to manufacturing mentioned in Article 764. 

   Article 729. - The Ministry of Health shall take all appropriate measures 

to ensure that: 

   a) The NAMMD verifies that manufacturers and importers of medicinal 

products coming from third countries are able to carry out manufacture in 

compliance with the particulars supplied pursuant to Article 706, paragraph (4), 

point e), and/or to carry out controls according to the methods described in the 

particulars accompanying the application in accordance with Article 706, 

paragraph (4), point i); 

   b) The NAMMD authorises manufacturers and importers of medicinal 

products coming from third countries, in justifiable cases, to have certain stages 

of manufacture and/or certain of the controls referred to in (a) carried out by 

third parties; in such cases, the verifications by the NAMMD shall also be made 

in the establishments of designated third parties. 

   Article 730. - (1) When the marketing authorisation is issued, the holder shall 

be informed by the NAMMD, of the summary of the product characteristics as 

approved by it. 

   (2) The NAMMD shall take all necessary measures to ensure that the 

information given in the summary is in conformity with that accepted when the 

marketing authorisation is issued or furtherly. 

    (3) The NAMMD shall, without delay, make publicly available the 

marketing authorisation together with the leaflet, summary of the product 

characteristics and any requirements established in accordance with Articles 

731, 732 and 733, together with any deadlines for the fulfilment of those 

conditions, if required, for each medicinal product which they have authorised. 

    (4) The NAMMD shall draw up an assessment report and make 

comments on the file as regards the results of the pharmaceutical and pre-

clinical tests and the clinical trials of the medicinal product concerned. The 

assessment report shall be updated whenever new information becomes 

available which is of importance for the evaluation of the quality, safety or 

efficacy of the medicinal product concerned. The NAMMD shall make publicly 

accessible without delay the assessment report, together with the rationale for 

their opinion, except for any information of a commercially confidential nature; 

the justification shall be provided separately for each indication applied for. The 

public assessment report shall include a summary written in a manner that is 
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understandable to the public. The summary shall contain, in particular, a section 

relating to the conditions of use of the medicinal product. 

    Article 731. - (1) In addition to provisions laid down in Article 728, a 

marketing authorisation of a medicinal product may be granted subject to one 

or more of the following conditions: 

   a) to take certain measures for ensuring the safe use of the medicinal product 

to be included in the risk management system; 

   b) to conduct post-authorisation safety studies; 

   c) to comply with obligations on the recording or reporting of suspected 

adverse reactions which are stricter than those referred to in Section X; 

   d) any other conditions or restrictions with regard to the safe and effective use 

of the medicinal product; 

   e) existence of an appropriate pharmacovigilance system;   

   f) conduct of post-authorisation efficacy studies, if concerns related to certain 

aspects of the product’s efficacy are identified and can be resolved only after 

the medicinal products has been marketed, in accordance with delegated acts 

adopted by the European Commission in accordance with Article 22b of 

Directive 2010/84/EU of the European Parliament and of the Council of 15 

December 2010 amending, as regards pharmacovigilance, Directive 

2001/83/EC on the Community code relating to medicinal products for human 

use, at the same time being compliant with scientific guidelines mentioned in 

Article 854.   

   (2) the deadlines for meeting the requests mentioned in paragraph (1) shall be 

established in the context of marketing authorisations, as required. 

   Article 732. - (1) In exceptional circumstances and following consultation 

with the applicant, the authorisation may be granted subject to a requirement 

for the applicant to meet certain conditions concerning the safety of the 

medicinal product, notification to the NAMMD of any incident relating to its 

use, and action to be taken. 

   (2) The marketing authorisation may only be granted if the applicant can show 

that he/she is unable to provide, for objective and verifiable reasons, complete 

information on the efficacy and safety of the medicinal products under normal 

conditions for use and must be based on one of the grounds set out in the 

Analytical, pharmacotoxicological and clinical standards and protocols in 

respect of the testing of medicinal products, approved through Order of the 

Minister of Health*); continuation of the authorisation shall be linked to the 

annual reassessment of these conditions. 

   *) See asterisk under Article 706. 

     Article 733. - (1) After the granting of a marketing authorisation, the 

NAMMD may impose an obligation on the marketing authorisation holder: 
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   a) to conduct a post-authorization safety study if there are concerns about the 

risks of an authorized medicinal product. If the same concerns apply to several 

medicinal products, the NAMMD recommends Marketing Authorization 

Holders involved, following consultation with the Pharmacovigilance Risk 

Assessment Committee, to perform a joint post-authorisation safety study;   

   b) to conduct a post-authorisation efficacy study when the understanding of 

the disease or the clinical methodology indicate that previous efficacy 

evaluations might have to be revised significantly. The obligation to perform 

post-authorisation efficacy studies is based upon delegated acts adopted in 

accordance with Article 22b of Directive 2010/84/EU, also considering the 

scientific guidelines mentioned in Article 854. The imposition of such 

obligations shall be duly justified, notified in writing and includes the objectives 

and deadlines for performance and presentation of the study. 

   (2) The NAMMD shall provide the Marketing Authorization Holder the 

opportunity to submit written comments on the imposition of the obligation 

within the timeframe specified, upon a request of the Marketing Authorization 

Holder made within 30 days as of written notification of the obligation. 

   (3) On the basis of the written observations submitted by the Marketing 

Authorisation Holder, the NAMMD shall withdraw or confirm the obligation. 

Where the NAMMD confirms the obligation, the marketing authorisation shall 

be varied to include the obligation as a condition of the marketing authorisation 

and the risk management system shall be updated accordingly.    

Article 734. - In addition to the provisions of Articles 731 and 733, the 

NAMMD monitors the implementation by the Marketing Authorisation 

Holders of provisions of delegated acts adopted by the European Commission 

to establish situations in which post-authorisation efficacy studies may be 

required. 

    Article 735. - (1) The marketing authorisation holder shall incorporate 

any conditions referred to in Articles 731, 732 or 733, as required, in his risk 

management system 

    (2) The NAMMD shall inform the European Medicines Agency about 

marketing authorisations granted in accordance with the conditions pursuant to 

Articles 731, 732 or 733, as required.   

   Article 736. - (1) After a marketing authorisation has been issued, the 

authorisation holder shall, in respect of the methods of manufacture and control 

provided for in Article 706, paragraph (4), points e) and i), take account of 

scientific and technical progress and introduce any changes that may be 

required to enable the medicinal product to be manufactured and checked by 

means of generally accepted scientific methods; these changes shall be subject 

to the approval of the NAMMD. 
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   (2) The marketing authorisation holder shall forthwith supply to the NAMMD 

any new information which might entail the amendment of the particulars or 

documents referred to in Article 706, paragraph (4), Articles 708, 709, 710, 712 

or Article 747 or in the Analytical, pharmacotoxicological and clinical 

standards and protocols in respect of the testing of medicinal products approved 

by order of the minister of health. The marketing authorisation holder shall 

inform the NAMMD of any prohibition or restriction imposed by the competent 

authorities of any country in which the medicinal product for human use is 

marketed and of any other new information which might influence the 

evaluation of the benefits and risks of the medicinal product for human use 

concerned. 

The information shall include both positive and negative results of clinical 

trials or other studies in all indications and populations, whether or not included 

in the marketing authorisation, as well as data on the use of the medicinal 

product where such use is outside the terms of the marketing authorisation. 

   *) See asterisk under Article 706. 

      (3) The marketing authorisation holder shall ensure that the product 

information is kept up to date with the current scientific knowledge, including 

the conclusions of the assessment and recommendations made public by means 

of the European medicines web-portal established in accordance with Article 

26 of Regulation (EC) No 726/2004. 

    (4) In order to be able to continuously assess the risk-benefit balance, the 

NAMMD may at any time ask the marketing authorisation holder to forward 

data demonstrating that the risk-benefit balance remains favourable. The 

marketing authorisation holder shall answer fully and promptly any such 

request. The NAMMD may at any time ask the marketing authorisation holder 

to submit a copy of the pharmacovigilance system master file. The marketing 

authorisation holder shall submit the copy at the latest 7 days after receipt of the 

request. 

    Article 737. - (1) After a marketing authorisation has been granted, the 

holder of the authorisation shall inform the NAMMD of the date of actual 

marketing of the medicinal product for human use in Romania, taking into 

account the various presentation forms authorised. 

    (2) The marketing authorisation holder shall also notify the NAMMD if 

the product ceases to be placed on the Romanian market, either temporarily or 

permanently; such notification shall, otherwise than in exceptional 

circumstances, be made no less than 6 months before the discontinuation in the 

placing on the market of the product; if the product is not placed on the market 

due to commercial reasons, the notification shall be made no less than 12 

months before discontinuation of the marketing authorisation. During that 6-

month/12-month period, the Marketing Authorisation Holder shall comply with 
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provisions of Article 804 (2) on ensurance of adequate and continuing supplies 

of medicinal products. The Marketing Authorisation Holder shall notify the 

NAMMD on the grounds for such measures, in accordance with provisions of 

Article 879 (2).   

   (3) Upon request by the Ministry of Health, particularly in the context of 

pharmacovigilance, the marketing authorisation holder shall provide the 

Ministry of Health with all data relating to the volume of sales of the medicinal 

product, and any data in his possession relating to the volume of prescriptions. 

   Article 738. - (1) Without prejudice to paragraphs (4) and (5), the marketing 

authorisation shall be valid for five years. 

   (2) The marketing authorisation may be renewed after five years on the basis 

of a review of the risk-benefit balance by the NAMMD if this is the issuer of 

the authorisation; to this end, the marketing authorisation holder shall provide 

the NAMMD with a consolidated version of the file in respect of quality, safety 

and efficacy, including all variations introduced since the marketing 

authorisation was granted, forwarded in accordance with Section X, at least nine 

months before the marketing authorisation ceases to be valid in accordance with 

provisions of paragraph (1). 

   (3) Medicinal products for which application has been submitted for renewal 

of marketing authorisation may be preserved in the therapeutic circuit till 

resolution of application for renewal. 

   (4) Once renewed, the marketing authorisation shall be valid for an unlimited 

period, unless the NAMMD decides, on justified grounds relating to 

pharmacovigilance, including an insufficient number of patients exposed to the 

respective product, to proceed with one additional five-year renewal in 

accordance with paragraph (2). 

   (5) Any authorisation which within three years of its granting is not followed 

by the actual placing on the market of the authorised product in Romania shall 

cease to be valid. 

   (6) When an authorised product previously placed on the market has not been 

actually present on the Romanian market for three consecutive years, the 

authorisation for that product shall cease to be valid. 

   (7) The NAMMD may, in exceptional circumstances and on public health 

grounds, grant exemptions from paragraphs (5) and (6); such exemptions must 

be duly justified. 

   (8) If no application for renewal of marketing authorisation has been 

submitted with respect to a medicinal product within the terms provided in 

paragraph (2), the respective medicinal product may be preserved in the 

therapeutic circuit until consumption of amounts distributed in the 

pharmaceutical network but no later than one year after cessation of the 

marketing authorisation. 
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   (9) The procedure for marketing authorisation of a medicinal product may be 

interrupted in result of application for withdrawal by the applicant. 

   Article 739. - Authorisation shall not affect the civil and criminal liability of 

the manufacturer and, where applicable, of the marketing authorisation holder. 

   Article 740. - (1) The marketing authorisation shall be refused if, after 

verification of the particulars and documents listed in Article 706 and Articles 

708 to 711, it is clear that: 

   a) the risk-benefit balance is not considered to be favourable; or 

   b) the therapeutic efficacy is insufficiently substantiated by the applicant; or   

   c) the qualitative and quantitative composition is not as declared. 

   (2) Authorisation shall likewise be refused if any particulars or documents 

submitted in support of the application do not comply with Article 706 and 

Articles 708 to 711. 

   (3) The applicant or the holder of a marketing authorisation shall be 

responsible for the accuracy of the documents and the data submitted. 

   Article 741. - Medicinal products authorised through centralised, mutual 

recognition or decentralised procedure for placement on the market in the EU 

shall be authorised in Romania according to simplified procedures as provided 

in the NAMMD regulations. 

   Article 742. - (1) The NAMMD appoints a representative and an alternate for 

the Coordination Group, for a renewable 3-year period. The NAMMD 

representative in the Coordination Group can be accompanied by experts. The 

members and experts of the Coordination Group rely, for accomplishment of 

their tasks, on scientific and regulatory resources of national competent 

authorities. The NAMMD monitors the scientific level of assessments 

performed and facilitates the activities of members of the Coordination Group 

and assigned experts. As regards transparency and independence of members 

of the Coordination Group, provisions of Article 63 of Regulation (EC) no. 

726/2004 apply, as amended.   

   (2) The Coordination Group has the following attributions:   

   a) to examine any issue related to an authorisation for marketing of a 

medicinal product in two or several member states, in accordance with the 

procedures established in Section 5;   

   b) to examine issues related to pharmacovigilance of products authorised by 

member states, in accordance with Articles 838, 840, 842, 846 and 852;   

   c) to examine issues related to variations to marketing authorisations granted 

by member states, in accordance with Article 750.   

    In order to fulfil its pharmacovigilance-related tasks, including approval of 

risk-management systems and their efficacy monitoring, the Coordination 

Group focuses on scientific assessment and on recommendations of the 
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Pharmacovigilance Committee for risk evaluation mentioned in Article 56 (1) 

(aa) of Regulation (EC) no. 726/2004, as amended.   

   (3) The NAMMD representative to the Coordination Group makes sure that 

there is proper coordination between the tasks of the Group and the activity of 

national competent authorities.   

   (4) Subject to opposed provisions in this Law, member states represented 

within the Coordination Group shall do the best they can to reach a position by 

consensus on the measures to be taken. If a consensus cannot be reached, the 

position of the majority of member states represented within the Coordination 

Group shall be taken into account.   

   (5) The NAMMD representative to the Coordination group is required to 

ensure privacy and to not provide any confidential information at all, even after 

fulfilment of their duties. 

 

SECTION 5 

Mutual Recognition Procedure and Decentralised Procedure 

     Article 743. - (1) With a view to the granting of a marketing authorisation 

for a medicinal product in Romania as well as in one or several Member States, 

an applicant shall submit an application based on an identical dossier to the 

NAMMD and competent authorities in respective Member States. The dossier 

shall contain the information and documents referred to in Articles 706 and 

Article 708 to 712. The documents submitted shall include a list of Member 

States concerned by the application. 

    The applicant shall request that Romania or other EU Member State to act as 

‘reference Member State’ and to prepare an assessment report on the medicinal 

product in accordance with paragraph (2) or (3). 

   (2) Where the medicinal product has already received a marketing 

authorisation at the time of application, Romania shall act as concerned Member 

State and the NAMMD shall recognise the marketing authorisation granted by 

the reference Member State. To this end, the marketing authorisation holder 

shall request the reference Member State either to prepare an assessment report 

on the medicinal product or, if necessary, to update any existing assessment 

report. In case Romania is the reference Member State, the NAMMD shall 

prepare/update the assessment report within 90 days after receipt of a valid 

application. 

    The assessment report together with the approved summary of product 

characteristics, labelling and package leaflet shall be sent to the concerned 

Member States and to the applicant. 

   (3) In cases where the medicinal product has not received a marketing 

authorisation at the time of application to the NAMMD, when Romania is the 

reference Member State, the applicant shall request the NAMMD to prepare a 
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draft assessment report, a draft summary of product characteristics and a draft 

of the labelling and package leaflet; the NAMMD shall prepare these draft 

documents within 120 days after receipt of a valid application and shall send 

them to the concerned Member States and to the applicant. On record of all 

parties’ agreement, the NAMMD shall close the procedure and inform the 

applicant accordingly.    

   (4) When Romania acts as concerned Member State, within 90 days after 

receipt of the documents referred to in paragraphs (2) and (3), the NAMMD 

shall approve the assessment report, the summary of product characteristics and 

the labelling and package leaflet and shall inform the reference Member State 

accordingly.    

   (5) In case an application has been submitted in accordance with paragraph 

(1), the NAMMD shall adopt a decision in conformity with the approved 

assessment report, the summary of product characteristics and the labelling and 

package leaflet as approved, within 30 days after acknowledgement of the 

agreement. 

    Article 744. - (1) If, within the period laid down in Article 743, paragraph 

(4), the NAMMD cannot approve the assessment report, the summary of 

product characteristics, the labelling and the package leaflet on the grounds of 

potential serious risk to public health, it shall give a detailed exposition of the 

reasons for its position to the reference Member State, to the other Member 

States concerned and to the applicant; the points of disagreement shall be 

forthwith referred to the Coordination group.   

   (2) The NAMMD shall apply provisions of guides adopted by the European 

Commission defining a potential serious risk to public health. 

   (3) Within the Coordination group, through its representatives appointed by 

the NAMMD, Romania together with representatives of other member States 

mentioned in paragraph (1) shall use their best endeavours to reach agreement 

on the action to be taken. They shall allow the applicant the opportunity to make 

his point of view known orally or in writing. If, within 60 days of the 

communication of the points of disagreement, the Member States reach an 

agreement, Romania as reference Member State shall record the agreement, 

close the procedure and inform the applicant accordingly; Article 743, 

paragraph (5) shall apply. 

   (4) If the Member States fail to reach an agreement within the 60-day period 

laid down in paragraph (3), the European Medicines Agency shall be 

immediately informed, with a view to the application of the procedure under 

Articles 32, 33 and 34 of Directive 2001/83/EC. Respective information shall 

provide a detailed statement of the matters on which the Member States have 

been unable to reach agreement and the reasons for their disagreement. A copy 

shall be forwarded to the applicant.   
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   (5) As soon as the applicant is informed that the matter has been referred to 

the European Medicines Agency, he shall forthwith forward to the Agency a 

copy of the information and documents referred to in Article 743, paragraph 

(1).   

   (6) In the circumstances referred to in paragraph (3), in case the NAMMD has 

approved the assessment report, the draft summary of product characteristics 

and the labelling and package leaflet of the reference Member State, the 

NAMMD may, at the request of the applicant, authorise the medicinal product 

without waiting for the outcome of the procedure laid down in Article 32 of 

Directive 2001/83/EC; in that event, the authorisation granted shall be without 

prejudice to the outcome of that procedure. 

   Article 745. - (1) If two or more applications submitted in accordance with 

Article 706 and Articles 708 to 712 have been made for marketing authorisation 

for a particular medicinal product, and if the NAMMD and other competent 

authorities in Member States have adopted divergent decisions concerning the 

authorisation of the medicinal product or its suspension or revocation, the 

NAMMD or the competent authority of a different Member State, the European 

Commission or the applicant or the marketing authorisation holder may refer 

the matter to the Committee for Medicinal Products for Human Use, within the 

European Medicines Agency, hereinafter referred to as ‘the Committee’, for the 

application of the procedure laid down in Articles 32, 33 and 34 of Directive 

2001/83/EC. 

   (2) In order to promote harmonisation of marketing authorisations for 

medicinal products in the European Community, the NAMMD shall, each year, 

forward to the Coordination group a list of medicinal products for which a 

harmonised summary of product characteristics should be drawn up. 

   Article 746. - (1) The NAMMD, Member States, the European Commission, 

the applicant or the marketing authorisation holder shall, in specific cases where 

the interests of the European Community are involved, refer the matter to the 

Committee for application of the procedure laid down in Articles 32, 33 and 34 

of Directive 2001/83/EC, as amended, before any decision is reached on a 

request for a marketing authorisation or on the suspension or revocation of an 

authorisation, or on any other variation to the terms of a marketing authorisation 

which appears necessary. 

   (2) If the referral takes place after assessment of pharmacovigilance data 

related to an authorised medicinal product, the Committee for Medicinal 

Products for Human Use may inform the Pharmacovigilance Risk Assessment 

Committee about the respective issue, leading to enforcement of provisions of 

Article 845 (2). The Pharmacovigilance Risk Assessment Committee may issue 

a recommendation in accordance with the procedure mentioned in Article 32 of 

Directive 2001/83/EC, as amended; the final recommendation is forwarded to 
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the Committee for Medicinal Products for Human Use or to the Coordination 

Group, as required, case in which the procedure mentioned in Article 46 applies. 

If one of the criteria mentioned in Article 844 (1) is met, the procedure 

mentioned in Article 844-846 applies. If required, the NAMMD shall clearly 

identify the question which is referred to the Committee for consideration and 

shall inform the applicant or the marketing authorisation holder. 

   (3) The NAMMD and the applicant or the marketing authorisation holder 

shall supply the Committee with all available information relating to the matter 

in question. 

   (4) Where the referral to the Committee concerns a group of medicinal 

products or a therapeutic class, the procedure may be limited to certain specific 

parts of the authorisation; in that event, Article 750 shall apply only if they were 

covered by the authorisation procedures referred to in this Section. Medicinal 

products authorised in accordance with Regulation (EC) no. 726/2004, 

belonging to the same group/therapeutic class also fall under the scope of the 

procedure initiated in accordance with this Article. 

   (5) Without prejudice to paragraph 1, the NAMMD may, where urgent action 

is necessary to protect public health at any stage of the procedure, suspend the 

marketing authorisation and prohibit the use of the medicinal product concerned 

on Romanian territory until a definitive decision is adopted. The NAMMD shall 

inform the Commission, the Agency and the other Member States, no later than 

the following working day, of the reasons for its action. 

   (6) If, according to paragraph (4), the scope of the procedure initiated in line 

with this Article includes medicinal products authorised in accordance with 

Regulation (EC) no. 726/2004, where, during any stage of the procedure, urgent 

action is necessary to protect public health, the NAMMD shall apply the 

measures imposed by the European Commission on suspension of marketing 

authorisations and interdiction of using the concerned products, until adoption 

of a final decision by the European Commission.   

  Article 747. - Within 15 days after its adoption, the NAMMD as well as 

the applicant or the marketing authorisation holder shall be forwarded by the 

European Medicines Agency the final opinion of the Committee together with 

a report describing the assessment of the medicinal product and stating the 

reasons for its conclusions. 

     In the event of an opinion in favour of granting or maintaining an 

authorisation to place the medicinal product concerned on the market, the 

following documents shall be annexed to the opinion: 

a) a draft sumary of the product characteristics, as referred to in Article 

712; 

b) any conditions affecting the authorisation within the meaning of 

Article 32, paragraph (4), point c) of Directive 2001/83/EC, as amended; 
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c) details of any recommended conditions or restrictions with regard to 

the safe and effective use of the medicinal product; 

d) the proposed text of the labelling and leaflet. 

    Article 748. - In the event that the European Commission decides to grant a 

marketing authorisation, it shall forward to the NAMMD as well as to the 

applicant or marketing authorisation holder a draft of the decision to be taken 

in respect of the application accompanied by documents referred to in Article 

747; where, exceptionally, the draft decision is not in accordance with the 

opinion of the European Medicines Agency, the European Commission shall 

also annex a detailed explanation of the reasons for the differences. 

   Article 749. - (1) The NAMMD shall have 22 days to draw up its written 

observations on the draft decision and forward them to the European 

Commission. However, if the European Commission has to take an urgent 

decision, a shorter time-limit may be set according to the degree of urgency 

involved. 

   (2) The NAMMD shall have the option of submitting a written request that 

the draft Decision be discussed in a plenary meeting of the Standing Committee 

of the European Commission. 

   (3) The NAMMD shall either grant or revoke the marketing authorisation, or 

vary its terms as necessary to comply with the decision within 30 days following 

its notification, and they shall refer to it. The NAMMD shall inform the 

European Commission and the European Medicines Agency accordingly. 

   Article 750. - Any application by the marketing authorisation holder to vary 

a marketing authorisation which has been granted in accordance with the 

provisions of this Section shall be submitted to the NAMMD and all Member 

States which have previously authorised the medicinal product concerned. 

   Article 751. - (1) As regards marketing authorisations granted before 1 

January 1998 for medicinal products authorised only in Romania, national 

regulations approved through Order of the Minister of Health*) apply for 

regulation of amendment of marketing authorisation conditions.   

   *) See Order of the Minister of Public Health no. 895/2006 on approval of 

Regulations regarding marketing authorisation and supervision of medicinal 

products for human use, published in the Official Gazette of Romania, Part I, 

no. 660 of 1 August 2006, as amended. 

     (2) If, for medicinal products authorised only in Romania, in accordance 

with provisions mentioned in paragraph (1), a marketing authorisation is 

subsequently granted in another Member State to the respective medicinal 

products, provisions of Regulation (EC) no. 1.234/2008 of the Commission of 

24 November 2008 concerning the examination of variations to the terms of 

marketing authorisations for medicinal products for human use and veterinary 

medicinal products shall apply, as of date of grant of these authorisations. 
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   Article 752. - The NAMMD shall submit to the European Medicines Agency 

all information needed for the establishment and publication of an annual report 

on the operation of the procedures laid down in this Section.  

   Article 753. - The NAMMD shall submit to the European Commission all 

information needed for the establishment of a report on the experience acquired 

on the basis of the procedures described in this. 

   Article 754. - (1) Article 744, paragraphs (4) to (6) and Articles 745 to 749 

shall not apply to the homeopathic medicinal products referred to in Article 715. 

   (2) Articles 743 to 749 shall not apply to the homeopathic medicinal products 

referred to in Article 717, paragraph (2). 

 

SECTION IV 

Manufacture and importation 

   

   Article 755. - (1) The NAMMD shall take all appropriate measures to ensure 

that the manufacture of the medicinal products within Romania’s territory is 

only subject to the holding of an authorisation. This manufacturing 

authorisation shall be required nothwithstanding that the medicinal products 

manufactured are intended for export. 

   (2) The authorisation referred to in paragraph (1) shall be required for both 

total and partial manufacture, and for the various processes of dividing up, 

packaging or presentation; however, such authorisation shall not be required for 

preparation, dividing up, changes in packaging or presentation form where these 

processes are carried out, solely for retail supply, by pharmacists in dispensing 

pharmacies or by persons legally authorised in Romania to carry out such 

processes. 

   (3) Authorisation referred to in paragraph (1) shall also be required for 

imports coming from third countries into Romania; this Section and Article 867 

shall have corresponding application to such imports as they have to 

manufacture. 

   (4) The NAMMD shall forward to the European Medicines Agency a copy of 

the authorisation referred to in paragraph (1), which information shall be 

entered in the EU database referred to in Article 857, paragraph (14). 

   Article 756. - (1) In order to obtain the manufacturing authorisation, the 

applicant shall at least meet all the following requirements: 

   a) specify the medicinal products and pharmaceutical forms which are to be 

manufactured or imported and also the place where they are to be manufactured 

and/or controlled; 

   b) have at his disposal, for the manufacture or import of medicinal products 

mentioned in point a), suitable and sufficient premises, technical equipment and 

control facilities complying with the legal requirements which Romania lays 
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down as regards both manufacture and control and the storage of medicinal 

products, in accordance with Article 729; 

   c) for special testing purposes, quality control of medicinal products may be 

carried out based on a contract between the manufacturing unit and the control 

unit, outside the manufacturing site, in control units authorised/approved by the 

NAMMD, in full observance of regulations laid down by the NAMMD and 

approved by order of the Minister of Health;*);   

   *) See Order of the Minister of Public Health no. 873/2006 on approval of 

Regulations relating to the contract-based control of medicinal product quality, 

as drawn between the manufacturer and a control unit outside the manufacturing 

site, in case of certain special testing, published in the Official Gazette of 

Romania, Part I, no. 643 of 26 July 2006. 

   d) have at his disposal the services of at least one qualified person within the 

meaning of Article 766. 

   (2) The applicant shall provide particulars in support of the above in his 

application according to paragraph (1). 

   Article 757. - (1) The NAMMD shall issue the manufacturing authorisation, 

which shall be valid for three years, only after having made sure of the accuracy 

of the particulars supplied pursuant to Article 756, by means of an inspectopn 

carried out by its inspectors. 

   (2) In order to ensure that the requirements referred to in Article 756 are 

complied with, authorisation may be made conditional on the carrying out of 

certain obligations imposed either when authorisation is granted or at a later 

date. 

   (3) The authorisation shall apply only to the premises, medicinal products and 

pharmaceutical forms specified in the application. 

   Article 758. - The NAMMD shall take all appropriate measures to ensure that 

the time taken for the procedure for granting the manufacturing authorisation 

does not exceed 90 days from the day on which the NAMMD receives the 

application.  

   Article 759. - If the Marketing Authorisation Holder requests a change in any 

of the particulars referred to in Article 756, paragraph (1), points a) and b), the 

time taken for the procedure relating to this request shall not exceed 30 days; in 

exceptional cases this period of time may be extended to 90 days. 

   Article 760. - The NAMMD may require from the applicant further 

information concerning the particulars supplied pursuant to Article 756 and 

concerning the qualified person referred to in Article 766; where the NAMMD 

exercises this right, application of the time-limits referred to in Articles 758 and 

759 shall be suspended until the additional data required have been supplied. 

   Article 761. - The Manufacturing Authorisation Holder shall at least be 

obliged: 
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a) to have at his disposal the services of staff who comply with the legal 

requirements existing in Romania as regards both manufacture and controls; 

b) to dispose of the authorised medicinal products only in accordance with the 

legislation of Romania; 

c) to give prior notice to the NAMMD of any changes he may wish to make to 

any of the particulars supplied pursuant to Article 756; the NAMMD shall, in 

any event, be immediately informed if the qualified person referred to in Article 

766 is replaced unexpectedly; 

   d) to allow the inspectors of the NAMMD access to his premises at any time; 

   e) to enable the qualified person referred to in Article 766 to carry out his 

duties, for example by placing at his disposal all the necessary facilities; 

   f) to comply with Good Manufacturing Practice principles and guidelines for 

medicinal products and to use only active substances manufactured in line with 

the Good Manufacturing Practice for active substances and distributed in 

accordance with the Good Distribution Practice for active substances. In this 

respect, the Marketing Authorisation Holder checks compliance by the 

manufacturer and distributors of active substances with the Good 

Manufacturing Practice and the Good Distribution Practice through audits at 

manufacturing and distribution sites of the manufacturer and distributors of 

active substances. The holder of the manufacturing authorisation checks 

compliance with Good Practices either by himself or, without prejudice to 

his/her responsibility in accordance with this Law, via an entity replacing 

him/her, according to an agreement. The Marketing Authorisation Holder 

makes sure that the excipients are suitable for use in manufacturing of medicinal 

products, establishing the appropriate Good Manufacturing Practice. This is 

based upon a standardised risk assessment in accordance with applicable 

guidelines mentioned in Article 764 d). Such risk assessment should consider 

the requirements of other adequate quality systems, as well as the source and 

intended use of the excipients and previous cases of quality noncompliances. 

The Marketing Authorisation Holder should make sure that the established 

Good Manufacturing Practice guidelines are applied. The Marketing 

Authorisation Holder should own documents attesting the measures taken in 

line with this point;   

   g) to immediately notify the NAMMD and the Marketing Authorisation 

Holder if he/she has acquired information according to which medicinal 

products subject to his/her manufacturing authorisation are suspected of 

falsification or falsified, irrespective of whether the respective products are 

distributed via the legal distribution chain or through illegal means, including 

illegal sale via services provided by informational societies;   
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   h) to check whether manufacturers, importers or distributors providing active 

substances are registered by the competent authority in the member state where 

they are established;   

   i) to assess authenticity and quality of active substances and excipients.   

   Article 762. - (1) For the purposes of this Title, manufacture of active 

substances used as starting materials shall include both total and partial 

manufacture or import of an active substance used as a starting material as 

defined in Part I, point 3.2.1.1 (b) of the Analytical, pharmacotoxicological and 

clinical standards and protocols in respect of the testing of medicinal products 

approved by order of the minister of *), and the various processes of dividing 

up, packaging or presentation prior to its incorporation into a medicinal product, 

including repackaging or relabelling, such as are carried out by a distributor of 

starting materials. 

   *) See asterisk under Article 706. 

   (2) The NAMMD shall take over any change required for adjustments of 

paragraph (1) to new scientific and technical developments identified and 

notified by the Standing Committee. 

   Article 763. - (1) The NAMMD shall take all appropriate measures to ensure 

that manufacturing, import and distribution of active substances in Romania, 

including active substances meant for export, comply with the Good 

Manufacturing Practice and the Good Distribution Practice for active 

susbtances. 

   (2) Active substances are imported only if the following requirements are met:   

   a) active substances have been manufactured in accordance with standards of 

Good Manufacturing Practice at least equivalent with those imposed by the EU 

in accordance with provisions of Article 764 b);   

   b) active substances are accompanied by a written confirmation from the 

competent authority in the exporting third country according to which:   

   (i) standards on Good Manufacturing Practice applicable to the plant which 

manufactures the exported active substance are at least equivalent with those 

imposed by the EU in accordance with provisions of Article 764 b);   

   (ii) the respective plant is subject to strict and transparent periodic controls 

and to an effective implementation of Good Manufacturing Practice, also 

through repeated and unannounced inspections, so as to grant safeguard of 

public health which is at least equivalent with the one in the EU;   

   (iii) if cases of noncompliance are detected, information related to such 

findings are immediately forwarded to the EU by the exporting third country. 

The written confirmation does not bring any prejudice to obligations stipulated 

under Articles 706 and 761 f).   

   (3) The requirement mentioned in paragraph (2) b) does not apply if the 

exporting country is found on the List mentioned in Article 859.   
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   (4) Exceptionally, if required to ensure availability of medicinal products, 

when a plant manufacturing an active substance for export has been inspected 

by a Member State and has been found compliant with the guidelines and 

principles of the Good Manufacturing Practice, in line with provisions of Article 

764 b), the Ministry of Health and the NAMMD may discard the requirement 

mentioned in paragraph (2) b) for a period not exceeding the validity of the 

certificate of Good Manufacturing Practice; the Ministry of Health and the 

NAMMD inform the European Commission if they use the opportunity to 

waive this requirement. 

   Article 764. – The NAMMD aims at implementing:   

   a) the principles and guidelines of Good Manufacturing Practice for medicinal 

products for human use, adopted by the European Commission;   

   b) the principles and guidelines of Good Manufacturing Practice for active 

substances mentioned in Article 761 f) and Article 763, adopted by the 

European Commission;   

   c) the principles of Good Distribution Practice for active substances, as 

referred to under Article 761 f), adopted as Guidelines by the European 

Commission;   

   d) guidelines on standardised risk assessment in order to establish adequate 

Good Manufacturing Practice for excipients, mentioned in Article 761 f), 

adopted by the European Commission.   

   Article 765. - (1) Safety issues mentioned in Article 774 o) shall neither be 

withdrawn nor covered (partially or totally), unless the following conditions are 

met:   

   a) prior to total or partial removal or coverage of the specified safety issues, 

the holder of the manufacturing authorisation checks whether the respective 

product is authentic and if it hasn’t been illegally changed;   

   b) the holder of the manufacturing authorisation complies with the provisions 

of Article 774 o) by replacement of the specified safety issues with equivalent 

safety issues as regards the opportunity to check the authenticity and identity 

and to provide proof on the illegal change of the product. Such replacement 

must be performed without opening the primary packaging, as defined under 

Article 699 point 25. Safety issues are considered equivalent if they comply 

with requirements mentioned in delegated acts adopted by the European 

Commission, as mentioned in Article 775 (2), and are equally efficient in 

allowing check of authenticity and identification of medicinal products, as well 

as in providing proof for illegal change of medicinal products;   

   c) replacement of safety issues is performed in line with the Good 

Manufacturing Practice for medicinal products;   

   d) replacement of safety issues is subject to NAMMD surveillance.   
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   (2) Manufacturing authorisation holders, including those conducting the 

activities mentioned in paragraph (1), are considered manufacturers and, as 

such, are responsible for prejudice according to the cases and conditions 

stipulated in Law no. 240/2004, republished, as amended.   

   Article 766. - (1) The NAMMD shall take all appropriate measures to ensure 

that the Marketing Authorisation Holder has permanently and continuously at 

his disposal the services of at least one qualified person, in accordance with the 

conditions laid down in Article 767, responsible in particular for carrying out 

the duties specified in Article 769. 

   (2) If the Marketing Authorisation Holder personally fulfils the conditions 

laid down in Article 767, he may hmself assume the responsibility referred to 

in paragraph (1). 

   Article 767. - (1) The NAMMD makes sure that the qualified person 

mentioned in Article 766 meets the conditions for qualification mentioned in 

paragraphs (2) - (8).   

   (2) A qualified person shall be in possession of a diploma, certificate or other 

evidence of formal qualifications awarded on completion of a university course 

of study, or a course recognized as equivalent by Romania, extending over a 

period of at least four years of theoretical and practical study in one of the 

following scientific disciplines: pharmacy, medicine, veterinary medicine, 

chemistry, pharmaceutical chemistry and technology, biology. 

   (3) By way of exception to paragraph (2), the minimum duration of university 

courses may be three and a half years where the course is followed by a period 

of theoretical and practical training of a minimum duration of one year and 

including a training period of at least six months in a pharmacy open to the 

public, corroborated by an examination at university level. 

   (4) Where two university courses or two courses recognized by Romania as 

equivalent co-exist in Romania and where one of these extends over four years 

and the other over three years, the three-year course leading to a diploma, 

certificate or other evidence of formal qualifications awarded on completion of 

a university course or its recognized equivalent shall be considered to fulfil the 

condition of duration referred to in paragraph (3), insofar as the diplomas, 

certificates or other evidence of formal qualifications awarded on completion 

of both courses are recognized as equivalent by Romania. 

    (5) The course shall include theoretical and practical study bearing upon 

at least the following basic subjects: 

a) Experimental physics; 

b) General and inorganic chemistry; 

c) Organic chemistry; 

d) Analytical chemistry; 

e) Pharmaceutical chemistry, including analysis of medicinal products; 
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f) General and applied biochemistry (medical); 

g) Physiology; 

h) Microbiology; 

i) Pharmacology; 

j) Pharmaceutical technology; 

k) Toxicology; 

l) Pharmacognosy (study of the composition and effects of the natural 

active substances of plant and animal origin). 

Studies in these subjects should be so balanced as to enable the person 

concerned to fulfil the obligations specified in Article 769. 

   (6) In so far as certain diplomas, certificates or other evidence of formal 

qualifications mentioned in paragraph (2), do not fulfil the criteria laid down in 

paragraphs (2) to (5), the NAMMD shall ensure that the person concerned 

provides evidence of adequate knowledge of the subjects involved. 

    (7) The qualified person shall have acquired practical experience over at 

least two years, in one or more undertakings which are authorised to 

manufacture medicinal products, in the activities of qualitative analysis of 

medicinal products, of quantitative analysis of active substances and of the 

testing and checking necessary to ensure the quality of medicinal products. 

   (8) The duration of practical experience may be reduced by one year 

where a university course lasts for at least five years and by a year and a half 

where the course lasts for at least six years. 

    Article 768. - (1) A person engaging in the activities of the person referred 

to in Article 766 from the time of the application of Directive 75/319/EEC on 

the approximation of provisions laid down by law, regulation or administrative 

action relating to medicinal products, in a Member State without complying 

with the provisions of Article 767 shall be eligible to continue to engage in those 

activities within the European Union.  

    (2) The holder of a diploma, certificate or other evidence of formal 

qualifications awarded on completion of a university course — or a course 

recognized as equivalent by Romania — in a scientific discipline allowing him 

to engage in the activities of the person referred to in Article 766 in accordance 

with the laws of that State may — if he began his course prior to 21 May 1975 

— be considered as qualified to carry out in that state the duties of the person 

referred to in Article 766 provided that he has previously engaged in the 

following activities for at least two years before 21 May 1985 in one or more 

undertakings authorised to manufacture: production, supervision and/or 

qualitative and quantitative analysis of active substances, and the necessary 

testing and checking under the direct authority of the person referred to in 

Article 767 to ensure the quality of the medicinal products. 
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    (3) If the person concerned has acquired the practical experience referred 

to in paragraph (2) before 21 May 1965 a further one year's practical experience 

in accordance with the conditions referred to in paragraph (2) shall be required 

to be completed immediately before he engages in such activities. 

    Article 769. - (1) The NAMMD shall take all appropriate measures to 

ensure that the qualified person referred to in Article 766, without prejudice to 

his relationship with the Marketing Authorisation Holder, is responsible, in the 

context of the procedures referred to in Article 770, for securing: 

    a) in the case of medicinal products manufactured within Romania, that 

each batch of medicinal products has been manufactured and checked in 

compliance with the laws in force in Romania and in accordance with the 

requirements of the marketing authorisation; 

b) in the case of medicinal products coming from third countries, 

irrespective of whether the product has been manufactured in the European 

Union, that each production batch has undergone in a Member State a full 

qualitative analysis, a quantitative analysis of at least all the active substances 

and all the other tests or checks necessary to ensure the quality of medicinal 

products in accordance with the requirements of the marketing authorisation. 

     For medicinal products intended to be placed on the EU market, the 

qualified person mentioned in Article 766 makes sure that the safety issues 

mentioned in Article 774 o) have been placed on the packaging.  

     The batches of medicinal products which have undergone such controls 

in a Member State shall be exempt from the controls if they are marketed in 

Romania, accompanied by the control reports signed by the qualified person. 

    (2) In the case of medicinal products imported from a third country, 

where appropriate arrangements have been made by the European Union with 

the exporting country to ensure that the manufacturer of the medicinal product 

applies standards of Good Manufacturing Practice at least equivalent to those 

laid down by the European Union and to ensure that the controls referred to 

under paragraph (1), point b) have been carried out in the exporting country, the 

qualified person may be relieved of responsibility for carrying out those 

controls. 

    (3) In all cases and particularly where the medicinal products are released 

for sale, the qualified person must certify in a register or equivalent document 

provided for that purpose, that each production batch satisfies the provisions of 

this Article; the said register or equivalent document must be kept up to date as 

operations are carried out and must remain at the disposal of the inspectors of 

the NAMMD for at least five years. 

     Article 770. - (1) The NAMMD shall ensure that the duties of qualified 

persons referred to in Article 766 are fulfilled, by means of appropriate 

administrative measures. 
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    (2) The NAMMD may provide for the temporary suspension of such a 

person upon the commencement of administrative or disciplinary procedures 

against him for failure to fulfil his obligations. 

    Article 771. - (1) Importers, manufacturers and distributors of medicinal 

products residing in Romania must register their activity at the NAMMD.   

    (2) The registration form should include at least the following:   

   a) the name of the company or of the corporation and the permanent 

address;   

    b) the active substances to be imported, manufactured or distributed;   

    c) particulars regarding the premises and the technical equipment for their 

activity. 

    (3) The persons mentioned in paragraph (1) shall submit the registration 

form to the NAMMD at least 60 days prior to the intended commencement of 

their activity.     

(4) The NAMMD may, based on a risk assessment, decide to carry out 

an inspection. If the NAMMD notifies the applicant within 60 days of the 

receipt of the registration form that an inspection will be carried out, the activity 

shall not begin before the NAMMD has notified the applicant that he may 

commence the activity. If within 60 days of the receipt of the registration form 

the NAMMD has not notified the applicant that an inspection will be carried 

out, the applicant may commence the activity. 

    (5) The persons mentioned in paragraph (1) yearly forwards a list to the 

NAMMD containing changes related to data provided in the registration form; 

any change which could influence the quality or safety of manufactured, 

imported or distributed active substances must be notified immediately.   

    (6) The NAMMD shall introduce provided information in accordance 

with provisions of paragraph (2) into the EU databased mentioned in Article 

857 (14).   

    (7) This Article shall be without prejudice to Article 857.   

    Article 772. - (1) In line with provisions of Article 700 (1) and without 

prejudice to Section VII, the NAMMD and the other competent authorities take 

the required measures to prevent circulation of medicinal products brought into 

Romania, without intention of marketing them into Romania, if there are 

sufficient grounds to suspect that the respective products have been falsified.   

    (2) In order to comply with provisions of paragraph (1), the NAMMD 

and the other competent authorities, as required, implement the measures 

established through delegated acts adopted by the European Commission, 

supplementing provisions of paragraph (1) as regards the criteria which has to 

be analysed and the checks which must be performed after deciding that the 

products brought into Romania, not meant for marketing, could be falsified.   
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    Article 773. - The provisions of this Section shall also apply to 

homeopathic medicinal products. 

 

 

SECTION V 

Labelling and Package Leaflet 

     Article 774. - The following particulars shall appear on the outer packaging 

of medicinal products or, where there is no outer packaging, on the immediate 

packaging: 

   a) the name of the medicinal product followed by its strength and 

pharmaceutical form, and, if appropriate, whether it is intended for babies, 

children or adults; where the product contains up to three active substances, the 

international non-proprietary name (INN) shall be included, or, if one does not 

exist, the common name; 

   b) a statement of the active substances expressed qualitatively and 

quantitatively per dosage unit or according to the form of administration for a 

given volume or weight, using their common names;  

   c) the pharmaceutical form and the contents by weight, by volume or by 

number of doses of the product; 

   d) a list of those excipients known to have a recognized action or effect and 

included in the detailed guidance published pursuant to Article 787; however, 

if the product is injectable, or a topical or eye preparation, all excipients must 

be stated; 

   e) the method of administration and, if necessary, the route of administration. 

Space shall be provided for the prescribed dose to be indicated; 

   f) a special warning that the medicinal product must be stored out of the reach 

and sight of children; 

   g) a special warning, if this is necessary for the medicinal product, other than 

specified under f); 

   h) the expiry date in clear terms (month/year); 

   i) special storage precautions, if any; 

   j) specific precautions relating to the disposal of unused medicinal products 

or waste derived from medicinal products, where appropriate, as well as 

reference to any appropriate collection system in place; 

   k) the name and address of the marketing authorisation holder and, where 

applicable, the name of the representative appointed by the holder to represent 

him; 

   l) the number of the authorisation for placing the medicinal product on the 

market; 

   m) the manufacturer's batch number; 

   n) in the case of non-prescription medicinal products, instructions for use. 
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   o) for medicinal products, others than radiopharmaceuticals mentioned in 

Article 775 (1), safety issues allowing wholesale distributors and persons 

authorized or entitled to supply medicinal products to the public to verify the 

authenticity of the product, to identify individual packages, as well as a device 

allowing verification whether the secondary packaging has been tampered with. 

   Article 775. - (1) Medicinal products subject to prescription shall bear the 

safety features referred to in Article 774 o), unless they have been listed in 

accordance with the procedure pursuant to provisions of paragraph (3) b).  

   (2) Over-the-counter medicinal products have no safety issues mentioned in 

Article 774 o), except when included in the Lists set up in accordance with 

provisions of paragraph (3) b), following assessment of the risk of falsification 

it poses.   

   (3) The NAMMD adopts and implements the detailed norms for safety issues 

mentioned in Article 774 o), in accordance with provisions of delegated acts 

adopted by the European Commission on measures for supplementation of 

provisions of Article 774 o). These norms establish:   

   a) the characteristics and technical specifications of the unique identifier of 

the safety features referred to in point (o) of Article 774 that enables the 

authenticity of medicinal products to be verified and individual packs to be 

identified; 

   b) the lists containing the medicinal products or product categories which, in 

the case of medicinal products subject to prescription shall not bear the safety 

features, and in the case of medicinal products not subject to prescription shall 

bear the safety features referred to in point (o) of Article 774. Those lists shall 

be established considering the risk of and the risk arising from falsification 

relating to medicinal products or categories of medicinal products. To this end, 

at least the following criteria shall be applied: 

   (i) the price and sales volume of the medicinal product;   

   (ii) the number and frequency of previous cases of falsified products reported 

in the EU and in third countries and the evolution of the number and frequency 

of such cases to the present day;   

   (iii) the specific features of the respective medicinal product;   

   (iv) the seriousness of diseases intended to be treated;   

   (v) other potential risks for public health;   

   c) the procedures for the notification to the Commission provided for in 

paragraph 4 and a rapid system for evaluating and deciding on such notification 

for the purpose of applying point (b); 

   d) the modalities for the verification of the safety features referred to in point 

(o) of Article 774 by the manufacturers, wholesalers, pharmacists and persons 

authorised or entitled to supply medicinal products to the public and by the 

competent authorities. Those modalities shall allow the verification of the 
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authenticity of each supplied pack of the medicinal products bearing the safety 

features referred to in point (o) of Article 774 and determine the extent of such 

verification. When establishing those modalities, the particular characteristics 

of the supply chains in Member States, and the need to ensure that the impact 

of verification measures on particular actors in the supply chains is 

proportionate, shall be taken into account; 

   e) provisions on the establishment, management and accessibility of the 

repositories system in which information on the safety features, enabling the 

verification of the authenticity and identification of medicinal products, as 

provided for in point (o) of Article 774, shall be contained. The costs of the 

repositories system shall be borne by the manufacturing authorisation holders 

of medicinal products bearing the safety features. 

   (4) The NAMMD shall notify the European Commission about over-the-

counter medicinal products, considered as subject to falsification risk, and may 

inform the Commission about products which, according to NAMMD opinion, 

do not pose risks in line with the criteria mentioned in paragraph (3) b).   

   (5) For the purpose of reimbursing the value or complying with the provisions 

on pharmacovigilance, the NAMMD may extend the scope of the unique 

identifier referred to in Article 774 o) to any medicinal product issued on 

prescription or, upon request of the Ministry of Health, to any medicinal product 

subject to reimbursement. For the purposes of reimbursement, 

pharmacovigilance and pharmacoepidemiology activities, the NAMMD and the 

Ministry of Health, as required, may use the information from the electronic 

storage system mentioned in paragraph (3) e). 

    Due to legal purposes related to patient safety, the NAMMD may extend the 

scope of safety measures for any medicinal product, as mentioned in Article 

774 o).   

   Article 776. - (1) The particulars laid down in Article 774 shall appear 

on immediate packagings other than those referred to in paragraphs (2) and (3). 

    (2) The following particulars at least shall appear on immediate 

packagings which take the form of blister packs and are placed in an outer 

packaging that complies with the requirements laid down in Article 774 (a): 

– the name of the medicinal product as laid down in point (a) of Article 

763; 

– the name of the marketing authorisation holder; 

– the expiry date; 

– the batch number. 

    (3) The following particulars at least shall appear on small immediate 

packaging units on which the particulars laid down in Article 774 and Article 

784 cannot be displayed: 
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– the name of the medicinal product as laid down in point (a) of Article 774 

point a) and, if necessary, the route of administration; 

– the method of administration; 

– the expiry date; 

– the batch number; 

– the contents by weight, by volume or by unit. 

     Article 777. - The particulars referred to in Article 774, Article 776 and 

Article 784 shall be easily readable, clearly comprehensible and indelible. 

    Article 778. - (1) The name of the medicinal product, as referred to in 

Article 774 point a) must also be expressed in Braille format on the packaging. 

    (2) The marketing authorisation holder shall ensure that the package 

information leaflet is made available on request from patients' organisations in 

formats appropriate for the blind and partially-sighted. 

    Article 779. - (1) In compliance with Article 782, the NAMMD may 

require the use of certain forms of labelling of the medicinal product making it 

possible to ascertain the legal status for supply to the patient, in accordance with 

Section 6, and the legal status of identification and authenticity issues, in 

accordance with provisions of Article 775 (5). 

    (2) For medicinal products authorised by centralised procedure, the 

National Medicines shall, when applying this Article, observe the detailed 

guidance referred to in Article 787 of this Title. 

    Article 780. - The inclusion in the packaging of all medicinal products of 

a package leaflet shall be obligatory unless all the information required under 

Article 781 and Article 784 is directly conveyed on the outer packaging or on 

the immediate packaging. 

    Article 781. - (1) The package leaflet shall be drawn up in accordance 

with the summary of the product characteristics; it shall include, in the 

following order: 

    a) for the identification of the medicinal product: 

    (i) the name of the medicinal product followed by its strength and 

pharmaceutical form, and, if appropriate, whether it is intended for babies, 

children or adults. The common name shall be included where the product 

contains only one active substance and if its name is an invented name;   

    (ii) the pharmaco-therapeutic group or type of activity in terms easily 

comprehensible for the patient; 

    b) the therapeutic indications; 

    c) a list of information which is necessary before the medicinal product 

is taken: 

    (i) contra-indications; 

    (ii) the necessary and usual instructions for proper use, and in particular: 



49 

    (iii) forms of interaction with other medicinal products and other forms 

of interaction (e.g. alcohol, tobacco, foodstuffs) which may affect the action of 

the medicinal product; 

    (iv) special warnings; 

    d) the necessary and usual instructions for proper use, and in particular: 

    (i) the dosage; 

(ii) the method and, if necessary, route of administration; 

(iii) the frequency of administration, specifying if necessary the 

appropriate time at which the medicinal product may or must be administered 

and, as appropriate, depending on the nature of the product; 

(iv) the duration of treatment, where it should be limited; 

(v) the action to be taken in case of an overdose (such as symptoms, 

emergency procedures); 

(vi) what to do when one or more doses have not been taken; 

(vii) indication, if necessary, of the risk of withdrawal effects; 

(viii) a specific recommendation to consult the doctor or the pharmacist, 

as appropriate, for any clarification on the use of the product; 

    e) a description of the adverse reactions which may occur under normal 

use of the medicinal product and, if necessary, the action to be taken in such a 

case; The following additional specification is introduced for medicinal 

products included in the List mentioned in Article 23 of Regulation (EC) no. 

726/2004: "This product is subject to additional monitoring"; this specification 

is preceded by the black symbol mentioned in Article 23 of Regulation (EC) no. 

726/2004 and is followed by an appropriate standard explanatory note; a 

standard text shall be included for all medicinal products, requiring that patients 

should be expressly asked to communicate any adverse reaction which is not 

mentioned in the package leaflet to his/her physician, pharmacist or healthcare 

professional or, in accordance with Article 836 (1), to the NAMMD, mentioning 

the various available means for reporting, electronic reporting, postal address 

and/or others, in accordance with Article 836 (1), first line;   

    f) a reference to the expiry date indicated on the label, with: 

    (i) a warning against using the product after that date; 

(ii) where appropriate, special storage precautions; 

(iii) if necessary, a warning concerning certain visible signs of 

deterioration; 

(iv) the full qualitative composition (in active substances and excipients) 

and the quantitative composition in active substances, using common names, 

for each presentation of the medicinal product; 

(v) for each presentation of the product, the pharmaceutical form and 

content in weight, volume or units of dosage; 
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(vi) the name and address of the marketing authorisation holder and, 

where applicable, the name of his appointed representatives in Romania; 

(vii) the name and address of the manufacturer;   

    g) where the medicinal product is authorised in accordance with Articles 

743 to 754 under different names in the Member States concerned, a list of the 

names authorised in each Member State; 

    h) the date on which the package leaflet was last revised. 

    (2) The list set out in paragraph (1) c) shall:   

a) take into account the particular condition of certain categories of users 

(children, pregnant or breastfeeding women, the elderly, persons with specific 

pathological conditions); 

b) mention, if appropriate, possible effects on the ability to drive vehicles 

or to operate machinery; 

c) list those excipients knowledge of which is important for the safe and 

effective use of the medicinal product and which are included in the detailed 

guidance published pursuant to Article 787. 

    (3) The package leaflet shall reflect the results of consultations with target 

patient groups to ensure that it is readable, clear and easy to use. 

      Article 782. - The NAMMD may not prohibit or impede the placing on 

the market of medicinal products within Romania’s territory on grounds 

connected with labelling or the package leaflet where these comply with the 

requirements of this Section. 

    Article 783. - (1) One or more mock-ups of the outer packaging and the 

immediate packaging of a medicinal product, together with the draft package 

leaflet, shall be submitted to the NAMMD at the same time with the submission 

of the marketing authorisation application; the results of assessments carried 

out in cooperation with target patient groups shall also be provided to the 

NAMMD. 

    (2) The NAMMD shall refuse the marketing authorisation if the labelling 

or the package leaflet do not comply with the provisions of this Section or if 

they are not in accordance with the particulars listed in the summary of product 

characteristics. 

    (3) All proposed changes to an aspect of the labelling or the package 

leaflet covered by this Section and not connected with the summary of product 

characteristics shall be submitted to the NAMMD; if the NAMMD has not 

opposed a proposed change within 90 days following the introduction of the 

request, the applicant may put the change into effect.  

    (4) The fact that the NAMMD does not refuse a marketing authorisation 

pursuant to paragraph (2) or a change to the labelling or the package leaflet 

pursuant to paragraph (3) does not diminish the general legal liability of the 

manufacturer and the marketing authorisation holder. 
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    Article 784. - The outer packaging and the package leaflet may include 

symbols or pictograms designed to clarify certain information mentioned in 

Articles 774 and 781, paragraph (1) and other information compatible with the 

summary of the product characteristics which is useful for the patient, to the 

exclusion of any element of a promotional nature. 

    Article 785. - (1) The particulars for labelling listed in Article 774, Article 

781 and Article 784 shall appear in Romanian, which shall not prevent these 

particulars from being indicated in several languages, provided that the same 

particulars appear in all the languages used. 

In the case of certain orphan medicinal products, the particulars listed in 

Article 774 may, on reasoned request, appear in only one of the official 

languages of the European Union. 

    (2) The package leaflet must be written and designed to be clear and 

understandable, enabling the users to act appropriately, when necessary with 

the help of health professionals. The package leaflet must be clearly readable in 

Romanian. 

     The first subparagraph shall not prevent the package leaflet from being 

printed in several languages, provided that the same information is given in all 

the languages used. 

    (3) When the product is not intended to be delivered directly to the patient 

or if there are significant issues concerning its availability, the NAMMD may 

grant, subject to measures deemed necessary for the safeguard of public health, 

an exemption to the obligation that certain particulars should appear on the 

labelling and in the package leaflet; likewise, the NAMMD may grant total or 

partial waiver from the requirement of the Romanian language for the label and 

leaflet. 

    Article 786. - Where the provisions of this Section are not complied with, 

and a notice served by the NAMMD on the holder of the marketing 

authorisation has remained without effect, the NAMMD may suspend the 

marketing authorisation, until the labelling and the package leaflet of the 

medicinal product in question have been made to comply with the requirements 

of the Section.  

    Article 787. - The NAMMD shall take part in consultations organised by 

the European Commission with Member States and the parties concerned in 

view of drawing up and publication of detailed guidance concerning in 

particular: 

(a) the wording of certain special warnings for certain categories of 

medicinal products; 

(b) the particular information needs relating to non-prescription 

medicinal products; 

(c) the legibility of particulars on the labelling and package leaflet; 
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(d) the methods for the identification and authentication of medicinal 

products; 

(e) the list of excipients which must feature on the labelling of medicinal 

products and the way in which these excipients must be indicated; 

(f) harmonised provisions for the implementation of Article 57 of 

Directive 2001/83/EC. 

The NAMMD shall apply provisions of this detailed guidance.  

    Article 788. - (1) The outer packaging and the container of medicinal 

products containing radionuclides shall be labelled in accordance with the 

regulations for the safe transport of radioactive materials laid down by the 

International Atomic Energy Agency; moreover, the labelling shall comply with 

the provisions set out in paragraphs (2) and (3).    

(2) The label on the shielding shall include the particulars mentioned in 

Article 774; in addition, the labelling on the shielding shall explain in full, the 

coding used on the vial and shall indicate, where necessary, for a given time 

and date, the amount of radioactivity per dose or per vial and the number of 

capsules, or, for liquids, the number of millilitres in the container. 

    (3) The vial shall be labelled with the following information: 

– the name or code of the medicinal product, including the name or 

chemical symbol of the radionuclide; 

– the batch identification and expiry date; 

– the international symbol for radioactivity; 

– the name and address of the manufacturer; 

– the amount of radioactivity as specified in paragraph (2). 

    Article 789. - (1) The NAMMD shall ensure that a detailed instruction 

leaflet is enclosed with the packaging of radio-pharmaceuticals, radionuclide 

generators, radionuclide kits or radio-nuclide precursors.  

    (2) The text of this leaflet mentioned in paragraph (1) shall be established 

in accordance with the provisions of Article 781; in addition, the leaflet shall 

include any precautions to be taken by the user and the patient during the 

preparation and administration of the medicinal product and special precautions 

for the disposal of the packaging and its unused contents. 

    Article 790. - Without prejudice to the provisions of Article 781, 

homeopathic medicinal products shall be labelled in accordance with the 

provisions of this Section and shall be identified by a reference on their labels, 

in clear and readable form, to their homeopathic nature. 

    Article 791. - In addition to the clear mention of the words ‘homeopathic 

medicinal product’, the labelling and, where appropriate, the package insert for 

the medicinal products referred to in Article 715, paragraph (1) shall bear the 

following, and no other, information: 
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– the scientific name of the stock or stocks followed by the degree 

of dilution, making use of the symbols of the pharmacopoeia used in accordance 

with Article 699, point (6); if the homeopathic medicinal product is composed 

of two or more stocks, the scientific names of the stocks on the labelling may 

be supplemented by an invented name; 

– name and address of the authorisation holder and, where appropriate, of 

the manufacturer; 

– method of administration and, if necessary, route; 

– expiry date, in clear terms (month, year); 

– pharmaceutical form; 

– contents of the sales presentation, 

– special storage precautions, if any; 

– a special warning if necessary for the medicinal product, 

– manufacturer's batch number; 

– marketing authorisation number; 

– ‘homeopathic medicinal product without approved therapeutic 

indications’; 

– a warning advising the user to consult a doctor if the symptoms persist. 

 

SECTION VI 

Classification of medicinal products 

 

      Article 792. - (1) When a marketing authorisation is granted, the 

NAMMD shall specify the classification of the medicinal product into: 

— a medicinal product subject to medical prescription, 

— a medicinal product not subject to medical prescription. 

To this end, the criteria laid down in Article 793, paragraph (1) shall apply. 

    (2) The NAMMD may fix sub-categories for medicinal products which 

are available on medical prescription only. In that case, they shall refer to the 

following classification: 

   a) medicinal products on medical prescription retained in the pharmacy (non-

renewable) or not retained in the pharmacy (renewable); 

   b) medicinal products subject to special medical prescription; 

   c) medicinal products on restricted medical prescription, reserved for use in 

certain specialised areas. 

    Article 793. - (1) Medicinal products shall be subject to medical 

prescription where they: 

— are likely to present a danger either directly or indirectly, even when used 

correctly, if utilized without medical supervision, or  

— are frequently and to a very wide extent used incorrectly, and as a result are 

likely to present a direct or indirect danger to human health, or 
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— contain substances or preparations thereof, the activity and/or adverse 

reactions of which require further investigation, or  

— are normally prescribed by a doctor to be administered parenterally. 

    (2) On establishing sub-categories for medicinal products subject to 

special medical prescription, the following factors shall be taken into account: 

   — the medicinal product contains, in a non-exempt quantity, a substance 

classified as a narcotic or a psychotropic substance within the meaning of the 

international conventions in force, such as the United Nations Conventions of 

1961 and 1974, or 

— the medicinal product is likely, if incorrectly used, to present a substantial 

risk of medicinal abuse, to lead to addiction or be misused for illegal purposes, 

or 

— the medicinal product contains a substance which, by reason of its novelty 

or properties, could be considered as belonging to the group envisaged in the 

second indent as a precautionary measure. 

    (3) On establishing sub-categories for medicinal products subject to 

restricted prescription, the following factors shall be taken into account: 

— the medicinal product, because of its pharmaceutical characteristics or 

novelty or in the interests of public health, is reserved for treatments which can 

only be followed in a hospital environment, 

— the medicinal product is used in the treatment of conditions which must be 

diagnosed in a hospital environment or in institutions with adequate diagnostic 

facilities, although administration and follow-up may be carried out elsewhere, 

or 

— the medicinal product is intended for outpatients but its use may produce 

very serious adverse reactions requiring a prescription drawn up as required by 

a specialist and special supervision throughout the treatment. 

   (4) The NAMMD may waive application of paragraphs (1), (2) and (3) 

having regard to: 

a) the maximum single dose, the maximum daily dose, the strength, the 

pharmaceutical form, certain types of packaging; and/or 

b) other circumstances of use which it has specified. 

    (5) If the NAMMD does not designate medicinal products into sub-

categories referred to in Article 792, paragraph (2), it shall take into account the 

criteria referred to in paragraphs (2) and (3) of this Article in determining 

whether any medicinal product shall be classified as a prescription-only 

medicine. 

    Article 794. - Medicinal products not subject to prescription shall be 

those which do not meet the criteria listed in Article 793. 
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    Article 795. - (1) The NAMMD shall draw up a list of the medicinal 

products subject, in Romania, to medical prescription, specifying, if necessary, 

the category of classification; this list shall be updated annually. 

    (2) The NAMMD yearly issues the Index of medicinal products for 

human use, containing medicinal products authorised for marketing in 

Romania, which specifies the classification for release of each product.   

    Article 796. -   The NAMMD shall examine any new facts that are 

brought to its attention and, as case may be, shall amend the classification of a 

medicinal product by applying the criteria listed in Article 793.  

    Article 797. - Where a change of classification of a medicinal product has 

been authorised on the basis of significant pre-clinical tests or clinical trials, the 

NAMMD shall not refer to the results of those tests or trials when examining 

an application by another applicant for or holder of marketing authorisation for 

a change of classification of the same substance for one year after the initial 

change was authorised. 

    Article 798. - Annually, the NAMMD shall communicate to the European 

Commission and to the other Member States, the changes that have been made 

to the list referred to in Article 795. 

 

SECTION VII 

Wholesale Distribution of Medicinal Products 

     Article 799. - (1) Without prejudice to Article 4, the NAMMD shall take all 

appropriate action to ensure that only medicinal products in respect of which a 

marketing authorisation has been granted in accordance with this Title are 

distributed on Romanian territory. 

   (2) Without prejudice to Article 704, the NAMMD shall take all appropriate 

action to ensure that only medicinal products in respect of which a marketing 

authorisation has been granted in accordance with this Title are distributed on 

Romanian territory. 

   (3) Wholesale distribution and storage of medicinal products shall be 

performed only for medicinal products subject to a marketing authorisation 

granted by: 

a) the European Commission according to the centralised procedure; or  

b) the NAMMD, according to this Title. 

   (4) Any distributor, not being the marketing authorisation holder, who imports 

a product from a Member State shall notify the marketing authorisation holder 

and the NAMMD; 

   (5) In case of medicinal products which have been granted an authorisation 

pursuant to the centralised procedure, the distributor shows the notification in 

accordance with provisions of paragraph (4) to the MAH and to the European 

Medicines Agency.   
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   (6) Medicinal product reimbursed within the national social health insurance 

system, the Marketing Authorisation Holder or the Holder’s representative in 

Romania takes all required measures so that wholesale distribution of these 

products can be performed by minimum 3 authorised wholesale distributors, 

with the exception of the situations established through Order of the Minister 

of Health*).   

   *) See Order of the Minister of Public Health no. 1.963/2008 on approval of 

the Guideline on Good Distribution Practice of Wholesale Medicinal Products, 

published in the Official Gazette of Romania, Part I, no. 865 din 22 December 

2008, as amended. 
 

   Article 800. - (1) The NAMMD shall take all appropriate measures to ensure 

that the wholesale distribution of medicinal products is subject to the possession 

of an authorisation to engage in activity as a wholesaler in medicinal products, 

stating the place(s) in Romania for which it is valid.  

   (2) Legal persons authorised to release medicinal products to the public 

cannot simultaneously perform wholesale distribution of medicinal products, in 

line with national legislation**).   

   **) In accordance with Article III of Law 91/2015, the implementation of 

provisions of Article 788 paragraph (2), which has become Article 800 

paragraph (2) in this republished form, is suspended until 1 January 2016. 

     (3) The Ministry of Public Health shall take all appropriate measures to 

ensure that retail distribution of medicinal products is subject to the possession 

of an authorisation to engage in activity as a wholesaler in medicinal products, 

stating the place for which it is valid. 

     (4) Possession of a manufacturing authorisation shall include authorisation 

for wholesale distribution of medicinal products covered by that authorisation; 

possession of an authorisation to engage in activity as a wholesaler in medicinal 

products shall not give dispensation from the obligation to possess a 

manufacturing authorisation and to comply with the conditions set out in that 

respect, even where the manufacturing or import business is secondary. 

     (5) The NAMMD introduces the data on the authorisations mentioned in 

paragraph (1) into the EU database mentioned in Article 857 paragraph (14); at 

the request of the European Commission or any Member State, the NAMMD 

shall supply all appropriate information concerning the individual 

authorisations which they have granted under paragraph (1). 

     (6) Checks on the persons authorised to engage in the activity of wholesaler 

in medicinal products and the inspection of their premise(s), shall be carried out 

under the responsibility of the NAMMD, who has granted an authorisation for 

the premise(s) in Romania. 
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     (7) The NAMMD shall suspend or withdraw the authorisation referred to in 

paragraph (1) if the conditions of authorisation cease to be met; the NAMMD 

shall forthwith inform the Member States and the European Commission 

thereof.  

     (8) The NAMMD suspends or withdraws the authorisation mentioned in (3) 

if conditions for authorisation are no longer met.   

     (9) Should the NAMMD consider that, in respect of a person holding an 

authorisation granted by a Member State under the terms of Article 77, 

paragraph (1) of Directive 2001/83/EC, as amended, the conditions of 

authorisation are no longer met, it shall forthwith inform the European 

Commission and the other Member State involved. 

     (10) NAMMD inspectors may collect samples from distribution units in 

order to perform laboratory analyses. 

     (11) The costs of samples taken and of the analyses shall be supported 

according to Article 857, paragraph (8), point b). 

    Article 801. - (1) The NAMMD shall ensure that the time taken for the 

procedure for examining the application for the distribution authorisation does 

not exceed 90 days from the day on which it receives the application. 

   (2) If the documentation submitted by the applicant is incomplete, the 

NAMMD may require the applicant, if need be, to supply all necessary 

information concerning the conditions of authorisation.   

(3) Where the NAMMD notes that not all necessary information has been 

submitted according to paragraph (2), the period laid down in paragraph (1) 

shall be suspended until the requisite additional data have been supplied. 

     Article 802. - In order to obtain the distribution authorisation, applicants 

must fulfil the following minimum requirements: 

    a) they must have suitable and adequate premises, installations and 

equipment, so as to ensure proper conservation and distribution of the medicinal 

products; 

b) they must have staff, and in particular, a qualified person designated as 

responsible, meeting the conditions provided for by the legislation of Romania; 

c) they must undertake to fulfil the obligations incumbent on them under the 

terms of Article 803. 

     Article 803. - Holders of the distribution authorisation must fulfil the 

following minimum requirements: 

     a) they must make the premises, installations and equipment referred to in 

Article 802, letter a), accessible at all times to the persons responsible for 

inspecting them; 

     b) they must obtain their supplies of medicinal products only from persons 

who are themselves in possession of the distribution authorisation or who are 
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exempt from obtaining such authorisation under the terms of Article 800, 

paragraph (4); 

     c) wholesale distributors of medicinal products must supply medicinal 

products only to persons who are themselves in possession of the wholesale 

distribution authorisation or who are authorised by the NAMMD to supply 

medicinal products to the public in Romania; 

     d) to check whether the drugs received are not falsified by verifying the 

safety issues on the outer packaging, in accordance with the requirements of 

delegated acts mentioned in Article 775 paragraph (3); 

     e) they must have an emergency plan which ensures effective 

implementation of any recall from the market ordered by the NAMMD or 

carried out in cooperation with the manufacturer or Marketing Authorisation 

Holder for the medicinal product concerned; 

     f) they must keep records either in the form of purchase/sales invoices, on 

computer or in any other form, giving for any transaction in medicinal products 

received/dispatched/brokerage of medicinal products at least the following 

information: date of the operation, name of the medicinal product, name and 

country of origin of the manufacturer, presentation, pharmaceutical form, 

strength of the active substances, size of the package, batch number and expiry 

date, quality certificate and analysis bulletin, as appropriate, quantity 

received/supplied/subject to brokerage, name and address of the supplier or 

consignee, as appropriate, as well as the product batch (at least of products with 

safety issues, as mentioned in Article 774 o) ); 

     g) they must keep the records referred to under f) available to the NAMMD, 

for inspection purposes, for a period of five years; 

     h) they must comply with the principles and guidelines of good distribution 

practice and good pharmaceutical practice for medicinal products as laid down 

in Article 807; 

     i) to maintain a quality system which involves the responsibilities, processes 

and measures of risk management related to their activities;   

     j) to immediately inform the NAMMD and, if required, the Marketing 

Authorisation Holder about the medicinal products detected or offered found to 

be or suspected of falsification.   

       In accordance with provisions of b), if the product is obtained from 

another wholesale distributor, holders of wholesale distribution authorisations 

must verify compliance of the wholesale distributor providing the respective 

product with the principles and guidelines of Good Distribution Practice; this 

includes verifying whether the wholesale distributor providing the medicinal 

product actually holds a wholesale distribution authorisation.   
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      Where the medicinal product is obtained from the manufacturer or 

importer, wholesale distribution authorisation holders must verify that the 

manufacturer or importer holds a manufacturing authorisation.  

Where the medicinal product is obtained through brokering, the 

wholesale distribution authorisation holders must verify that the broker 

involved fulfils the requirements set out in this Directive. 

      k) to monthly report to the NAMMD the accounts mentioned in f), in line 

with the conditions imposed through Order of the Minister of Health*).   

    *) See asterisk under Article 799. 

      Article 804. - (1) With regard to the supply of medicinal products to 

pharmacists and persons authorised or entitled to supply medicinal products to 

the public, the NAMMD shall not impose upon the holder of a wholesale 

distribution authorisation which has been granted by a Member State, any 

obligation, in particular public service obligations, more stringent than those 

imposed on persons authorised to engage in equivalent activities in Romania. 

    (2) The Marketing Authorisation Holder/MAH representative for a 

medicinal product and wholesale distributors of that product effectively placed 

on the Romanian market should ensure, within their responsibilities, adequate 

and continuing stocks of the respective product to pharmacies and persons 

authorised to provide it, in order to cover the needs of patients in Romania, in 

line with the conditions established through Order of the Minister of Health*).   

    *) See asterisk under Article 799. 

    (3) Measures for implementation of provisions of this Article should be 

justified through safeguard of public health and proportionate to the objectives 

of this protection, in accordance with the rules of the European Union Treaty, 

particularly with those dealing with free circulation of goods and competition.  

     Article 805. - (1) The authorised wholesale distributor should issue, for 

all supplies of medicinal products to a person authorised to provide medicinal 

products to the public in Romania, an attached document indicating: the date, 

name and pharmaceutical form of the product, provided quantity, name and 

address of the supplier or consignee, as well as the product batch (at least of 

products with safety issues, as mentioned in Article 774 o) );   

    (2) The NAMMD shall take all appropriate measures to ensure that 

persons authorised or entitled to supply medicinal products to the public are 

able to provide information that makes it possible to trace the distribution path 

of every medicinal product. 

    Article 806. - The provisions of this section shall not prevent the 

application of more stringent requirements in respect of the wholesale 

distribution of: 

   a) narcotic or psychotropic substances within Romanian territory; 
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   b) medicinal products derived from blood; 

   c) immunological medicinal products; 

   d) radiopharmaceuticals. 

    Article 807. - (1) The NAMMD shall monitor the application of 

guidelines on good distribution practice, which are published by the European 

Commission. 

   (2) The Ministry of Health has the duty to monitor the enforcement of 

Good Pharmaceutical Practice guidelines specified in the legislation.   

    Article 808. - This section shall also apply to homeopathic medicinal 

products. 

   Article 809. – The provisions of Article 799 and Article 803 c) shall not 

apply to wholesale distribution of medicinal products in third countries, and the 

provisions of Article 803 b) and d) shall not apply where a product is directly 

received from a third country but not imported. However, in such case, 

wholesale distributors should make sure that the medicinal products are 

obtained only from authorised persons or from persons authorised to provide 

medicinal products, in accordance with legal provisions applicable in the 

concerned third country. If medicinal products are provided to persons in third 

countries, wholesale distributors should make sure that these products are only 

provided to persons authorised or entitled to receive products for wholesale 

distribution, or to the public, in accordance with legal provisions applicable in 

the concerned third country. The provisions of Article 805 apply in case of 

supply of medicinal products by persons in third countries authorised or entitled 

to provide medicinal products to the population.   

   Article 810. - (1) Persons brokering medicinal products shall ensure that the 

brokered medicinal products are covered by a marketing authorisation granted 

through centralised procedure or by the NAMMD, in accordance with 

provisions of this Law. Persons brokering medicinal products shall have a 

permanent address and contact details in the Union, so as to ensure accurate 

identification, location, communication and supervision of their activities by 

the NAMMD or other competent authorities. The requirements set out in Article 

803 e)-j) shall apply mutatis mutandis to the brokering of medicinal products. 

   (2) Persons may only broker medicinal products if they are registered with the 

NAMMD, if their permanent address mentioned in (1) is from Romania. 

Concerned persons should forward at least the name, name of the company and 

permanent address for Recording. These inform the NAMMD within 30 days 

on any change thereof. The NAMMD introduces the information mentioned in 

the first thesis in a register available to the public.   

   (3) The guidelines mentioned in Article 807 include specific provisions on 

brokerage.   
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   (4) This Article shall be without prejudice to Article 857. Inspections referred 

to in Article 857 shall be carried out under the responsibility of the NAMMD 

where the person brokering medicinal products is registered in Romania. If a 

person brokering medicinal products does not comply with the requirements set 

out in this Article, the NAMMD may decide to remove that person from the 

register referred to in paragraph (2). The NAMMD shall notify that person 

thereof. 

 

SECTION VIII 

Advertising 

 

   Article 811. - (1) For the purposes of this section, “advertising of medicinal 

products” shall include any form of door-to-door information, canvassing 

activity or inducement designed to promote the prescription, supply, sale or 

consumption of medicinal products; it shall include in particular: 

— the advertising of medicinal products to the general public; 

— advertising of medicinal products to persons qualified to prescribe or supply 

them; 

— visits by medical sales representatives to persons qualified to prescribe 

medicinal products; 

— the supply of samples; 

— the provision of inducements to prescribe or supply medicinal products by 

the gift, offer or promise of any benefit or bonus, whether in money or in kind, 

except when their intrinsic value is minimal, 

— sponsorship of promotional meetings attended by persons qualified to 

prescribe or supply medicinal products, 

— sponsorship of scientific congresses attended by persons qualified to 

prescribe or supply medicinal products and in particular payment of their 

travelling and accommodation expenses in connection therewith. 

    (2) The following are not covered by this section: 

— the labelling and the accompanying package leaflets, which are subject to 

the provisions of Section 5; 

— correspondence, possibly accompanied by material of a non-promotional 

nature, needed to answer a specific question about a particular medicinal 

product, 

— factual, informative announcements and reference material relating, for 

example, to pack changes, adverse-reaction warnings as part of general drug 

precautions, trade catalogues and price lists, provided they include no product 

claims, 

— information relating to human health or diseases, provided that there is no 

reference, even indirect, to medicinal products. 
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   Article 812. - (1) The NAMMD shall prohibit any advertising of a medicinal 

product in respect of which a valid marketing authorisation has not been granted 

in Romania. 

   (2) All parts of the advertising of a medicinal product must comply with the 

particulars listed in the summary of product characteristics. 

   (3) The advertising of a medicinal product: 

— shall encourage the rational use of the medicinal product, by presenting it 

objectively and without exaggerating its properties, 

— shall not be misleading. 

   Article 813. - (1) Advertising to the general public shall be prohibited for 

medicinal products which: 

a) are available on medical prescription only, in accordance with Section 

6; 

b) contain substances defined as psychotropic or narcotic by international 

convention, such as the United Nations Conventions of 1961 and 1971 and the 

national law. 

   (2) Medicinal products may be advertised to the general public which, by 

virtue of their composition and purpose, are intended and designed for use 

without the intervention of a medical practitioner for diagnostic purposes or for 

the prescription or monitoring of treatment, with the advice of the pharmacist, 

if necessary. 

   (3) Advertising to the general public of medicinal products prescribed and 

supplied in the health insurance system shall be prohibited on Romanian 

territory. 

   (4) The prohibition contained in paragraph 1 shall not apply to vaccination 

campaigns carried out by the pharmaceutical industry and approved by the 

Ministry of Health. 

   (5) The prohibition referred to in paragraph 1 shall apply without prejudice to 

provisions in national law on advertising (Law 148/2000) which transposes 

Article 14 of Directive 89/552/EEC on the coordination of certain provisions 

laid down by law, regulation or administrative action in Member States 

concerning the pursuit of television broadcasting activities. 

   (6) The direct distribution of medicinal products to the public by 

manufacturers for promotional purposes shall be prohibited. 

   Article 814. - (1) Manufacturers, Marketing Authorisation Holders or their 

representatives in Romania, wholesale distributors and retailers, medical 

devices and health materials are required to declare to the Ministry of Health 

and to the NAMMD, as required, all sponsorship activities, as well as any other 

expenses supported for physicians, medical assistants, professional 

organisations, patient organisations and any organisations with health-related 
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activities, in line with the conditions imposed through Order of the Minister of 

Health.   

   (2) The liability mentioned in paragraph (1) also goes to recipients of 

sponsorship activities, physicians, medical assistants, professional 

organisations, patient organisations and any organisations with health-related 

activities.   

   (3) The forms for declaration of sponsorship activities mentioned in 

paragraphs (1) and (2) are approved through Order of the Minister of Health.   

   (4) The information declared in the forms mentioned in paragraph (3) is 

published on the NAMMD website, for medicinal product advertising, on the 

Ministry of Health website for medical devices and health materials, on the 

website of the unit conducting sponsorship activities or of the website of their 

recipients, as required. 

 

SECTION IX 

Information of the public 

 

   Article 815. - (1) Without prejudice to Article 813, all advertising to the 

general public of a medicinal product shall: 

   a) be set out in such a way that it is clear that the message is an advertisement 

and that the product is clearly identified as a medicinal product; 

   b) include the following minimum information: 

— the name of the medicinal product, as well as the common name if the 

medicinal product contains only one active substance, 

— the information necessary for correct use of the medicinal product, 

— an express, readable invitation to carefully read the instructions on the 

package leaflet or outer packaging, as follows: “This medicinal product is a non-

prescription medicinal product. Careful reading of the leaflet or the outer 

package is recommended. In case of undesired effects, please inform your 

physician or pharmacist.” 

   (2) The NAMMD may decide that the advertising of a medicinal product to 

the general public may, notwithstanding paragraph 1, include only the name of 

the medicinal product or its international non-proprietary name, where this 

exists, or the trademark if it is intended solely as a reminder.      

Article 816. - The advertising of a medicinal product to the general public 

shall not contain any material which: 

   a) gives the impression that a medical consultation or surgical operation is 

unnecessary, in particular by offering a diagnosis or by suggesting treatment by 

mail; 
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   b) suggests that the effects of taking the medicinal product are guaranteed, are 

unaccompanied by adverse reactions or are better than, or equivalent to, those 

of another treatment or medicinal product; 

   c) suggests that the health condition of the subject can be enhanced by taking 

the medicinal product; 

   d) suggests that the health of the subject could be affected by not taking the 

medicinal product; this prohibition shall not apply to the vaccination campaigns 

referred to in Article 813, paragraph (4); 

   e) is directed exclusively or principally at children; 

   f) refers to a recommendation by scientists, health professionals or persons 

who are neither of the foregoing but who, because of their celebrity, could 

encourage the consumption of medicinal products; 

   g) suggests that the medicinal product is a foodstuff, cosmetic or other 

consumer product; 

   h) suggests that the safety or efficacy of the medicinal product is due to the 

fact that it is natural; 

   i) could, by a description or detailed representation of a case history, lead to 

erroneous self-diagnosis; 

   j) refers, in improper, alarming or misleading terms, to claims of recovery; 

   k) uses, in improper, alarming or misleading terms, pictorial representations 

of changes in the human body caused by disease or injury, or of the action of a 

medicinal product on the human body or parts thereof. 

   Article 817. - (1) Any advertising of a medicinal product to persons qualified 

to prescribe or supply such products shall include: 

— essential information compatible with the summary of product 

characteristics;  

— the supply classification of the medicinal product. 

   (2) The NAMMD may decide that the advertising of a medicinal product to 

persons qualified to prescribe or supply such products may, notwithstanding 

paragraph 1, include only the name of the medicinal product, or its international 

non-proprietary name, where this exists, or the trademark, if it is intended solely 

as a reminder. 

   Article 818. - (1) Any documentation relating to a medicinal product which is 

transmitted as part of the promotion of that product to persons qualified to 

prescribe or supply it shall include, as a minimum, the particulars listed in 

Article 817, paragraph (1) and shall state the date on which it was drawn up or 

last revised. 

   (2) All the information contained in the documentation referred to in 

paragraph (1) shall be accurate, up-to-date, verifiable and sufficiently complete 

to enable the recipient to form his or her own opinion of the therapeutic value 

of the medicinal product concerned. 
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   (3) Quotations as well as tables and other illustrative matter taken from 

medical journals or other scientific works for use in the documentation referred 

to in paragraph (1) shall be faithfully reproduced and the precise sources 

indicated. 

    Article 819. - (1) Medical sales representatives shall be given adequate 

training by the firm which employs them and shall have sufficient scientific 

knowledge to be able to provide information which is precise and as complete 

as possible about the medicinal products which they promote. 

   (2) During each visit, medical sales representatives shall give the persons 

visited, or have available for them, summaries of the product characteristics of 

each medicinal product they present together with details of the price and 

conditions for reimbursement. 

   (3) Medical sales representatives shall transmit to the scientific service 

referred to in Article 824, paragraph (1) any information about the use of the 

medicinal products they advertise, with particular reference to any adverse 

reactions reported to them by the persons they visit. 

   Article 820. - (1) Where medicinal products are being promoted to 

persons qualified to prescribe or supply them, no gifts, pecuniary advantages or 

benefits in kind may be supplied, offered or promised to such persons unless 

they are inexpensive and relevant to the practice of medicine or pharmacy. 

   (2) Hospitality at sales promotion events shall always be strictly limited to 

their main purpose and must not be extended to persons other than healthcare 

professionals. 

   (3) Persons qualified to prescribe or supply medicinal products shall not 

solicit or accept any inducement prohibited under paragraph (1) or contrary to 

paragraph (2). 

   (4) Existing measures or trade practices in Romania relating to prices, 

margins and discounts shall not be affected by paragraphs (1) to (3). 

   Article 821. - The provisions of Article 820, paragraph (1) shall not prevent 

hospitality being offered, directly or indirectly, at events for purely professional 

and scientific purposes; such hospitality shall always be strictly limited to the 

main scientific objective of the event; it must not be extended to persons other 

than healthcare professionals. 

   Article 822. - Free samples shall be provided on an exceptional basis only to 

persons qualified to prescribe them and on the following conditions: 

   a) the number of samples for each medicinal product each year on prescription 

shall be limited; 

   b) any supply of samples shall be in response to a written request, signed and 

dated, from the prescribing agent; 

   c) suppliers of samples shall maintain an adequate system of control and 

accountability; 
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   d) each sample shall be no larger than the smallest presentation on the market; 

   e) each sample shall be marked ‘free medical sample — not for sale’ or shall 

show some other wording having the same meaning; 

   f) each sample shall be accompanied by a copy of the summary of product 

characteristics; 

   g) no samples of medicinal products containing psychotropic or narcotic 

substances within the meaning of international conventions, such as the United 

Nations Conventions of 1961 and 1971, may be supplied. 

    Article 823. - (1) The NAMMD shall take adequate and effective 

measures to monitor the advertising of medicinal products, as follows: 

   a) in the case of non-prescription medicinal products, advertising material 

intended for the public is subject to prior approval by the NAMMD; 

   b) advertising material for prescription or non-prescription medicinal 

products, intended for persons qualified in prescribing and supplying medicinal 

products, is analysed by the NAMMD after it has been disseminated, randomly 

or following certain complaints. 

   (2) Physical or legal persons having a legitimate interest in prohibiting 

any advertisement inconsistent with the provisions of this section shall confer 

such advertisement upon the NAMMD; the NAMMD shall answer such 

complaints within 60 days. 

    (3) In cases it becomes aware of violations by the advertising material of 

the present section, the NAMMD shall take necessary measures, in 

consideration of all the interests involved, and in particular of the public 

interest: 

a) if the advertising material has already been published, to order the cessation 

of misleading advertising, or 

b) if misleading advertising has not yet been published but publication is 

imminent, to order the prohibition of, or to institute appropriate legal 

proceedings for an order for the prohibition of, such publication, even without 

proof of actual loss or damage or of intention or negligence on the part of the 

advertiser. 

(4) The measure provided for in paragraph (3), point b) shall be taken through 

an accelerated procedure, either with interim effect or with definitive effect. 

 (5) To eliminate the continuing effects of misleading advertising the cessation 

of which has been ordered by the NAMMD, the latter shall: 

a) require publication of that decision in full or in part and in such form as it 

deems adequate; 

b) require in addition the publication of a corrective statement. 

   (6) Provisions of this Article shall not exclude the voluntary control of 

advertising of medicinal products by self-regulatory bodies and recourse to such 

bodies. 
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   Article 824. - (1) The Marketing Authorisation Holder shall establish, within 

his undertaking, a scientific service in charge of information about the 

medicinal products which he places on the market. 

   (2) The Marketing Authorisation Holder shall: 

   a) keep available for, or communicate to the NAMMD, a sample of all 

advertisements emanating from his undertaking together with a statement 

indicating the persons to whom it is addressed, the method of dissemination and 

the date of first dissemination; 

   b) ensure that advertising of medicinal products by his undertaking conforms 

to the requirements of this section; 

c) verify that medical sales representatives employed by his undertaking have 

been adequately trained and fulfil the obligations imposed upon them by Article 

819, paragraphs (2) and (3); 

d) supply the NAMMD with the information and assistance it requires to carry 

out its responsibilities; 

e) ensure that the decisions taken by the NAMMD are immediately and fully 

complied with. 

   (3) The co-promotion of a medicinal product by the holder of the marketing 

authorisation and one or more companies nominated by him, shall not be 

prohibited. 

   Article 825. - The NAMMD shall take the appropriate measures to ensure that 

the provisions of this title are applied and shall impose penalties should the 

provisions adopted in the execution of this section be infringed. 

   Article 826. - (1) Advertising of the homeopathic medicinal products referred 

to in Article 715, paragraph (1) shall be subject to the provisions of this section 

with the exception of Article 812 paragraph (1). 

   (2) However, only the information specified in Article 791 may be used in the 

advertising of such medicinal products. 

 

SECTION X 

Pharmacovigilance 

SECTION 1 

General provisions 

      Article 827. - (1) The NAMMD shall operate a pharmacovigilance 

system for the fulfilment of their pharmacovigilance tasks and their 

participation in Union pharmacovigilance activities. The pharmacovigilance 

system shall be used to collect information on the risks of medicinal products 

as regards patients’ or public health. That information shall in particular refer 
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to adverse reactions in human beings, arising from use of the medicinal product 

within the terms of the marketing authorisation as well as from use outside the 

terms of the marketing authorisation, and to adverse reactions associated with 

occupational exposure. 

    (2) The NAMMD shall, by means of its pharmacovigilance system, 

evaluate all information scientifically, consider options for risk minimisation 

and prevention and take regulatory action concerning the marketing 

authorisation as necessary. It shall perform a regular audit of their 

pharmacovigilance system and report the results to the Commission on 21 

September 2013 at the latest and then every 2 years thereafter. 

    (3) Coordination and performance of pharmacovigilance activities shall 

be conducted by the special structure within the NAMMD.   

    (4) Under the coordination of the European Medicines Agency, the 

NAMMD shall participate in international harmonization and standardization 

of technical measures in the pharmacovigilance field.   

    Article 828. - (1) The NAMMD has the following duties:   

    a) take all appropriate measures to encourage patients, doctors, 

pharmacists and other healthcare professionals to report suspected adverse 

reactions to the special structures referred to in Article 827 (3); for these tasks, 

organisations representing consumers, patients and healthcare professionals 

may be involved as appropriate; 

   b) to facilitate patient reporting by making available alternative reporting 

forms, others than those available for healthcare professionals on the NAMMD 

website;   

    c) to take all required measures in order to obtain data that is accurate and 

verifiable through scientific assessment of reports on cases of suspected adverse 

reactions;   

    d) to make sure that the public timely benefits from information of 

interest related to pharmacovigilance issues, as regards the use of a medicinal 

product, through posting on a web portal and through other means of public 

information, as required;   

    e) ensure, through the methods for collecting information and where 

necessary through the follow-up of suspected adverse reaction reports, that all 

appropriate measures are taken to identify clearly any biological medicinal 

product prescribed, dispensed, or sold in Romania, which is the subject of a 

suspected adverse reaction report, with due regard to the name of the medicinal 

product, in accordance with Article 699 point 22, and the batch number; 

    f) take the necessary measures to ensure that a Marketing Authorisation 

Holder who fails to discharge the obligations laid down in this Title is subject 

to effective, proportionate and dissuasive penalties. 
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   (2) In accordance with provisions of paragraphs (1) a) and e), the Ministry 

of Health may impose specific requirements to physicians, pharmacists and 

other healthcare professionals.   

    Article 829. - The NAMMD may delegate any of the tasks entrusted to it 

under this Title to another Member State subject to a written agreement of the 

latter. The NAMMD may represent no more than one other Member State. If 

the NAMMD is the delegating Member State, it shall inform the Commission, 

the Agency and all other Member States of the delegation in writing. The 

delegating Member State and the Agency shall make that information public. 

    Article 830. - (1) The Marketing Authorisation Holder shall operate a 

pharmacovigilance system for the fulfilment of his pharmacovigilance tasks 

equivalent to the NAMMD pharmacovigilance system provided for under 

Article 827(1). 

    (2) The Marketing Authorisation Holder shall by means of the 

pharmacovigilance system referred to in paragraph 1 evaluate all information 

scientifically, consider options for risk minimization and prevention and take 

appropriate measures as necessary. The Marketing Authorisation Holder shall 

perform a regular audit of his pharmacovigilance system. The MAH shall place 

a note concerning the main findings of the audit on the pharmacovigilance 

system master file and, based on the audit findings, ensure that an appropriate 

corrective action plan is prepared and implemented. Once the corrective actions 

have been fully implemented, the note may be removed. 

    (3) In the context of the pharmacovigilance system, the MAH has the 

following duties:   

    a) to permanently have the use of an adequately qualified person, 

responsible with pharmacovigilance;   

    b) to store and make available, upon request, the standard file of the 

pharmacovigilance system;   

    c) to operate a risk management system for each medicinal products;   

    d) to monitor the results of risk minimisation measures included in the 

risk management plan or of those stipulated as conditions for marketing 

authorisation in accordance with Article 731, 732 or 733;   

    e) to update the risk management system and to monitor the 

pharmacovigilance data to determine whether new risks have occurred, if 

existing risks or the products’ risk-benefit balance have been changed.   

    (4) The qualified person mentioned in paragraph (3) a) should reside and 

perform his activity in the EU and should be responsible for the establishment 

and maintenance of the pharmacovigilance system. The Marketing 

Authorisation Holder should forward the name and contact details of the 

qualified person to the NAMMD and to the European Medicines Agency.   
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    (5) Without prejudice to the provisions of paragraph (4), the NAMMD 

may require nomination of a contact person to deal with pharmacovigilance 

issues at national level and to send reports to the qualified person responsible 

with pharmacovigilance.   

    Article 831. - (1) Without prejudice to paragraphs (2), (3) and (4) of this 

Article, holders of marketing authorisations granted before entry into force of 

this Law are not required, by waiver from Article 830 paragraph (3) c), to run a 

risk management system for each medicinal product.   

    (2) The NAMMD may require the Marketing Authorisation Holder to use 

a risk management system as shown in Article 830 paragraph (3) c) if there are 

suspicions concerning the risk which could influence the risk-benefit balance 

of an authorised product. In this context, the NAMMD also requires the MAH 

to present a detailed description of the intended risk management system for the 

concerned medicinal product. Imposition of such obligation should be 

adequately justified, notified in written form and should include the deadline 

for the presentation of the detailed description of the risk management system.   

    (3) The NAMMD, upon request of the Marketing Authorisation Holder, 

issued within 30 days from written notification of the obligation, provides the 

possibility of a written presentation containing observations on imposition of 

the obligation, according to the deadline established by the authority.   

    (4) On the basis of the written observations submitted by the Marketing 

Authorisation Holder, the NAMMD shall withdraw or confirm the obligation. 

Where the NAMMD confirms the obligation, the marketing authorisation shall 

be varied accordingly to include the measures to be taken as part of the risk 

management system as conditions of the marketing authorisation referred to in 

Article 731 paragraph (1) a). 

    Article 832. - (1) The NAMMD requires taxes for pharmacovigilance 

activities, in line with the provisions of Article 896.   

    (2) The financial resources issued from these activities are integrally used 

by the NAMMD, with the single purpose of financing pharmacovigilance 

activities, operation of communication networks and market surveillance. 

    (3) To this end, according to the Law, the Ministry of Health, as chief 

credit ordinator, sets up the performances for pharmacovigilance activities 

conducted by the NAMMD, as an activity fully financed from its own revenues. 

 

SECTION 2 

Transparency and communication 

      Article 833. – The NAMMD shall set up and maintain a national web 

portal for medicinal products, connected to the European web portal for 

medicinal products, set up in accordance with Article 26 of Regulation (EC) no. 
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726/2004. Via this national web portal for medicinal products, the NAMMD 

shall make publicly available at least the following:   

   a) public assessment reports, accompanied by a summary thereof;   

   b) Summary of Product Characteristics and package leaflets;   

   c) Summaries of risk management plans for products authorised in line with 

this Title;   

   d) the list of medicinal products, mentioned in Article 23 of Regulation (EC) 

no. 726/2004;   

   e) information related to the various manners of reporting to the NAMMD 

adverse reactions suspected by healthcare professionals and patients, and to the 

structured standard electronic forms mentioned in Article 25 of Regulation (EC) 

no. 726/2004.   

    Article 834. - (1) As soon as the Marketing Authorisation Holder intends 

to make a public announcement relating to information on pharmacovigilance 

concerns in relation to the use of a medicinal product, he shall be required to 

inform the NAMMD, the Agency and the Commission. The Marketing 

Authorisation Holder shall ensure that information to the public is presented 

objectively and is not misleading. 

    (2) Unless urgent public announcements are required for the protection 

of public health, the NAMM and the other competent authorities, the Member 

States, the Agency and the Commission shall inform each other not less than 24 

hours prior to a public announcement relating to information on 

pharmacovigilance concerns. 

    (3) Under the coordination of the EMA, the NAMMD shall make all 

reasonable efforts to agree on a common public announcement in relation to the 

safety of medicinal products containing the same active substances and the 

timetables for their distribution; the Pharmacovigilance Risk Assessment 

Committee shall, at the request of the Agency, provide advice on those safety 

announcements. 

    (4) When the NAMMD makes public information referred to in 

paragraphs 2 and 3, any information of a personal or commercially confidential 

nature shall be deleted unless its public disclosure is necessary for the protection 

of public health. 

 

SECTION 3 

Recording, reporting and assessment of pharmacovigilance data 

SUBSECTION 1 

PARAGRAPH 1 

Recording and reporting of suspected adverse reactions 
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    Article 835. - (1) Marketing Authorisation Holders shall record all 

suspected adverse reactions in the Union or in third countries which are brought 

to their attention, whether reported spontaneously by patients or healthcare 

professionals, or occurring in the context of a post-authorisation study. 

Marketing Authorisation Holders shall ensure that those reports are accessible 

at a single point within the Union. By way of derogation from the first 

subparagraph, suspected adverse reactions occurring in the context of a clinical 

trial shall be recorded and reported in accordance with the Norms referring to 

implementation of the Good Clinical Practice rules for medicinal products for 

human use, approved through Order of the Minister of Health*).   

    *) See Order of the Minister of Public Health no. 904/2006 on approval 

of rules relating to the implementation of good clinical practice in the conduct 

of clinical trials on medicinal products for human use, published in the Official 

Gazette of Romania, Part I, no. 671 of 4 August 2006. 

      (2) Marketing Authorisation Holders shall not refuse to consider reports 

of suspected adverse reactions received electronically or by any other 

appropriate means from patients and healthcare professionals. 

      (3) Marketing Authorisation Holders shall submit electronically to the 

database and data-processing network referred to in Article 24 of Regulation 

(EC) No 726/2004 (hereinafter referred to as the ‘Eudravigilance database’) 

information on all serious suspected adverse reactions that occur in the Union 

and in third countries within 15 days following the day on which the Marketing 

Authorisation Holder concerned gained knowledge of the event. Marketing 

Authorisation Holders shall submit electronically to the Eudravigilance 

database information on all non-serious suspected adverse reactions that occur 

in the Union, within 90 days following the day on which the Marketing 

Authorisation Holder concerned gained knowledge of the event. For medicinal 

products containing the active substances referred to in the list of publications 

monitored by the Agency pursuant to Article 27 of Regulation (EC) No 

726/2004, Marketing Authorisation Holders shall not be required to report to 

the Eudravigilance database the suspected adverse reactions recorded in the 

listed medical literature, but they shall monitor all other medical literature and 

report any suspected adverse reactions. 

    (4) Marketing Authorisation Holders shall establish procedures in order 

to obtain accurate and verifiable data for the scientific evaluation of suspected 

adverse reaction reports. They shall also collect follow-up information on these 

reports and submit the updates to the Eudravigilance database.  

    (5) Marketing Authorisation Holders shall collaborate with the Agency, 

the NAMMD and the other national competent authorities in the detection of 

duplicates of suspected adverse reaction reports. 
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    Article 836. - (1) The NAMMD shall record all suspected adverse 

reactions on Romanian territory brought to attention by healthcare professionals 

and patients and shall make sure that the reports of these adverse reactions can 

be forwarded via the national web portal for medicinal products or via other 

means; if needed, the NAMMD shall involve patients and healthcare 

professionals in monitoring any results received, in order to comply with the 

provisions of Article 828 paragraphs (1) c) and e).   

    (2) In case of reports forwarded by a Marketing Authorisation Holder for 

suspected adverse reactions occurred on Romanian territory, the NAMMD shall 

involve the Marketing Authorisation Holder in follow-up of reports.   

    (3) The NAMMD shall collaborate with the European Medicines Agency 

and with Marketing Authorisation Holders in order to detect the copies of 

suspected adverse reaction reports.   

    (4) The NAMMD shall, within 15 days following the receipt of the 

reports of serious suspected adverse reactions referred to in paragraph 1, submit 

the reports electronically to the Eudravigilance database. It shall, within 90 days 

from the receipt of reports referred to in paragraph 1, submit reports of non-

serious suspected adverse reactions electronically to the Eudravigilance 

database. Marketing Authorisation Holders shall access those reports through 

the Eudravigilance database.  

    (5) The NAMMD shall ensure that reports of suspected adverse reactions 

arising from an error associated with the use of a medicinal product that are 

brought to its attention are made available to the Eudravigilance database and 

to any authorities, bodies, organisations and/or institutions, responsible for 

patient safety within Romania. They shall also ensure that the NAMMD is 

informed of any suspected adverse reactions brought to the attention of any 

other authority in Romania. These reports shall be appropriately identified in 

the forms referred to in Article 25 of Regulation (EC) No 726/2004.   

    (6) Unless there are justifiable grounds resulting from pharmacovigilance 

activities, the NAMMD shall not impose any additional obligations on 

Marketing Authorisation Holders for the reporting of suspected adverse 

reactions. 

 

SUBSECTION 2 

PARAGRAPH 2 

Periodic Safety Update Reports 

    Article 837. - (1) Marketing Authorisation Holders shall submit to the 

EMA periodic safety update reports containing: 



74 

    a) summaries of data relevant for the risks and benefits of the medicinal 

product, including results issued from all trials, considering their potential 

impact upon the marketing authorisation;   

   b) a scientific assessment of the risk-benefit balance of the medicinal 

product;   

    c) all data referring to the sales volume of the product, as well as any data 

owned by the MAH related to the volume of prescriptions, including an 

estimation of the population exposed to the medicinal product.   

     The evaluation referred to in b) shall be based on all available data, 

including data from clinical trials in unauthorised indications and populations. 

Periodic Safety Update Reports shall be submitted electronically.   

    (2) The European Medicines Agency shall make available the reports 

referred to in paragraph 1 to the NAMMD, the members of the 

Pharmacovigilance Risk Assessment Committee, the Committee for Medicinal 

Products for Human Use and the coordination group by means of the repository 

referred to in Article 25a of Regulation (EC) No 726/2004. 

    (3) By way of derogation from paragraph 1 of this Article, the holders of 

marketing authorisations for medicinal products referred to in Article 708 (1), 

or Article 709, and the holders of registrations for medicinal products referred 

to in Articles 715 or 718, shall submit periodic safety update reports for such 

medicinal products in the following cases: 

    a) where such obligation has been laid down as a condition in the 

marketing authorisation in accordance with Article 731 or Article 732; or 

    b) when requested by the NAMMD/other competent authority on the 

basis of concerns relating to pharmacovigilance data or due to the lack of 

periodic safety update reports relating to an active substance after the marketing 

authorisation has been granted. The assessment reports of the requested periodic 

safety update reports shall be communicated to the Pharmacovigilance Risk 

Assessment Committee, which shall consider whether there is a need for a 

single assessment report for all marketing authorisations for medicinal products 

containing the same active substance and inform the coordination group or the 

Committee for Medicinal Products for Human Use accordingly, in order to 

apply the procedures laid down in Article 838 (4) and Article 840. 

    Article 838. - (1) The frequency with which the periodic safety update 

reports are to be submitted shall be specified in the marketing authorisation. 

The dates of submission according to the specified frequency shall be calculated 

from the date of the authorisation. 

    (2) Holders of marketing authorisations which were granted before entry 

into force of this regulatory act, and for which the frequency and dates of 

submission of the periodic safety update reports are not laid down as a condition 

to the marketing authorisation, shall submit the periodic safety update reports 
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in accordance with the second subparagraph of this paragraph until another 

frequency or other dates of submission of the reports are laid down in the 

marketing authorisation or determined in accordance with paragraphs 4, 5 or 6. 

Periodic Safety Update Reports shall be immediately submitted to the 

NAMMD, upon request or in accordance with the following provisions:   

    a) if the product has not yet been placed on the market, at least every 6 

months following authorisation and until placement on the market;   

    b) if the product has been placed on the market, at least every 6 months 

every 2 years starting with the first placement on the market, yearly for the first 

2 years and, afterwards, every 3 years.   

    (3) Paragraph (2) also applies for medicinal products authorised in a 

single member state, for which paragraph (4) does not apply.   

    (4) Where medicinal products that are subject to different marketing 

authorisations contain the same active substance or the same combination of 

active substances, the frequency and dates of submission of the periodic safety 

update reports resulting from the application of paragraphs 1 and 2 may be 

amended and harmonised to enable a single assessment to be made in the 

context of a periodic safety update report work-sharing procedure and to set a 

Union reference date from which the submission dates are calculated. This 

harmonised frequency for the submission of the reports and the Union reference 

date may be determined, after consultation of the Pharmacovigilance Risk 

Assessment Committee, by one of the following: 

    a) the Committee for Medicinal Products for Human Use, where at least 

one of the marketing authorisations for the medicinal products containing the 

active substance concerned has been granted in accordance with the centralised 

procedure provided for in Chapter 1 of Title II of Regulation (EC) No 726/2004; 

    b) The Coordination Group, in other cases than those mentioned in a).   

     The harmonised frequency for the submission of the reports determined 

pursuant to the first and second subparagraphs shall be made public by the 

Agency. Marketing Authorisation Holders shall submit an application for a 

variation of the marketing authorisation accordingly. 

    (5) For the purposes of paragraph (4), the EU reference date for medicinal 

products containing the same active substance or the same combination of 

active substances shall be one of the following: 

a) the date of first marketing authorization in the EU of a medicinal 

product containing that active substance or that combination of active 

substances; 

     b) if the date referred to in point (a) cannot be ascertained, the earliest of 

the known dates of the marketing authorisations for a medicinal product 

containing that active substance or that combination of active substances. 
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    (6) Marketing Authorisation Holders can send the Committee for 

Medicinal Products for Human Use, or as required, the Coordination Group, 

applications for establishing reference data for the EU or changing the 

frequency of transmission of Periodic Safety Update Reports for one of the 

following grounds: 

     a) public health issues; 

     b) to avoid useless duplication of assessment; 

     c) to achieve international harmonization. 

     Such requests shall be submitted in writing and shall be duly justified. 

The Committee for Medicinal Products for Human Use or the coordination 

group shall, following the consultation with the Pharmacovigilance Risk 

Assessment Committee, shall either approve or deny such requests; any change 

in the dates or the frequency of submission of periodic safety update reports 

shall be made public by the Agency. The Marketing Authorisation Holders shall 

accordingly submit an application for a variation of the marketing authorisation. 

    (7) The EMA shall make public a list of Union reference dates and 

frequency of submission of periodic safety update reports by means of the 

European medicines web-portal; any change to the dates of submission and 

frequency of periodic safety update reports specified in the marketing 

authorisation as a result of the application of paragraphs 4 - 6 shall take effect 

6 months after the date of such publication. 

    Article 839. – The NAMMD shall assess periodic safety update reports 

to determine whether there are new risks or whether risks have changed or 

whether there are changes to the risk-benefit balance of medicinal products. 

    Article 840. - (1) For medicinal products authorised in several Member 

States and, as regards cases falling under Article 838 paragraphs (4) - (6), for 

all medicinal products containing the same active substance or the same 

combination of active substances and for which there was set a reference date 

for the EU and a frequency of transmission for Periodic Safety Update Reports, 

a single assessment of Periodic Safety Update Reports shall be conducted. This 

single assessment is carried out: 

a) either by a Member State appointed by the Coordination Group, where 

none of the marketing authorisations concerned has been granted in accordance 

with the centralised procedure provided in Title II Section 1 of Regulation (EC) 

no. 726/2004; 

     b) or by a rapporteur appointed by the Pharmacovigilance Risk 

Assessment Committee, where at least one of the marketing authorisations 

concerned has been granted in accordance with the centralised procedure 

provided in Title II Section 1 of Regulation (EC) no. 726/2004. 
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     If the member state is selected in accordance with a), the Coordination 

Group shall take into account the potential designation of a Member State of 

reference, in accordance with Article 743 paragraph (1).   

    (2) The NAMMD, as appropriate, shall prepare an assessment report 

within 60 days of receipt of the periodic safety update report and send it to the 

Agency and to the Member States concerned. The Agency shall send the report 

to the Marketing Authorisation Holder. Within 30 days of receipt of the 

assessment report, the Member States and the Marketing Authorisation Holder 

may submit comments to the Agency and to the NAMMD. 

    (3) Following the receipt of the comments referred to in paragraph 2, the 

NAMMD shall within 15 days update the assessment report taking into account 

any comments submitted, and forward it to the Pharmacovigilance Risk 

Assessment Committee. The Pharmacovigilance Risk Assessment Committee 

shall adopt the assessment report with or without further changes at its next 

meeting and issue a recommendation. The recommendation shall mention the 

divergent positions with the grounds on which they are based. The Agency shall 

include the adopted assessment report and the recommendation in the repository 

set up under Article 25a of Regulation (EC) No 726/2004 and forward both to 

the Marketing Authorisation Holder. 

    Article 841. - Following assessment of Periodic Safety Update Reports, 

the NAMMD shall consider taking measures concerning the terms of the 

marketing authorization for the medicinal product concerned. The NAMMD 

may decide to maintain, vary, suspend or, as required, to revoke the marketing 

authorisation. 

    Article 842. - (1) In the case of a single assessment of periodic safety 

update reports that recommends any action concerning more than one marketing 

authorisation in accordance with Article 840 (1) which does not include any 

marketing authorisation granted in accordance with the centralised procedure 

provided for in Chapter 1 of Title II of Regulation (EC) No 726/2004, the 

coordination group shall, within 30 days of receipt of the report of the 

Pharmacovigilance Risk Assessment Committee, consider the report and reach 

a position on the maintenance, variation, suspension or revocation of the 

marketing authorisations concerned, including a timetable for the 

implementation of the agreed position. 

    (2) If, within the coordination group, the Member States represented 

reach agreement on the action to be taken by consensus, the chairman shall 

record the agreement and send it to the Marketing Authorisation Holder and the 

Member States. The NAMMD shall adopt necessary measures to maintain, 

vary, suspend or revoke the marketing authorisations concerned in accordance 

with the timetable for implementation determined in the agreement. In the event 

of a variation, the Marketing Authorisation Holder shall submit to the national 
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competent authorities an appropriate application for a modification, including 

an updated summary of product characteristics and package leaflet within the 

determined timetable for implementation. If an agreement by consensus cannot 

be reached, the position of the majority of the Member States represented within 

the coordination group shall be forwarded to the Commission which shall apply 

the procedure laid down in Articles 33 and 34 of Directive 2001/83/EC, as 

amended. Where the agreement reached by the Member States represented 

within the coordination group or the position of the majority of Member States 

differs from the recommendation of the Pharmacovigilance Risk Assessment 

Committee, the coordination group shall attach to the agreement or the majority 

position a detailed explanation of the scientific grounds for the differences 

together with the recommendation. 

    (3) In the case of a single assessment of periodic safety update reports 

that recommends any action concerning more than one marketing authorisation 

in accordance with Article 840 (1) which includes at least one marketing 

authorisation granted in accordance with the centralised procedure provided for 

in Chapter 1 of Title II of Regulation (EC) No 726/2004, the Committee for 

Medicinal Products for Human Use shall, within 30 days of receipt of the report 

of the Pharmacovigilance Risk Assessment Committee, consider the report and 

adopt an opinion on the maintenance, variation, suspension or revocation of the 

marketing authorisations concerned, including a timetable for the 

implementation of the opinion. Where this opinion of the Committee for 

Medicinal Products for Human Use differs from the recommendation of the 

Pharmacovigilance Risk Assessment Committee, the Committee for Medicinal 

Products for Human Use shall attach to its opinion a detailed explanation of the 

scientific grounds for the differences together with the recommendation. 

    (4) On the basis of the opinion of the Committee for Medicinal Products 

for Human Use referred to in paragraph 3, the Commission shall:  

    a) adopt a decision addressed to the Member States concerning the 

measures to be taken in respect of marketing authorisations granted by the 

Member States and concerned by the procedure provided for in this section; and 

    b) where the opinion states that regulatory action concerning the 

marketing authorisation is necessary, adopt a decision to vary, suspend or 

revoke the marketing authorisations granted in accordance with the centralised 

procedure provided for in Regulation (EC) No 726/2004 and concerned by the 

procedure provided for in this section. 

     Articles 33 and 34 of this Directive shall apply to the adoption of the 

decision referred to in point (a) of the first subparagraph of this paragraph and 

to its implementation by the Member States. Article 10 of Regulation (EC) No 

726/2004 shall apply to the decision referred to in point (b) of the first 

subparagraph of this paragraph. Where the Commission adopts such decision, 
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it may also adopt a decision addressed to the NAMMD and to competent 

authorities in the other Member States pursuant to Article 127a of Directive 

2001/83/EC, as amended. The NAMMD implements the decisions of the 

European Commission mentioned in a) and b), in accordance with provisions 

of Articles 748, 749 and 886. 

 

SUBSECTION 3 

PARAGRAPH 3 

Signal detection 

    Article 843. - (1) Regarding medicinal products authorised in accordance 

with this Directive, the NAMMD in collaboration with the Agency, shall take 

the following measures: 

    a) to monitor the outcome of risk minimisation measures contained in risk 

management plans and of the conditions referred to in Articles 731, 732 or 733; 

     b) to assess updates of the risk management system; 

     c) to monitor the data in the Eudravigilance database to determine 

whether there are new risks or whether risks have changed and whether those 

risks impact on the risk-benefit balance. 

    (2) The Pharmacovigilance Risk Assessment Committee shall perform 

the initial analysis and prioritization of signals of new risks or of modification 

of known risks or of changes to the risk-benefit ratio. Where considered 

necessary, follow-up actions, assessment of those signals and agreement on any 

subsequent action concerning the marketing authorization are taken in 

accordance with a timetable established depending on the extent and 

seriousness of the problem. 

    (3) The European Medicines Agency, the NAMMD and the Marketing 

Authorisation Holder shall inform each other in case of detection of new risks 

or known risks or changes in the benefit-risk ratio. The NAMMD shall ensure 

that Marketing Authorisation Holders inform the EMA and competent 

authorities of other Member States in case of detection of new risks or known 

risks or change the risk-benefit ratio change. 

 

SUBSECTION 4 

PARAGRAPH 4 

Urgent Union procedure 

      Article 844. - (1) The NAMMD, if required, shall, on the basis of 

concerns resulting from the evaluation of data from pharmacovigilance 
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activities, initiate the procedure provided for in this section by informing the 

other Member States, the Agency and the Commission where: 

(a) it considers suspending or revoking a marketing authorisation;  

(b) it considers prohibiting the supply of a medicinal product;  

(c) it considers refusing the renewal of a marketing authorisation; or  

(d) it is informed by the Marketing Authorisation Holder that, on the basis 

of safety concerns, the holder has interrupted the placing on the market of a 

medicinal product or has taken action to have a marketing authorisation 

withdrawn, or intends to take such action or has not applied for the renewal of 

a marketing authorisation.  

    (2) The NAMMD shall, on the basis of concerns resulting from the 

evaluation of data from pharmacovigilance activities, inform the other Member 

States, the Agency and the Commission where it considers that a new 

contraindication, a reduction in the recommended dose or a restriction to the 

indications of a medicinal product is necessary; the information shall outline 

the action considered and the reasons therefore. The NAMMD shall, when 

urgent action is considered necessary, initiate the procedure provided for in this 

section in any of the cases referred to in paragraph (1). Where the procedure 

provided for in this section is not initiated, for medicinal products authorised in 

accordance with the procedures laid down in Chapter III of Title XVII, Section 

5, the case shall be brought to the attention of the Coordination group. Article 

746 shall be applicable where the interests of the Union are involved. 

    (3) Where the procedure provided for in this section is initiated by the 

NAMMD and the product is authorised in another member state as well, the 

Agency shall verify whether the safety concern relates to medicinal products 

other than the one covered by the information, or whether it is common to all 

products belonging to the same range or therapeutic class. In this case, 

procedures laid down in Articles 845 and 846 shall apply. Otherwise, the safety 

concern shall be addressed by the NAMMD. If required, the NAMMD, as 

applicable, shall make the information that the procedure has been initiated 

available to Marketing Authorisation Holders. 

    (4) Without prejudice to the provisions of paragraphs (1) and (2), Articles 

845 and 846, the NAMMD may, where urgent action is necessary to protect 

public health, suspend the marketing authorisation and prohibit the use of the 

medicinal product concerned on Romanian territory until a definitive decision 

is adopted. The NAMMD shall inform the Commission, the Agency and the 

competent authorities in the other Member States no later than the following 

working day of the reasons for its action.  

    (5) At any stage of the procedure laid down in Articles 845 and 846, the 

Commission may request Member States in which the medicinal product is 

authorised to take temporary measures immediately. Where the scope of the 
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procedure, as determined in accordance with paragraphs 1 and 2, includes 

medicinal products authorised in accordance with Regulation (EC) No 

726/2004, the Commission may, at any stage of the procedure initiated under 

this section, take temporary measures immediately in relation to those 

marketing authorisations. 

    (6) The information referred to in this Article may relate to individual 

medicinal products or to a range of medicinal products or a therapeutic class. If 

the Agency identifies that the safety concern relates to more medicinal products 

than those which are covered by the information or that it is common to all 

medicinal products belonging to the same range or therapeutic class, it shall 

extend the scope of the procedure accordingly. Where the scope of the 

procedure initiated under this Article concerns a range of medicinal products or 

therapeutic class, medicinal products authorised in accordance with Regulation 

(EC) No 726/2004 which belong to that range or class shall also be included in 

the procedure.  

    (7) At the time of the information referred to in paragraphs 1 and 2, the 

NAMMD shall make available to the Agency all relevant scientific information 

that it has at its disposal and any assessment performed. 

     Article 845. - (1) Following receipt of the information referred to in 

paragraphs 1 and 2 of Article 844, the NAMMD shall publicly announce the 

initiation of the procedure by means of the European medicines web-portal. In 

parallel, Member States may publicly announce the initiation on their national 

medicines web-portals. The announcement shall specify the matter submitted 

to the Agency in accordance with Article 844, and the medicinal products and, 

where applicable, the active substances concerned. It shall contain information 

on the right of the Marketing Authorisation Holders, healthcare professionals 

and the public to submit to the Agency information relevant to the procedure 

and it shall state how such information may be submitted.  

    (2) The Pharmacovigilance Risk Assessment Committee shall assess the 

matter which has been submitted to the Agency in accordance with Article 844. 

The rapporteur shall closely collaborate with the rapporteur appointed by the 

Committee for Medicinal Products for Human Use and the Reference Member 

State for the medicinal products concerned. For the purposes of that assessment, 

the Marketing Authorisation Holder may submit comments in writing. Where 

the urgency of the matter permits, the Pharmacovigilance Risk Assessment 

Committee may hold public hearings, where it considers that this is appropriate 

on justified grounds particularly with regard to the extent and seriousness of the 

safety concern. The hearings shall be held in accordance with the modalities 

specified by the Agency and shall be announced by means of the European 

medicines web-portal. The announcement shall specify the modalities of 

participation. In the public hearing, due regard shall be given to the therapeutic 
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effect of the medicinal product. Where a Marketing Authorisation Holder or 

another person intending to submit information has confidential data relevant 

to the subject matter of the procedure, he may request permission to present that 

data to the Pharmacovigilance Risk Assessment Committee in a non-public 

hearing. 

    (3) Within 60 days of the information being submitted, the 

Pharmacovigilance Risk Assessment Committee shall make a recommendation, 

stating the reasons on which it is based, having due regard to the therapeutic 

effect of the medicinal product. The recommendation shall mention the 

divergent positions and the grounds on which they are based. In the case of 

urgency, and on the basis of a proposal by its chairman, the Pharmacovigilance 

Risk Assessment Committee may agree to a shorter deadline. The 

recommendation shall include any or a combination of the following 

conclusions:   

(a) no further evaluation or action is required at Union level;  

(b) the Marketing Authorisation Holder should conduct further 

evaluation of data together with the follow-up of the results of that evaluation;  

(c) the Marketing Authorisation Holder should sponsor a post-

authorisation safety study together with the follow up evaluation of the results 

of that study;  

(d) the Member States or Marketing Authorisation Holder should 

implement risk minimisation measures;  

(e) the marketing authorisation should be suspended, revoked or not 

renewed;  

(f) the marketing authorisation should be varied. 

For the purposes of point (d), the recommendation shall specify the risk 

minimisation measures recommended and any conditions or restrictions to 

which the marketing authorisation should be made subject. Where, in the cases 

referred to in point (f) of the first subparagraph, it is recommended to change or 

add information in the summary of product characteristics or the labelling or 

package leaflet, the recommendation shall suggest the wording of such changed 

or added information and where in the summary of the product characteristics, 

labelling or package leaflet such wording should be placed. 

    Article 846. - (1) Where the scope of the procedure, as determined in 

accordance with Article 844 (4), does not include any marketing authorisation 

granted in accordance with the centralised procedure provided for in Chapter 1 

of Title II of Regulation (EC) No 726/2004, the coordination group shall, within 

30 days of receipt of the recommendation of the Pharmacovigilance Risk 

Assessment Committee, consider the recommendation and reach a position on 

the maintenance, variation, suspension, revocation or refusal of the renewal of 

the marketing authorisation concerned, including a timetable for the 
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implementation of the agreed position. Where an urgent adoption of the position 

is necessary, and on the basis of a proposal by its chairman, the coordination 

group may agree to a shorter deadline. 

    (2) If, within the coordination group, the Member States represented 

reach agreement on the action to be taken by consensus, the chairman shall 

record the agreement and send it to the Marketing Authorisation Holder and the 

Member States. The Member States shall adopt necessary measures to maintain, 

vary, suspend, revoke or refuse renewal of the marketing authorisation 

concerned in accordance with the implementation timetable determined in the 

agreement. In the event that a variation is agreed upon, the Marketing 

Authorisation Holder shall submit to the NAMMD an appropriate application 

for a variation, including an updated summary of product characteristics and 

package leaflet within the determined timetable for implementation. 

     If an agreement by consensus cannot be reached, the position of the 

majority of the Member States represented within the coordination group shall 

be forwarded to the Commission which shall apply the procedure laid down in 

Articles 33 and 34 of Directive 2001/83/EC, as amended. However, by way of 

derogation from Article 34(1) of Directive 2001/83/EC, as amended, the 

procedure referred to in Article 121(2) shall apply. In such case, the NAMMD 

shall apply the decisions of the European Commission. 

     Where the agreement reached by the Member States represented within 

the coordination group or the position of the majority of the Member States 

represented within the coordination group differs from the recommendation of 

the Pharmacovigilance Risk Assessment Committee, the coordination group 

shall attach to the agreement or majority position a detailed explanation of the 

scientific grounds for the differences together with the recommendation. 

    (3) Where the scope of the procedure, as determined in accordance with 

Article 844 (4), includes at least one marketing authorisation granted in 

accordance with the centralised procedure provided for in Chapter 1 of Title II 

of Regulation (EC) No 726/2004, the Committee for Medicinal Products for 

Human Use shall, within 30 days of receipt of the recommendation of the 

Pharmacovigilance Risk Assessment Committee, consider the recommendation 

and adopt an opinion on the maintenance, variation, suspension, revocation or 

refusal of the renewal of the marketing authorisations concerned. Where an 

urgent adoption of the opinion is necessary, and on the basis of a proposal by 

its chairman, the Committee for Medicinal Products for Human Use may agree 

to a shorter deadline. Where the opinion of the Committee for Medicinal 

Products for Human Use differs from the recommendation of the 

Pharmacovigilance Risk Assessment Committee, the Committee for Medicinal 

Products for Human Use shall attach to its opinion a detailed explanation of the 

scientific grounds for the differences together with the recommendation. 
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    (4) On the basis of the opinion of the Committee for Medicinal Products 

for Human Use referred to in paragraph 3, the Commission shall: 

(a) adopt a decision addressed to the Member States concerning the 

measures to be taken in respect of marketing authorisations that are granted by 

the Member States and that are subject to the procedure provided for in this 

paragraph; and  

(b) where the opinion is that regulatory action is necessary, adopt a 

decision to vary, suspend, revoke or refuse renewal of the marketing 

authorisations granted in accordance with Regulation (EC) No 726/2004 and 

subject to the procedure provided for in this paragraph. 

     Articles 33 and 34 of this Directive shall apply to the adoption of the 

decision referred to in point (a) of the first subparagraph of this paragraph and 

to its implementation by the Member States. However, by way of derogation 

from Article 34(1) of this Directive, the procedure referred to in Article 121(2) 

thereof shall apply. Article 10 of Regulation (EC) No 726/2004 shall apply to 

the decision referred to in point (b) of the first subparagraph of this paragraph. 

However, by way of derogation from Article 10(2) of that Regulation, the 

procedure referred to in Article 87(2) thereof shall apply. Where the 

Commission adopts such decision, it may also adopt a decision addressed to the 

Member States pursuant to Article 127a of this Directive. The NAMMD shall 

apply the Decisions of the European Commission mentioned in a) and b), in 

accordance with provisions of Articles 748, 749 and 886 of this Title. 

 

SUBSECTION 5 

PARAGRAPH 5 

Publication of assessments 

      Article 847. – The NAMMD shall make public the final assessment 

conclusions, recommendations, opinions and decisions referred to in Articles 

837-846 by means of the European medicines web-portal, managed by the 

European Medicines Agency. 

 

SECTION 4 

 

Supervision of post-authorisation safety studies 

   

    Article 848. - (1) This section applies to non-interventional post-

authorisation safety studies which are initiated, managed or financed by the 

marketing authorisation holder voluntarily or pursuant to obligations imposed 

in accordance with Articles 731 or 733 21a or 22a, and which involve the 

collection of safety data from patients or healthcare professionals. 
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    (2) This section is without prejudice to national and EU requirements for 

ensuring the well-being and rights of participants in non-interventional post-

authorisation safety studies.   

    (3) The studies shall not be performed where the act of conducting the 

study promotes the use of a medicinal product.   

    (4) Payments to healthcare professionals for participating in non-

interventional post-authorisation safety studies shall be restricted to the 

compensation for time and expenses incurred. 

      (5) The NAMMD may require the marketing authorisation holder to 

submit the protocol and the progress reports to the competent authorities of the 

Member States in which the study is conducted.   

    (6) The Marketing Authorisation Holder shall send the final report to the 

competent authorities of the Member States in which the study was conducted 

within 12 months of the end of data collection.   

   (7) While a study is being conducted, the marketing authorisation holder 

shall monitor the data generated and consider its implications for the risk-

benefit balance of the medicinal product concerned. Any new information 

which might influence the evaluation of the risk-benefit balance of the 

medicinal product shall be communicated to the competent authorities of the 

Member State in which the medicinal product has been authorised in 

accordance with Article 736. The obligation laid down in the second 

subparagraph is without prejudice to the information on the results of studies 

that the marketing authorisation holder shall make available by means of the 

periodic safety update reports as laid down in Article 837.   

    (8) Articles 849-852 shall apply exclusively to studies referred to in 

paragraph 1 which are conducted pursuant to an obligation imposed in 

accordance with Articles 731 or 733.   

    Article 849. - (1) Before a study is conducted, the marketing authorisation 

holder shall submit a draft protocol to the Pharmacovigilance Risk Assessment 

Committee, except for studies to be conducted in Romania only, where conduct 

of the  study is requested according to Article 733. For such studies, the 

marketing authorisation holder shall submit a draft protocol to the NAMMD.   

    (2) Within 60 days of the submission of the draft protocol, the NAMMD 

or the Pharmacovigilance Risk Assessment Committee, as appropriate, shall 

issue:   

    a) letter endorsing the draft protocol;   

    b) a letter of objection, which shall set out in detail the grounds for the 

objection, in any of the following cases:   
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    (i) it considers that the conduct of the study promotes the use of a 

medicinal product;   

    (ii) it considers that the design of the study does not fulfil the study 

objectives; or   

    c) a letter notifying the marketing authorisation holder that the study is a 

clinical trial falling under the scope of  Rules for Implementation of Good 

Clinical Practice with medicinal products for human use, approved through 

Order of the Minister of Health*).   

    (3) The study may only commence when the written endorsement from 

the NAMMD or the Pharmacovigilance Risk Assessment Committee, as 

appropriate, has been issued; Where a letter of endorsement as referred to in 

paragraph 2(a) has been issued, the marketing authorisation holder shall 

forward the protocol to the NAMMD  and may thereafter commence the study 

according to the endorsed protocol. 

     Article 850. – After a study has been commenced, any substantial 

amendments to the protocol shall be submitted, before their implementation, to 

the NAMMD or the Pharmacovigilance Risk Assessment Committee, as 

appropriate. The NAMMD or the Pharmacovigilance Risk Assessment 

Committee, as appropriate, shall assess the amendments and inform the 

marketing authorisation holder of its endorsement or objection. Where 

applicable, the marketing authorisation holder shall inform Member States in 

which the study is conducted. 

    Article 851. - (1) Upon completion of the study, a final study report shall 

be submitted to the national competent authority or the Pharmacovigilance Risk 

Assessment Committee within 12 months of the end of data collection unless a 

written waiver has been granted by NAMMD  or the Pharmacovigilance Risk 

Assessment Committee, as appropriate 

    (2) The marketing authorisation holder shall evaluate whether the results 

of the study have an impact on the marketing authorisation and shall, if 

necessary, submit to the NAMMD an application to vary the marketing 

authorisation. 

    (3) Together with the final study report, the marketing authorisation 

holder shall electronically submit an abstract of the study results to the 

NAMMD or the Pharmacovigilance Risk Assessment Committee for risk 

assessment. 

    Article 852. - (1) Based on the results of the study and after consultation 

of the marketing authorisation holder, the Pharmacovigilance Risk Assessment 

Committee may make recommendations concerning the marketing 

authorisation, stating the reasons on which they are based. The 
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recommendations shall mention the divergent positions and the grounds on 

which they are based. 

    (2) When recommendations for the variation, suspension or revocation of 

the marketing authorisation are made for a medicinal product authorised by the 

Member States pursuant to Directive, 2001/83/EC, AS AMENDED the 

NAMMD and competent authorities of the other Member States represented 

within the coordination group shall agree ON a position on the matter taking 

into account the recommendation referred to in paragraph 1 and including a 

timetable for the implementation of the agreed position. If, within the 

coordination group, the Member States represented reach agreement on the 

action to be taken by consensus, the chairman shall record the agreement and 

send it to the marketing authorisation holder and the Member States. The 

NAMMD and competent authorities of the other Member States shall adopt 

necessary measures to maintain, vary, suspend or revoke the marketing 

authorisation concerned in accordance with the implementation timetable 

determined in the agreement. In the event that a variation is agreed upon, the 

marketing authorisation holder shall submit to the NAMMD an appropriate 

application for a variation, including an updated summary of product 

characteristics and package leaflet within the determined timetable for 

implementation. 

The agreement shall be made public on the European medicines web-portal 

established in accordance with Article 26 of Regulation (EC) no. 726/2004. If 

an agreement by consensus cannot be reached, the position of the majority of 

the Member States represented within the coordination group shall be 

forwarded to the Commission, which shall apply the procedure laid down in 

Articles 33 and 34 of Directive 2001/83/EC, as amended. In such cases, the 

NAMMD shall apply the decisions of the European Commission, in accordance 

with provisions of Articles 748 and 749 of this Title. Where the agreement 

reached by the Member States represented within the coordination group or the 

position of the majority of Member States differs from the recommendation of 

the Pharmacovigilance Risk Assessment Committee, the coordination group 

shall attach to the agreement or majority position a detailed explanation of the 

scientific grounds for the differences together with the recommendation. 

 

SECTION 5 

Implementation and guidance 

 

    Article 853. – In order to harmonise the performance of the 

pharmacovigilance activities provided for in this Law, the NAMMD shall apply 

the implementing measures adopted by the European Commission in the 
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following areas for which pharmacovigilance activities are provided for in 

Article 706(4) and Articles 827, 830, 831, 835, 836, 837, 843, 849 and 851:   

    a) the content and maintenance of the pharmacovigilance system master 

file kept by the marketing authorisation holder;   

    b) the minimum requirements for the quality system for the performance 

of pharmacovigilance activities by the NAMMD and the marketing 

authorisation holder;   

    c) the use of internationally agreed terminology, formats and standards 

for the performance of pharmacovigilance activities;   

    d) the minimum requirements for the monitoring of data in the 

Eudravigilance database to determine whether there are new risks or whether 

risks have changed;   

    e) the format and content of the electronic transmission of suspected 

adverse reactions by Member States and the marketing authorisation holder;   

    f) the format and content of electronic periodic safety update reports and 

risk management plans;   

    g) the format of protocols, abstracts and final study reports for the post-

authorisation safety studies.   

     Implementation rules shall take account of the work on international 

harmonisation carried out in the area of pharmacovigilance and shall, where 

necessary, be revised to take account of technical and scientific progress The 

NAMMD shall apply any measures deemed necessary for update of provisions 

of this chapter in order to take account of technical and scientific progress, after 

their adoption by the European Commission. 

    Article 854. – In order to facilitate the performance of pharmacovigilance 

activities within the EU, the NAMMD cooperates with the European Medicines 

Agency and with other interested parties to prepare the following guidelines:   

    a) guidance on good pharmacovigilance practices for both competent 

authorities and marketing authorisation holders;   

    b) scientific guidance on post-authorisation efficacy studies. 

 

SECTION XI 

Special provisions on medicinal products derived from human blood and 

plasma 

 

      Article 855. – For the collection and testing of human blood and human 

plasma, national legislation transposing provisions of Directive 2002/98/EC of 

the European Parliament and of the Council of 27 January 2003 setting 

standards of quality and safety for the collection, testing, processing, storage 
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and distribution of human blood and blood components and amending Directive 

2001/83/EC, as amended, shall apply.  

    Article 856. – The ministry of health shall take the necessary measures to 

promote self-sufficiency in human blood or human plasma in Romania. For this 

purpose, it shall encourage the voluntary unpaid donation of blood and plasma 

and shall take the necessary measures to develop the production and use of 

products derived from human blood or human plasma coming from voluntary 

unpaid donations. The ministry of health  shall notify the Commission of such 

measures. 

 

SECTION XII 

Supervision and sanctions 

 

     Article 857. - (1) The NAMMD shall, in cooperation with the European 

Medicines Agency, ensure that the legal requirements governing medicinal 

products are complied with, by means of inspections, if necessary unannounced, 

and, where appropriate, by requiring its own laboratory or a laboratory 

certified/acknowledged by the for that purpose to carry out tests on samples. 

This cooperation shall consist in sharing information with the Agency on both 

inspections that are planned and that have been conducted. The NAMMD, 

Member States and the EMA shall cooperate in the coordination of inspections 

in third countries. The inspections shall include but not be limited to the ones 

mentioned in paragraphs (2) – (7). 

    (2) Manufacturers, located in the Union or in third countries, and 

wholesale distributors of medicinal products shall be subject to repeated 

inspections.   

    (3) The NAMMD shall have a system of supervision including by 

inspections at an appropriate frequency based on risk, at the premises of the 

manufacturers, importers, or distributors of active substances, located on its 

territory, and effective follow-up thereof.. Whenever it considers that there are 

grounds for suspecting non-compliance with the legal requirements laid down 

in this Law, including the principles and guidelines of good manufacturing 

practice and good distribution practices referred to in Article 761 f) and Article 

764 b) and c), the NAMMD may carry out inspections at the premises of:   

    a) manufacturers or distributors of active substances located in third 

countries;   

    b) manufacturers or importers of excipients.   

    (4) Inspections referred to in paragraphs (2) and (3) may also be carried 

out in the Union and in third countries at the request of a Member State, the 

Commission or the EMA.   
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    (5) Inspections may also take place at the premises of marketing 

authorisation holders and of brokers of medicinal products.   

   (6) In order to verify whether the data submitted in order to obtain a 

conformity certificate comply with the monographs of the European 

Pharmacopoeia, the standardization body of the nomenclatures and the quality 

norms within the meaning of the Convention relating to the elaboration of the 

European Pharmacopoeia (the European Directorate for the Quality of 

Medicines and Healthcare) may ask the Commission or the Agency to request 

such an inspection when the starting material concerned is the subject of a 

European Pharmacopoeia monograph. 

    (7) The NAMMD may carry out inspections of starting material 

manufacturers at the specific request of the manufacturer. 

    (8) Inspections shall be carried out by officials representing the 

NAMMD, who shall be empowered to:   

    a) inspect the manufacturing or commercial establishments of 

manufacturers of medicinal products, of active substances or of excipients, and 

any laboratories employed by the holder of the manufacturing authorisation to 

carry out checks pursuant to Article 729;   

    b) take samples including with a view to independent tests being carried 

out by a NAMMD laboratory or by a laboratory certified/acknowledged to this 

purpose by the NAMMD; the costs of samples collected during supervision 

shall be covered, as required, by the manufacturer or the distributor; the cost of 

tests performed by the NAMMD or by the NAMMD certified laboratories are 

paid from the NAMMD budget, if the product is of appropriate quality, and by 

the responsible manufacturer or distributor, if the product is non-compliant in 

terms of quality;   

    c) examine any documents relating to the object of the inspection, subject 

to relevant provisions of national legislation in force placing restrictions on 

these powers with regard to the description of the manufacturing method;   

    d) inspect the premises, records, documents and pharmacovigilance 

system master file of the marketing authorisation holder or any companies 

employed by the marketing authorisation holder to perform the activities 

described in Section IX. 

    (9) Inspections shall be carried out in accordance with the guidelines 

referred to in Article 858.   

    (10) The NAMMD shall take all appropriate steps to ensure that the 

manufacturing processes used in the manufacture of immunological products 

are properly validated and attain batch-to-batch consistency.   

    (11) Following every inspection as referred to in (1), the NAMMD shall 

report on whether the inspected entity complies with the principles and 
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guidelines of good manufacturing practice and good distribution practices 

referred to in Articles 764 and 807, as applicable, or on whether the marketing 

authorisation holder complies with the requirements laid down in Section X; 

the NAMMD shall communicate the content of those reports to the inspected 

entity. Before adopting the report, the NAMMD shall give the inspected entity 

concerned the opportunity to submit comments.  

    (12) Without prejudice to any arrangements which may have been 

concluded between the Union and third countries, the NAMMD, the 

Commission or the EMA may require a manufacturer established in a third 

country to submit to an inspection as referred to in this Article. 

    (13) Within 90 days of an inspection as referred to in paragraph 1, a 

certificate of good manufacturing practice or good distribution practices shall, 

when applicable, be issued to the inspected entity if the outcome of the 

inspection shows that it complies with the principles and guidelines of good 

manufacturing practice or good distribution practices as provided for by Union 

legislation. If inspections are performed as part of the certification procedure 

for the monographs of the European Pharmacopoeia, a certificate shall be drawn 

up. 

    (14) The NAMMD shall enter the certificates of good manufacturing 

practice and good distribution practices which they issue in a Union database 

managed by the EMA on behalf of the Union. Pursuant to Article 771(7), the 

NAMMD shall also enter information in that database regarding the registration 

of importers, manufacturers and distributors of active substances. The database 

shall be publicly accessible. 

    (15) If the outcome of the inspection as referred to in (8) or the outcome 

of an inspection of a distributor of medicinal products or active substances or at 

the site of a manufacturer of excipients is that the inspected entity does not 

comply with the legal requirements and/or the principles and guidelines of good 

manufacturing practice or good distribution practices as provided for by 

national law, the information shall be entered in the EU database as provided 

for in (14).  

    (16) Inspections mentioned in (8) d) may also be performed upon request 

of an EU member state, the European Commission or the European Medicines 

Agency.   

   (17) If the outcome of the inspection mentioned in (8) d) is that the 

marketing authorisation holder does not comply with the pharmacovigilance 

system as described in the pharmacovigilance system master file and with 

Section X of this Title, the NAMMD shall bring the deficiencies to the attention 

of the marketing authorisation holder and give him the opportunity to submit 

comments. In such case the NAMMD shall inform the other Member States, the 

EMA and the Commission. Where appropriate, NAMMD shall take the 
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necessary measures to ensure that the marketing authorisation holder is subject 

to effective, proportionate and dissuasive penalties. 

    Article 858. – The NAMMD shall apply the detailed guidelines laying 

down the principles applicable to inspections referred to in Article 857, adopted 

by the European Commission; the NAMMD transposes the form and the 

contents of the authorisation mentioned in Article 755 (1) and in Article 800 

(1), of reports mentioned in Article 857 (11), of the Good Manufacturing 

Practice and of Good Distribution Practice certificates mentioned in Article 857 

(13), established by the European Medicines Agency. 

    Article 859. - (1) In the context of Article 763 (3), Romania shall take 

into account the list of active substance exporting third countries, set up by the 

European Commission upon request of an exporting third country, based on the 

assessment whether that country’s regulatory framework applicable to active 

substances exported to the Union and that the respective control and 

enforcement activities ensure a level of protection of public health equivalent 

to that of the Union. 

    (2) The NAMMD shall cooperate with the European Commission, the 

European Medicines Agency and competent authorities in the other Member 

States for conduct of assessment provided for under (1).   

    Article 860. – The NAMMD shall take all appropriate measures to ensure 

that the holder of the marketing authorisation for a medicinal product and, 

where appropriate, the holder of the manufacturing authorisation, furnish proof 

of the controls carried out on the medicinal product and/or the ingredients and 

of the controls carried out at an intermediate stage of the manufacturing process, 

in accordance with the methods laid down in Article 706 (4) i). 

    Article 861. – For the purpose of implementing provisions of Article 860, 

the NAMMD may require manufacturers of immunological products to submit 

copies of all control reports signed by the qualified person, in accordance with 

Article 769.   

    Article 862. - (1) Where it considers it necessary in the interests of public 

health, the NAMMD may require the MAH:   

   - live vaccines;   

   - immunological products used in primary immunisation of infants or of other 

risk groups;   

   - immunological medicinal products used in public health immunisation 

programmes;   

   - new immunological medicinal products or immunological medicinal 

products manufactured using new or altered kinds of technology for a particular 

manufacturer, during a transitional period normally specified in the marketing 

authorisation,  to submit samples from each medicinal product batch of the bulk 

for examination by a State laboratory or NAMMD designated laboratory for 
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that purpose  before release on to the market unless, in the case of a batch 

manufactured in another Member State, the competent authority of that Member 

State has previously examined the batch in question and declared it to be in 

conformity with the approved specifications.  

     The NAMMD shall ensure that any such examination is completed within 

60 days of the receipt of the samples.  

    (2) In the interest of public health, the NAMMD may require the 

marketing authorisation holder for medicinal products derived from human 

blood or human plasma to submit samples from each batch of the bulk for 

testing by a State laboratory or a NAMMD designated  laboratory for that 

purpose before being released into free circulation, unless the competent 

authorities of another Member State have previously examined the batch in 

question and declared it to be in conformity with the approved specifications. 

Member States shall ensure that any such examination is completed within 60 

days of the receipt of the samples. 

     Article 863. - (1) The NAMMD shall take all necessary measures to 

ensure that the manufacturing and purifying processes used in the preparation 

of medicinal products derived from human blood or human plasma are properly 

validated, attain batch-to-batch consistency and guarantee, insofar as the state 

of technology permits, the absence of specific viral contamination. 

    (2) To this end, manufacturers shall notify the NAMMD of the method 

used to reduce or eliminate pathogenic viruses liable to be transmitted by 

medicinal products derived from human blood or human plasma. 

   (3) The NAMMD may submit samples of the bulk and/or the medicinal 

product for testing by a State laboratory or a NAMMD designated laboratory 

for that purpose, either during the examination of the application pursuant to 

Article 728, or after a marketing authorisation has been granted.  

    Article 864. - (1) The NAMMD shall suspend, revoke or vary a marketing 

authorisation if the view is taken that the medicinal product is harmful or that it 

lacks therapeutic efficacy, or that the risk-benefit balance is not favourable, or 

that its qualitative and quantitative composition is not as declared. Therapeutic 

efficacy shall be considered to be lacking when it is concluded that therapeutic 

results cannot be obtained from the medicinal product. 

    (2) A marketing authorisation may also be suspended, revoked or varied 

where the particulars supporting the application as provided for in Articles 706, 

708, 709, 710, 711 or 712 are incorrect or have not been amended in accordance 

with Article 736, or where any conditions referred to in Articles 731, 732 or 

733 have not been met or where the controls referred to in Article 860 have not 

been carried out. 

    (3) The provisions of (2) also apply in cases where the manufacture of 

the medicinal product is not carried out in compliance with the particulars 
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provided pursuant to point Article 706 (4) e) or where controls are not carried 

out in compliance with the control methods described pursuant to 706 (4) i). 

    Article 865. -   (1) Without prejudice to the measures provided for in 

Article 864, the NAMMD shall take all appropriate steps to ensure that the 

supply of the medicinal product is prohibited and the medicinal product 

withdrawn from the market, if the view is taken that: 

   a) the product is harmful; or   

   b) it lacks therapeutic efficacy; or   

   c) the risk-benefit balance is not favourable; or 

   d) the qualitative and quantitative composition is not as declared; or   

   e) the controls on the medicinal product and/or on the ingredients and the 

controls at an intermediate stage of the manufacturing process have not been 

carried out or if some other requirement or obligation relating to the grant of the 

manufacturing authorisation has not been met.  

    (2) The NAMMD may limit the prohibition to supply the product, or its 

withdrawal from the market, to those batches which are the subject of dispute. 

    (3) for a medicinal product for which the supply has been prohibited or 

which has been withdrawn from the market in accordance with paragraphs (1) 

and (2), the NAMMD may, in exceptional circumstances during a transitional 

period, allow the supply of the medicinal product to patients who are already 

being treated with the medicinal product.  

    Article 866. - (1) Competent authorities shall have a regulatory system in 

place which aims at preventing medicinal products that are suspected to present 

a danger to health from reaching the patient.   

    (2) The regulatory system referred to (1) shall cover the receipt and 

handling of notifications of suspected falsified medicinal products as well as of 

suspected quality defects of medicinal products. Moreover, the system shall also 

cover recalls of medicinal products by marketing authorisation holders or 

withdrawals of medicinal products from the market ordered by the NAMMD 

from all relevant actors in the supply chain both during and outside normal 

working hours. The system shall also make it possible to recall, where necessary 

with the assistance of healthcare professionals, medicinal products from 

patients who received such products.  

    (3) If the medicinal product in question is suspected of presenting a 

serious risk to public health, the NAMMD shall, without any delay, transmit a 

rapid alert notification to all Member States and all actors in the supply chain 

in that Member State. In the event of such medicinal products being deemed to 

have reached patients, urgent public announcements shall be issued within 24 

hours in order to recall those medicinal products from the patients. Those 

announcements shall contain sufficient information on the suspected quality 

defect or falsification and the risks involved. 
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    (4) By 22 July 2013, the NAMMD notifies the European Commission of 

the details of the national regulatory system adopted in line with this Article. 

    Article 867. - (1) The NAMMD shall suspend or revoke the marketing 

authorisation for a category of preparations or all preparations where any one 

of the requirements laid down in Article 756 is no longer met. 

    (2) In addition to the measures specified in Article 865, the NAMMD 

may suspend manufacture or imports of medicinal products coming from third 

countries, or suspend or revoke the manufacturing authorisation for a category 

of preparations or all preparations where Articles 757, 761, 769 and are not 

complied with.  

    Article 868. - The NAMMD shall notify the national provisions adopted 

pursuant to this Article to the Commission by 2 January 2013 and shall notify 

any subsequent amendment of those provisions without delay.   

    Article 869. – The NAMMD shall organise meetings involving patients 

and consumers’ organisations and, as necessary, prevention and enforcement 

authorities in Romania, in order to communicate public information about the 

actions undertaken in the area of prevention and enforcement to combat the 

falsification of medicinal products.  

    Article 870. - In applying this Law, the Ministry of Health and the 

NAMMD shall take the necessary measures to ensure cooperation with customs 

authorities.  

    Article 871. – Provisions of this Section shall also apply to homeopathic 

medicinal products.   

    Article 872. - (1) Wholesale and retail distribution units are required to 

inform the NAMMD on quality deficiencies brought to their knowledge. 

    (2) The NAMMD reviews the complaints related to quality deficiencies 

and proposes appropriate administrative measures.   

    (3) Pharmaceutical units are required to comply with legal provisions on 

recall of non-compliant medicinal products.   

    (4) Any manufacturer or distributer shall dispose of products non-

compliant in terms of quality or expired, in accordance with the regulations in 

force; psychotropic or psychoactive medicines shall be disposed of in 

accordance with legislation in force.   

    (5) Any medicinal product user may inform the NAMMD on quality 

deficiencies found in relation to the products used.   

    Article 873. – Non-compliance with provisions of this Title elicits 

disciplinary, civil, administrative or criminal liability, as appropriate.   

    Article 874. - (1) Non-compliance with Good Clinical Practice rules is an 

offence and is punishable by 1- to 6 months imprisonment or a fine.   

    (2) Conduct by clinical trial unqualified staff of clinical trials requiring 

NAMMD approval is punishable by 3 months - 2 years imprisonment or a fine.  
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    Article 875. - (1) The following acts shall constitute offences and shall 

be sanctioned as follows: 

     a) a 10,000 – 30,000 RON fine applied to the manufacturer and closure 

of the site shall be applied, in cases of manufacturing site operating without a 

NAMMD authorisation for manufacture; the same fine and closure of the site 

shall be applied and the site shall be closed in the case of wholesale distribution 

units operating without NAMMD authorisation; 

    b) 500–10,000 RON fine shall be applied, in case of noncompliance with 

good laboratory practice by laboratories carrying out pharmacotoxicological 

testing for set up of documentation for marketing authorisation of a medicinal 

product for human use; 

    c) 500–10,000 RON fine shall be applied to the 

manufacturer/importer/distributor, as appropriate, in case of: conduct, within 

their premises, of activities other than authorised; distribution of medicinal 

products by the manufacturer or wholesale distributors to units not authorised 

according to the law; distribution by wholesalers to drugstores of medicinal 

products other than OTCs; participation in the manufacturing and distribution 

process involving technical operations which require specialised training, of 

staff not appropriately qualified, as well as violation of provisions on medicinal 

product labelling and package leaflet, medicinal product advertising, reporting 

of changes in manufacturing/import/distribution, noncompliance with good 

pharmacovigilance practices withdrawals by the marketing authorisation 

holder, disregard for conditions of medicinal product storage, violation of 

export legislation, of provisions on medicinal product donations and supply of 

free medicinal product samples;  

    d) 10,000–30,000 RON fine shall be applied to the 

manufacturer/importer/ distributor for violation of conditions underlying 

authorisation of the manufacturing/import/distribution site or non-compliance 

with provisions of the Good Manufacturing Practice and the Good Distribution 

Practice guidelines; 

    e) 10,000–20,000 RON fine shall be applied for medicinal product 

manufacturing and distribution in the absence of documents certifying their 

origin and/or quality, for violation of provisions of the procedure for medicinal 

product recall by manufactures or distributors as well as for possession and 

distribution of medicinal products whose shelf life is overdue or with 

noncompliant test reports;  

    f) 500–10,000 RON fine shall be applied for absence of the chief 

pharmacist or his alternate from the distribution premises during operation 

hours; the same fine applies in instances of  absence from the distribution 

premises of the Quality Responsible Person or their alternate during operation 

hours; 
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    g) 10,000–30,000 RON fine and one-year suspension of the 

manufacturing/import/distribution authorisation shall be applied for repeated 

offence as per c), e), j) and m) over a 3-month period; 

    h) 500 – 20,000 RON fine and suspension of the wholesale distribution 

authorisation for noncompliance with Good Distribution Practice guidelines 

until remedy of deficiencies found; the same shall be applied and exclusion 

from the Brokers’ Registry of brokers who disregard specific stipulations of 

Good Distribution Practice guidelines; 

    i) 10,000 – 30,000 RON fine for violation by the marketing authorisation 

holder of conditions/restrictions provided for in the marketing authorisation on 

medicinal product classification for release or use as well as those related to 

safe and effective use of medicinal products, of their obligations to: report 

adverse reactions and submit Periodic Safety Update Reports to the NAMMD 

as well as variations to marketing authorisation terms, notify the NAMMD on 

the date of actual marketing, provide the NAMMD or the Ministry of Health, 

as appropriate,  with data on the medicinal product amount and of sales and 

prescription, in accordance with provisions of this Title; 

   j) 2,000 –500 RON fine shall be applied for importers in violation of their 

commitment to submit the NAMMD the status of each import, in accordance 

with provisions in force or for incomplete or inaccurate reporting;  

    k) 500–10,000 RON fine shall be applied for violation of the obligation 

to submit, within 6 months as of completion, any other marketing authorisation 

holder sponsored studies/trials involving paediatric use on a medicinal product 

covered by the respective marketing authorisation, irrespective of whether 

conducted in accordance with an agreed paediatric investigation plan; 

    l) 10,000–30,000 RON fine and prohibition of operations shall be applied 

to brokers failing to inform the NAMMD on brokerage operations concerning 

medicinal products/ active substances in Romania; 

    m) 10,000– 30,000 RON fine shall be applied to 

manufacturers/importers/ wholesale distributors in breach of their commitment 

to submit the NAMMD the status of medicinal products distributed, in 

accordance with provisions in force or for incomplete or inaccurate reporting;   

    n) 50,000–100,000 RON fine and suspension of authorisation shall be 

applied for wholesale distributors in breach of their obligations as stipulated in 

Article 699 19), Article 799 (6) and Article 804 (2).  

    o) 50,000– 100,000 RON fine shall be applied for marketing 

authorisation holders/marketing authorisation holder representatives in breach 

of marketing authorisation holder representative obligations as stipulated in 

Article 699 19) and Article 804 (2) as well as obligations provided for in Article 

799 (6);   
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    p) 10,000– 0,000 RON fine shall be applied for violation of the obligation 

stipulated in Article 737 (2);   

    q) 10,000–20,000 RON fine shall be applied for inaccurate release by the 

manufacturer’s/importer’s Qualified Person of the medicinal product batch 

manufactured in/imported to Romania;   

   r) 10,000–30,000 RON fine and 1-year suspension of the Qualified 

Person Certificate shall be applied for repeated violation within 6 months of the 

same offence as referred to under p); the suspension shall only be lifted based 

on proof that the Qualified Person has been included in at least one relevant 

training session during suspension; 

    s) 10,000–30,000 RON fine shall be applied to the investigator and 

suspension of clinical trial for NAMMD unauthorised conduct of clinical trials 

in Romania or trials for which the National Ethics Commission or the 

Institutional Ethics Commission has not granted a favourable opinion;   

    ş) 10,000–30,000 RON fine shall be applied to the investigator and 

suspension of clinical trial for conduct of clinical trials in Romania on sites not 

authorised by the ministry of health for conduct of clinical trials on medicinal 

products for human use;  

    t) 10,000–20,000 RON fine shall be applied to the sponsor for supply of 

an investigator/institution with the investigational medicinal product before 

documentation has been prepared in its entirety (e.g., approval by the National 

Ethics Commission or the Institutional Ethics Commission and the NAMMD); 

    ţ) 2,000– 500 RON fine shall be applied to the sponsor for violation of 

their obligations relating to assessment of investigational medicinal product 

safety during the study;   

    u) 2,000– 500 RON fine shall be applied to the investigator for violation 

of their obligations relating to reporting of serious adverse reactions occurring 

after administration of the investigational medicinal product safety during the 

study;   

    v) 10,000– 30,000 RON fine shall be applied for not allowing NAMMD 

inspectors’ access to documents or premises of the inspected site; 

    w) 10,000– 30,000 RON fine shall be applied to active substance 

manufacturers/importers/wholesale distributors or violation of stipulations in 

this Law on active substance manufacture/import and distribution; 

   x) 10,000– 30,000 RON fine shall be applied to medicinal product 

manufacturers in violation of provisions under Article 761 f);   

    y) 5.000– 10,000 RON fine shall be applied to distributors not in 

possession of a marketing authorisation for breach of stipulations under Article 

799 (4);   
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    z) 500– 10,000 RON fine shall be applied to manufacturers/importers/ 

wholesalers/retailers/marketing authorisation holders, as appropriate, in 

violation of provisions on medicinal product advertising; 

    (2) Offences ascertained and fines under (1) are applied by NAMMD 

inspectors and the ministry of health, as appropriate; 

    Article 876. -   Provisions of Article 875 shall be supplemented with 

provisions of Government Ordinance no. 2/2001 on the legal regime of 

contraventions, approved by Law 180/2002, as amended. 

    Article 877. -   Violation of legal provisions on the regime of psychotropic 

and psychoactive medicinal products is punishable as provided by the law in 

force. 

 

SECTION XIII 

General provisions 

 

      Article 878. - (1) The Ministry of Health shall take all appropriate 

measures to ensure that the NAMMD communicates to competent authorities 

of the Member States such information as is appropriate to guarantee that the 

requirements placed on the authorisations referred to in Articles 755 and 800, 

on the certificates referred to in Article 857, (13) or on the marketing 

authorisations are fulfilled. 

    (2) Upon reasoned request, the NAMMD shall communicate by e-mail 

the reports referred to in Article 857, (11) to the competent authorities of 

another Member State or the European Medicines Agency. 

    (3) The conclusions reached in accordance with Article 857, (1) shall be 

valid throughout the European Community. However, in exceptional cases, if 

the NAMMD is unable, for reasons relating to public health, to accept the 

conclusions reached following an inspection under Article 857, (1), it shall 

forthwith inform the European Commission and the European Medicines 

Agency. 

    Article 879. - (1) The NAMMD shall take all the appropriate measures to 

ensure that decisions authorising marketing, refusing or revoking a marketing 

authorisation, cancelling a decision refusing or revoking a marketing 

authorisation, prohibiting supply, or withdrawing a product from the market, 

together with the reasons on which such decisions are based, are brought to the 

attention of the European Medicines Agency forthwith. 

    (2) The marketing authorisation holder shall be obliged to immediately 

notify the NAMMD, as well as the competent authorities of the Member States 

concerned forthwith of any action taken by him to suspend the marketing of a 

medicinal product or to withdraw a medicinal product from the market, or to 

not request renewal of a marketing authorisation, together with the reasons for 
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such action. The Marketing Authorisation Holder should especially declare 

whether such action is based on any of the grounds mentioned in Article 864 or 

Article 865 (1).   

    (3) The Marketing Authorisation Holder shall also resort to notification 

mentioned in (2) when the action takes place in a third country and is based on 

any of the grounds mentioned in Article 864 or Article 865 (1).   

    (4) The Marketing Authorisation Holder also notifies the European 

Medicines Agency when the actions mentioned in (2) or (3) are based on any 

of the grounds mentioned in Article 864 or Article 865 (1).   

    (5) The NAMMD shall ensure that appropriate information about action 

taken pursuant to paragraphs (1) and (2), which may affect the protection of 

public health in third countries is forthwith brought to the attention of the World 

Health Organisation, with a copy to the European Medicines Agency. 

    (6) The NAMMD shall take into account the yearly List published by the 

European Medicines Agency, made available to the public, concerning 

medicinal products whose marketing authorisations have been refused, revoked 

or suspended at EU level, whose supply has been prohibited or which have been 

withdrawn from the market, including the grounds for such action. 

    Article 880. - The NAMMD shall communicate to EU Member States 

and receive from them all the information necessary to guarantee the quality 

and safety of homeopathic medicinal products manufactured and marketed 

within Romania and the European Community and in particular the information 

referred to in Articles 8789 and 879. 

    Article 881. - (1) Every decision referred to in this Title which is taken 

by the NAMMD shall state in detail the reasons on which it is based. 

   (2) Such decision shall be notified to the party concerned, together with 

information as to the redress available to them under the laws in force and of 

the time-limit allowed for access to such redress. 

   (3) Decisions to grant or revoke a marketing authorisation shall be made 

publicly available. 

    Article 882. - (1) An authorisation to market a medicinal product shall 

not be refused, suspended or revoked except on the grounds set out in this Title. 

    (2) No decision concerning suspension of manufacture or of importation 

of medicinal products coming from third countries, prohibition of supply or 

withdrawal from the market of a medicinal product may be taken except on the 

grounds set out in Articles 865 and 867. 

    Article 883. - (1) In the absence of a marketing authorisation or of a 

pending application for a medicinal product authorised in another Member State 

in accordance with Directive 2001/83/EC, as amended, the NAMMD may for 

justified public health reasons authorise the placing on the market of the said 

medicinal product. 
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    (2) When the NAMMD avails itself of this possibility, it shall adopt the 

necessary measures in order to ensure that the requirements of this Title are 

complied with, in particular those referred to in Sections 5, 6, 8, 10 and 12 of 

this Title. The NAMMD may decide that provisions of Article 785 paragraphs 

(1) and (2) do not apply to medicinal products authorised in line with (1).   

    (3) Before granting such an authorisation, the NAMMD shall: 

    a) notify the marketing authorisation holder, in the Member State in 

which the medicinal product concerned is authorised, of the proposal to grant 

an authorisation under this Article in respect of the product concerned; and 

    b) request the competent authority in that Member State to submit copies 

of the assessment report referred to in Article 21 (4) of Directive 2001/83/EC 

and of the marketing authorisation in force in respect of the medicinal product 

concerned. If so requested, the competent authority in the respective Member 

State shall supply, within 30 days of receipt of the request, a copy of the 

assessment report and the marketing authorisation in respect of the medicinal 

product concerned. 

    (4) The NAMMD shall notify the European Commission if any medicinal 

product is authorised, or ceases to be authorised, under (1), including the name 

or corporate name and permanent address of the authorisation holder. 

   Article 884. - (1) In order to guarantee independence and transparency, 

the NAMMD shall ensure that members of its staff responsible for granting 

authorisations, rapporteurs and experts concerned with the authorisation and 

surveillance of medicinal products have no financial or other interests in the 

pharmaceutical industry which could affect their impartiality; these persons 

shall make an annual declaration of their financial interests. 

    (2) In addition, the NAMMD shall make publicly accessible its rules of 

procedure and those of its committees, agendas for its meetings and records of 

its meetings, accompanied by decisions taken, details of votes and explanations 

of votes, including minority opinions. 

    Article 885. - (1) At the request of the manufacturer, the exporter or the 

authorities of an importing third country, the NAMMD shall certify that a 

manufacturer of medicinal products is in possession of the manufacturing 

authorisation; when issuing such certificates, the NAMMD shall comply with 

the following conditions: 

a) they shall have regard to the recommendations of the World Health 

Organisation; 

    b) for medicinal products intended for export which are already 

authorised in Romania, they shall supply the summary of the product 

characteristics as approved in accordance with Article 730. 
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    (2) When the manufacturer is not in possession of a marketing 

authorisation they shall provide the NAMMD with a declaration explaining why 

no marketing authorisation is available. 

     Article 886. - When a medicinal product authorised in accordance with 

the centralised procedure, the NAMMD shall implement conditions or 

restrictions referred to in the opinion of the Committee for Medicinal Products 

for Human Use of the European Medicines Agency. 

    Article 887. - The NAMMD shall ensure that appropriate collection 

systems are in place for medicinal products that are unused or have expired.  

    Article 888. - Provisions of this Title shall also apply to medicinal 

products containing narcotic and psychotropic substances, as well as to 

medicinal products containing hazardous chemical substances, regulated by 

Law 360/2003, republished, on the regime of hazardous chemical substances 

and preparations, as amended. 

    Article 889. - On ministry of health proposal on grounds of public health, 

the Government may limit or prohibit export of certain medicinal products for 

specified periods of time. 

    Article 890. – Except for over the counter medicinal products (OTCs), 

the ministry of health shall establish, formulate an opinion on and approve, 

through order of the minister of health, the maximum prices of medicinal 

products for human use authorised for marketing in Romania. 

SECTION XIV 

Final and transitional provisions 

 

      Article 891. - (1) In case of reference medicinal products authorised for 

marketing or for which authorisation applications have been submitted in 

Romania or in Member States before 30 October 2005, or to the European 

Medicines Agency, respectively, for authorisation through centralised 

procedure, before 20 November 2005, provisions of paragraphs (2) to (9) shall 

apply. 

    (2) By way of derogation from Article 706, (4), k), without prejudice to 

the law relating to the protection of industrial and commercial property, the 

applicant shall not be required to provide the results of preclinical tests and of 

clinical trials, on condition they can demonstrate that the medicinal product is 

a generic of a reference medicinal product which is or has been authorised in 

Romania, in a Member State or, through centralised procedure, in the European 

Union. 

    (3) Applicants may avail themselves of the right provided for in (2) only 

after at least 6 years have elapsed since authorisation of the reference medicinal 

product in Romania or a Member State, or at least 10 years since authorisation 
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by centralised procedure of high-technology medicinal products in the 

European Community (data exclusivity period), respectively. 

   (4) The data exclusivity period is counted from the date of reference 

medicinal product authorisation in Romania, in a Member State or the EU, 

through centralised procedure, whichever was first.   

    (5) In case the reference medicinal product has not been authorised in 

Romania, the documentation submitted by the applicant shall mention the name 

of the Member State in which the reference medicinal product is or has been 

authorised, or the fact that the medicinal product has been authorised in the 

European Union through centralised procedure. The NAMMD shall require the 

competent authority in the Member State mentioned by the applicant, or the 

European Medicines Agency respectively, to confirm that the reference 

medicinal product is or has been authorised, its complete composition and any 

other relevant documentation, as appropriate. 

    (6) For the purposes of this Article, high-technology medicinal products 

shall refer to medicinal products in one of the categories below, authorised 

through centralised procedure: 

    a) medicinal products developed by means of the following 

biotechnological processes: 

- recombinant DNA technology, 

- controlled expression of genes coding for biologically active proteins in 

prokaryotes and eukaryotes including transformed mammalian cells, 

- hybridoma and monoclonal antibody methods. 

    b) medicinal products developed by biotechnological processes other 

than mentioned in a) and which constitute significant innovation, 

    c) medicinal products administered by means of new delivery systems, 

which constitute significant innovation, 

d) medicinal products for an entirely new indication, which is of 

significant therapeutic interest, 

e) medicinal products based on radio-isotopes, which are of significant 

therapeutic interest, 

f) new medicinal products derived from human blood or human plasma; 

g) medicinal products the manufacture of which employs processes 

which demonstrate a significant technical advance such as two-dimensional 

electrophoresis under micro-gravity. 

h) medicinal products containing a new active substance which was not 

authorised for use in a medicinal product intended for human use by any 

Member State, before 1 January 1995. 

    (7) However, where the medicinal product is intended for a therapeutic 

use other than that of the other medicinal products on the market or for 

administration by different routes, or in different doses, the results of 
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appropriate toxicological and pharmacological tests and/or of appropriate 

clinical trials shall be provided. 

    (8) The NAMMD may only receive authorisation applications for generic 

medicinal products after expiry of the data exclusivity period granted in 

Romania for the reference medicinal product. 

    (9) For the purposes of this Article, the terms “reference medicinal 

product” and “generic medicinal product” shall mean the same as in Article 708, 

(2). 

    Article 892. - With regard to the marketing authorisation procedure 

related to applications submitted to the NAMMD before the present Title entry 

into force, legal provisions shall be observed as in force at the time of 

submission of the application.  

    Article 893. - On submission of documentation for marketing 

authorisation, applicants shall pay to the NAMMD a 1000 EUR fee for 

marketing authorisation or its RON equivalent at the National Bank of Romania 

current exchange rate, to be transferred to the state budget.  

    Article 894. - The authorisation for marketing of medicinal products shall 

not be subject to regulations concerning tacit approval procedure, except for 

provisions of Article 783, (3). 

    Article 895. - On submission of documentation for authorisation of 

operation, wholesalers shall pay to the NAMMD account the fee for operation 

authorisation, as approved through Order of the Minister of Health. 

    Article 896. - Fees proposed by the NAMMD for its activities shall be 

approved by Order of the Minister of Health, published in the Official Gazette 

of Romania, Part I.   

      Article 897. - Expenses required for carrying out inspections by 

NAMMD employees for grant of wholesale authorisation or other types of 

inspections shall be ensured from the NAMMD budget.  

    Article 898. - The data exclusivity period provided for in Article 708, (1) 

shall apply to reference medicinal products for which an application for 

authorisation has been submitted to the NAMMD or to Member States after 30 

October 2005, or to the European Medicines Agency for authorisation through 

centralised procedure after 20 November 2005, respectively. 

    Article 899. - For the traditional herbal medicinal products which are 

already on the market on the entry into force of this Title, the NAMMD shall 

apply the provisions of this Title within seven years after its entry into force. 

    Article 900. - (1) On the date of this Title entry into force, Government 

Emergency Ordinance no. 152/1999 on medicinal products for human use, 

published in the Official Gazette of Romania, Part I, no. 508 of 20 October 

1999, approved as amended through Law no. 336/2002, as amended, shall be 
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repealed, except for Article 109, (11), as shall any other provisions contrary to 

this Law. 

    (2) Implementation legislation prepared based on Government 

Emergency Ordinance no. 152/1999, approved as amended through Law 

no.336/2002, as amended, shall remain in force to the extent it does not 

contradict the present Title. 

    (3) By way of derogation from (1), the following provisions shall be 

repealed three days from the publication of the present law: 

a) Article 231 of Government Emergency Ordinance no. 152/1999, 

approved as amended through Law no. 336/2002, as amended; 

    b) Article 9 2)(iii) of Annex 1 “Regulations on marketing authorisation 

and supervision of medicinal products for human use)” of Order of the Minister 

of Health and the family no. 263/2003, published in the Official Gazette of 

Romania, Part I, no. 336 of 19 May 2003 concerning approval of Regulations 

on marketing authorisation and supervision, advertising, labelling and leaflet of 

medicinal products for human use, published in the Official Gazette of 

Romania, Part I, no. 336 and no. 336 bis of 19 May 2003;   

    c) Order of the Minister of Health no. 1443/2004 on approval of Rules 

for the application of Government Emergency Ordinance no. 152/1999 on 

medicinal products for human use approved as amended through Law no. 

336/2002, as amended, on data exclusivity, published in the Official Gazette of 

Romania, Part I, no. 1077 of 19 November 2004. 

 

* 

     This Title is a transposition of Directive 2001/83/EC of the European 

Parliament and of the Council of 6 November 2001 on the Community code 

relating to medicinal products for human use, published in the Official Journal 

of the European Commission, no. L 311 of 28 November 2001, as amended, 

except for the Annex and amended by: Directive 2002/98/EC of the European 

Parliament and of the Council of 27 January 2003 on standards of quality and 

safety for the collection, testing, processing, storage and distribution of human 

blood and blood components, amending Directive 2001/83/EC, published in the 

Official Journal of the European Union, no. L 33 of 8 February 2003, as 

amended, Directive 2004/24/EC of the European Parliament and of the Council 

of 31 March 2004, modifying, as regards traditional herbal drugs, Directive 

2001/83/EC on the Community code relating to medicinal products for human 

use, published in the Official Journal of the European Union, no. L 136 of 30 

April 2004, Directive 2004/27/EC of the European Parliament and of the 

Council of 31 March 2004 amending Directive 2001/83/EC on the Community 

code relating to medicinal products for human use, published in the Official 

Journal of the European Union, no. L 136 din 30 April 2004, as amended, 
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Directive 2009/53/EC of the European Parliament and of the Council of 18 June 

2009 amending Directive 2001/82/EC and Directive 2001/83/EC as regards 

variations to the terms of marketing authorisations for medicinal products, 

published in the Official Journal of the European Union, no. L 168 of 30 June 

2009, and Directive 2010/84/EU of the European Parliament and of the Council 

of 15 December 2010 amending, as regards pharmacovigilance, Directive 

2001/83/EC on the Community code relating to medicinal products for human 

use, published in the Official Journal of the European Union, no. L 384/74 of 

31 December 2010. 
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Order no. 1295/2015  

on manufacturing authorisation of manufacturers, importers of 

medicinal products for human use, investigational medicinal products 

included, of independent control sites and grant of Good Manufacturing 

Practice Certificates 

 

 

 

ISSUED BY:     THE MINISTRY OF HEALTH 

PUBLISHED IN: THE OFFICIAL GAZETTE OF ROMANIA, PART I, NO. 

837 OF 10 NOVEMBER 2015 

 

 

         On seeing Approval Report no. N.B. 10.483/2015 of the Directorate for 

Policies on Medicinal Product and Medical Devices of the Ministry of Health 

and notification no. 59.619E of the National Agency for Medicines and Medical 

Devices, registered with the Minister of Health under no. 74.407 of 4 December 

2014, 

        Taking into account provisions of Articles Article 755 - 761 and Article 

857(13) of Law 95/2006 on healthcare reform, republished, 

       Having regard to provisions of Article 12(9) of Government Decision No. 

734/2010 on the organisation and operation of the National Agency for 

Medicines and Medical Devices, as amended, 

        Based on Article 7 (4) of Government Decision No. 144/2010 on the 

organisation and operation of the Ministry of Health, as amended,  

 

the Minister of Health hereby issues the following Order: 
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       SECTION I 

       Introduction 

 

      ARTICLE 1 

In the context of this order, terms and notions in use shall mean the 

following: 

a) the European Medicines Agency – European institution founded in 1995, 

based on Council Regulation (EEC) 2.309/93, laying down Community 

procedures for the authorisation and supervision of medicinal products for 

human and veterinary use and establishing a European Agency for the 

Evaluation of Medicinal Products, whose main task is scientific evaluation of 

applications for European Union (EU) marketing authorisations for human and 

veterinary medicines in the centralised procedure, resulting in grant of a 

marketing authorisation for new medicinal products by European Commission 

Decision; 

b) the National Agency for Medicines and Medical Devices – the Romanian 

competent authority in the field of medicinal products for human use, further 

referred to as medicinal products; 

c) Manufacturing authorisation – document issued by the NAMMD based 

on Article 755 of Law 95/2006 on healthcare reform, republished - title XVIII, 

“The medicinal product”; 

d) Marketing authorisation – document issued by the competent authority 

in the medicinal product field, based on evaluation and approval of 

documentation for authorisation submitted by the applicants to that specific 

authority, document allowing circulation of that medicinal product on the 

pharmaceutical market of the specific country; 

e) National marketing authorisation for medicinal products – marketing 

authorisation for a medicinal product granted by the National Agency for 

Medicines and Medical Devices; 

f) Marketing authorisation valid in Romania – national marketing 

authorisation on the national market or by European Commission Decision; 

g) Intra-community trade – operations of introduction into Romania of 

medicinal products coming from member states of the European Economic 

Area; where these operations are concerned, the internal right of disposition is 

applied; 
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h) European Commission Decision – document granted by the European 

Commission concerning medicinal products authorised through centralised 

procedure in line with Regulation No. 726/2004 of the European Parliament and 

of the Council, of 31 March 2004, laying down Community procedures for the 

authorisation and supervision of medicinal products for human and veterinary 

use and establishing a European Medicines Agency, which allows the 

movement of the respective medicinal product throughout all member states of 

the European Economic Area; 

i) Excipient – any constituent of a medicinal product which is not an active 

substance or a packaging material; 

j) Import of medicinal products: operation of introducing in Romania 

medicinal products coming from third countries; 

k) Medicinal product importer – person who carries out, in accordance with 

legal dispositions, importing operations of medicinal products, including 

investigational products; 

l) Active substance – Any substance or mixture of substances intended to 

be used in the manufacture of a medicinal product and that, when used in the 

production of a medicinal product, becomes an active ingredient of the 

medicinal product. Such substances are intended to furnish pharmacological 

activity or other direct effect in the diagnosis, cure, mitigation, treatment, or 

prevention of disease or to affect the structure and function of the body; 

m) Medicinal products coming from the European Economic Area – 

medicinal products manufactured within the European Economic Area or 

which, although not manufactured within this area, have acquired the right of 

free circulation within the European Economic Area; medicinal products not 

coming from the European Economic Area are third country medicinal 

products; 

n) Centralised procedure – marketing authorisation procedure stipulated by 

Regulation (CE) No. 726/2004; 

o) National procedure – marketing authorisation procedure, issued by the 

National Agency for Medicines and Medical Devices, based on national 

legislation in force; 

p) Mutual recognition procedure – European marketing authorisation 

procedure, carried on in accordance with stipulations of section 5 “Mutual 

recognition procedure and decentralised procedure” of Section III “Marketing 
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Authorisation” of Title XVIII – “Placement on the market” of Law 95/2006 on 

healthcare reform, republished; 

q) Decentralised procedure – European marketing authorisation procedure, 

carried on in accordance with stipulations of section 5 of Section III of Title 

XVIII of Law 95/2006, as amended; 

r) European Economic Area – member states of the European Union 

including Norway, Iceland and Liechtenstein; 

s) Control site outside the manufacturing site (henceforth, referred to as 

independent control site) – separate legal entity, conducting control (physico-

chemical, microbiological, biological etc.), undertaking contract-based 

analytical testing for grant of test bulletins, stability studies, development of 

control methodologies;   

 t) Third countries – countries other than member states of the European 

Economic Area. 

 

SECTION II 

Manufacturing authorisation 

 

     ARTICLE 2 

     (1) In compliance with Article 755 of Law No. 95/2006, republished, for 

manufacture of medicinal products inside Romania, investigational medicinal 

products included, applicants must own a manufacturing authorisation. 

     (2) According to the same legal provisions, for import of medicinal products 

into Romania, investigational medicinal products included, applicants must 

own an import authorisation. 

      

ARTICLE 3 

     (1) The manufacturing authorisation is granted and issued by the National 

Agency for Medicines and Medical Devices, in compliance with provisions of 

Article 755 of Law No. 95/2006, republished. 

     (2) This manufacturing authorisation is also necessary for medicinal 

products exclusively intended for export, in case of manufacturers of sterile 

active substances or excipients, of manufacturers of active biological raw 

materials and of independent control sites performing testing activities on 

medicinal products for human use. 
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ARTICLE 4 

     (1) Manufacturing authorisations for manufacturing/import/control sites are 

granted on application by manufacturers/importers/independent control sites. 

     (2) Manufacturing authorisations are granted based on favourable inspection 

report prepared by NAMMD inspectors. 

     (3) For grant of manufacturing authorisation, applicants submit an 

application to the NAMMD requesting schedule of an inspection, in accordance 

with the form stipulated in Annex I and the form filled in as shown in Annexes 

III or IV, accompanied by the following documents: 

     a) administrative documents: 

     a1) statutes of the company;  

     a2) closure/resolution for company authorisation and registration; 

     a3) a certified copy of the registration certificate granted and issued by the 

Registry of Commerce, annexes included; 

     a4) fact-finding certificate issued 30 days prior to application submission; 

     a5) certified copy of proof of location ownership; 

     a6) for importers not holding their own storage facilities, service contract 

with an authorised medicinal product wholesaler; 

     b) technical documents; 

     b1) master file established for each manufacturing site, in line with Part III 

of the Guideline on Good Manufacturing Practice for medicinal products for 

human use; importers shall prepare a master file for each import place, taking 

into account import specificities; similarly, independent control sites shall 

prepare the master file in line with testing specificities; 

     b2) commitment concerning submission of accurate status of each import 

(according to Annex VI), immediately upon accomplishment thereof, drafted in 

the format provided in Annex VII – both on paper and in electronic format 

(requested of importers only). 

     

ARTICLE 5 

    Ten days as of registration of the application, the National Agency for 

Medicines and Medical Devices notifies the applicant on status of documents 

submitted for conduct of the inspections: 

    a) For documentation compliant with provisions of Article 4 (3), the applicant 

is informed on acceptance of the respective application for inspection as well 

as on inspection fee, as approved through Order of the Minister of Health; 
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except otherwise justified, the inspection is conducted 10 days as of fee 

payment confirmation, on an agreed date;  

    b) For incomplete documentation, the applicant is notified as to further 

information to be submitted to the National Agency for Medicines and Medical 

Devices; in such cases, compliance with timeframes provided in Article 758 

and 759 of Law No. 95/2006, republished, are suspended until submission of 

complete documentation.  

 

    ARTICLE 6 

The inspection is conducted in line with an inspection plan established by an 

inspector/inspectors nominated by the NAMMD; the respective plan is notified 

to the applicant site at least 3 days prior to the date of inspection. 

     

ARTICLE 7 

    (1) The inspection for manufacturing authorisation assesses compliance with 

Good Manufacturing Practice principles related to medicinal products for 

human use, investigational medicinal products included, as well as compliance 

with the Guideline for Good Manufacturing Practice for medicinal products. 

    (2) Manufacturing authorisation is required both for total and partial 

manufacture and for various operations concerning medicinal products division, 

packaging or change of presentation form (repackaging, relabelling), 

investigational medicinal products included. 

     

ARTICLE 8 

    (1) No later than 20  days as of the inspection date, the list of 

deficiencies/inspection report is provided to the applicant, as appropriate; for 

the list of deficiencies, within 15 days, the applicant is required to submit the 

proposed corrective and preventive action plan; in case of inadequate corrective 

and preventive plan proposed or of non-compliance with legal timeframe, 

before completion of the final inspection report, the applicant may only be 

notified once on supplementation/revision of the plan. 

    (2) In case of unfavourable inspection reports (concluding on GMP non-

compliance), in the shortest time possible, the NAMMD issues a GMP Non-

compliance Statement in the European format approved by the European 

Commission; in such cases, after resolution of deficiencies found, the inspectee 

may apply for a new inspection; 
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    (3) In case of favourable inspection reports (concluding on GMP 

compliance), the National Agency for Medicines and Medical Devices grants 

the manufacturing authorisation within 90 days as of the registration date of the 

full documentation submitted by the applicant;  

    (4) Follow-up of resolution of potential deficiencies found is performed after 

issue of the manufacturing authorisation, in accordance with provisions of 

article 757 (2) of Law No. 95/2006, republished, based on documentation 

submitted by the applicant or by means of a new inspection. 

     

ARTICLE 9 

    The manufacturing authorisation is issued in the format approved by the 

European Commission, in two original copies, one of which is handed to the 

applicant unit, while the other remains with the National Agency for Medicines 

and Medical Devices – the Pharmaceutical Inspection Department. 

     

ARTICLE 10 

    (1) Frequency of follow-up inspections at medicinal products 

manufacturers/importers/independent control sites is established as appropriate, 

in line with NAMMD Scientific Council Decision on approval of the Model for 

Risk Based Planning for Inspections of Pharmaceutical Manufacturers; at the 

same time, frequency of the next inspection is noted in the inspection report. 

Further, 90 days prior to the scheduled date, the MAH shall request the National 

Agency for Medicines and Medical Devices for conduct of the inspection. 

    (2) The inspection is performed within 10 days after inspection fee payment 

confirmation, on a date established jointly with the inspected site; the inspection 

is conducted in agreement with provisions of Articles 6-8. 

    (3) When the inspection is not applied for within the legally established 

timeframe or is deferred for inspectee-related reasons, the NAMMD decides on 

inspectee GMP compliance status and takes appropriate measures.  

     

ARTICLE 11 

    For inspections under Article 10 (1), 90 days prior to the date of the next 

inspection specified in the previous inspection report, the MAH shall submit an 

application for inspection scheduling (as per Annex II), accompanied by the 

Site Master File (according to Part III of the GMP Guideline), the updated 

version of administrative documents mentioned in Article 4 (3) (in case of 
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changes) and the status of corrective and preventive measures implemented 

after the previous inspection. 

     

ARTICLE 12 

    Changes subsequent to grant of the manufacturing authorisation are notified 

to the National Agency for Medicines and Medical Devices in advance, in 

accordance with Article 761 c) of Law No. 95/2006, republished, at the same 

time with an application for new authorisation or change of one/several annexes 

of the authorisation; depending on the nature of the change, the manufacturing 

authorisation is granted based on an updated dossier submitted (for 

administrative changes) or a new favourable inspection report (for technical 

changes). 

     

ARTICLE 13 

    In line with legal provisions in force on the legal status of psychoactive and 

psychotropic plants and drugs, for manufacture and import of medicinal 

products containing psychoactive and psychotropic substances, after grant of 

manufacturing authorisation, applicants must apply to the Ministry of Health 

for grant of authorisations required for manufacture and import of this type of 

medicinal products. 

     

ARTICLE 14 

    Loss of the manufacturing authorisation results in cancellation thereof; grant 

of a duplicate manufacturing authorisation is done based on the following 

documents: 

a) application as per the form mentioned in Annex V;  

b) proof of publication of the loss in a widely circulated daily;  

c) statutory declaration that no changes have been made to information 

allowing for initial grant of manufacturing/import authorisation. 

     

ARTICLE 15 

    (1) When non-compliance with Good Manufacturing Practice Rules is found 

on any inspection, measures are taken in relation with the Manufacturing 

Authorisation in line with Decision of the NAMMD Scientific Council on the 

Procedure for dealing with serious GMP non-compliance or 

suspension/revocation of certificates of Compliance with the European 
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Pharmacopoeia, requiring co-ordinated measures, posted on the NAMMD 

website. 

    (2) Should one or several conditions for conditional authorisation be found, 

except for the situation stipulated under (1), that had not been met, the National 

Agency for Medicines and Medical Devices shall suspend the manufacturing 

authorisation granted, in part or in whole, until remedy of deficiencies found or 

revoke the manufacturing authorisation in case deficiencies found are beyond 

remedy. 

    (3) Should the company cease its activity, the manufacturing authorisation 

shall be returned to the National Agency for Medicines and Medical Devices 

for cancellation. 

 

    SECTION III 

Good Manufacturing Practice certificate 

 

    ARTICLE 16 

Pursuant to Article 857(135) of Law 95/2006 for healthcare reform, 

republished, in case of inspections concerning authorisation of medicinal 

product manufacturers/importers/independent control sites of follow-up 

inspections, the National Agency for Medicines and Medical Devices grants the 

Good Manufacturing Certificate within 90 days as of the inspection date, on 

condition the inspection report confirms compliance with Good Manufacturing 

Practice Rules.  

     ARTICLE 17 

     (1) As regards applications for marketing authorisation or variation to 

marketing authorisation terms concerning a medicinal product in Romania, the 

NAMMD decides on necessity of inspection to assess compliance with Good 

Manufacturing Practice Rules at the site of manufacturers of medicinal products 

or active substances, in a third country, in accordance with Article 729 a) and 

Article 857 (12) of Law 95/2006, republished; in this case, the NAMMD 

requires the third country manufacturer of the medicinal product/active 

substance or the manufacturer’s representative in Romania to submit for 

inspection documents mentioned in Article 18 (1). The application shall not 

dispute possible arrangements concluded between the EU and the respective 

third country as regards Good Manufacturing Practice inspections. 
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     (2) The inspection stipulated under (1) is performed in accordance with the 

procedure of the Compilation of European Procedures regarding the guideline 

for a Procedure for Verification of the GMP Status of Manufacturers in Third 

Countries, transposed into Romanian through NAMMD Scientific Council 

Decision and posted on the NAMMD website. 

     (3) In line with the procedure in the Guidance on the occasions when it is 

appropriate for competent authorities to conduct inspections at the premises of 

manufacturers, importers and distributors of active substances and 

manufacturers or importers of excipients used as starting materials, transposed 

into Romanian through NAMMD Scientific Council Decision and posted on the 

NAMMD website, inspections at the site of a manufacturer of active 

substance/excipient in Romania or a third country can be performed following 

NAMMD decision in accordance with stipulations under (1), at 

EMA/EDQM/manufacturer request. If the inspection is requested by a 

manufacturer of an active substance/excipient in a third country or by their 

representative in Romania, documents mentioned in Article 18 (1) shall be 

submitted for inspection. 

     (4) For import of medicinal products from third countries to Romania, on 

issuance of the GMP compliance certificate for a third country medicinal 

product manufacturer, the NAMMD becomes the monitoring authority for that 

manufacturing site and must inspect it periodically. 

     (5) When non-compliance with legal provisions and with principles and 

guidelines of Good Manufacturing Practice mentioned in Article 761 f) of Law 

95/2006, republished, is suspected, the NAMMD may conduct inspections at 

the sites of manufacturers/importers of active substances in third countries, who 

are involved in procedures for marketing authorisation /variations handled by 

the NAMMD. 

     (6) When non-compliance with legal provisions and with principles and 

guidelines of Good Manufacturing Practice mentioned in Article 761 f) of Law 

95/2006, republished, is suspected, the NAMMD may conduct inspections at 

the sites of manufacturers/importers of excipients involved in procedures for 

marketing authorisation /variations handled by the NAMMD. 

      ARTICLE 18 

     (1) In order to obtain a Good Manufacturing Practice certificate, the 

manufacturer of medicinal products in Romania/a third country, the importer of 

medicinal products, manufacturer of active substances/excipients in Romania/a 
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third country or the independent control site in Romania submits to the 

NAMMD an application for inspection planning in accordance with the draft in 

Annex II, accompanied by the master file of the site/import/independent control 

site (in case of third country manufacturers, the documentation is submitted in 

English). 

(2) When non-compliance is suspected with legal provisions and with 

principles and guidelines of Good Manufacturing Practice mentioned in Article 

761 f) of Law 95/2006, republished, the NAMMD may require the 

manufacturer of medicinal products in Romania/third country, the importer, the 

manufacturer of active substances in Romania/third country, the manufacturer 

of excipients or the independent control site to submit the documents mentioned 

in paragraph (1), for inspection.  

     ARTICLE 19 

Within 20 days as of receipt of the application, the National Agency for 

Medicines and Medical Devices provides the applicant a response in relation 

with the documents submitted for inspection: 

      a) In case of comprehensive documentation submitted, the applicant is 

notified on acceptance of their application for inspection and inspection fee, as 

approved through Order of the Minister of Health; except otherwise justified, 

the inspection takes place within 30 days as of the confirmation of fee payment, 

on an agreed date; 

     b) In case of incomprehensive documentation submitted, the applicant is 

notified on the additional data to be submitted to the National Agency for 

Medicines and Medical Devices. 

     ARTICLE 20 

     The inspection is carried out in line with an inspection plan established by 

an inspector/inspectors nominated by the National Agency for Medicines and 

Medical Devices; the plan is notified to the applicant at least 3 days prior to 

inspection date. 

     ARTICLE 21 

     (1) The inspection for grant of Good Manufacturing Practice certificate 

pursues compliance with the principles and guidelines for medicinal products 

Good Manufacturing Practice, investigational medicinal products included, 

approved through Order of the Minister of Health and compliance with the 

Guideline for medicinal product Good Manufacturing Practice. 
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     (2) The inspection for grant of active substance/excipients Good 

Manufacturing Practice certificate pursues compliance with Part II of the Good 

Manufacturing Practice Guideline and the Guideline for formalised risk 

assessment for ascertaining the appropriate good manufacturing practice for 

excipients of medicinal products for human use, respectively. 

     ARTICLE 22 

     (1) Within 30 days as of the inspection date, the list of deficiencies/ 

inspection report is notified to the applicant, as the case may be; for lists of 

deficiencies, within 15 days, the applicant shall submit the proposed corrective 

and preventive action the plan; should the corrective and preventive action 

proposed be unsuitable or submitted in non-compliance with the legal 

timeframe, before preparation of the inspection report, the inspectee may be 

forwarded a single notification for supplementation/revision of the plan. 

     (2) In case of an unfavourable inspection report (because of non-compliance 

with Good Manufacturing Practice), the NAMMD issues a Declaration of Non-

compliance with the Good Manufacturing Practice, in accordance with the draft 

approved by the European Commission; in such cases, the NAMMD applies the 

provisions of the community procedure related to resolution of cases of severe 

non-compliance with the Good Manufacturing Practice (GMP), which requires 

coordinated measures for public health safeguard, as approved through 

NAMMD Scientific Council Decision, posted on the NAMMD website; 

following resolution of findings discovered by inspectors, the inspected unit 

may apply for a new inspection; 

     (3) In case of a favourable inspection report, the Good Manufacturing 

Practice certificate is issued by the National Agency for Medicines and Medical 

Devices in maximum 90 days from the date of inspection. 

     ARTICLE 23 

The Good Manufacturing Practice certificate is issued in the format 

approved by the European Commission; it is issued in bilingual form, in two 

original copies, one of which is handed to the applicant unit, while the other 

remains with the NAMMD. 

     ARTICLE 24 

     (1) Within 90 days prior to the expiry date stipulated in the Good 

Manufacturing Practice certificate, the active substance manufacturer/third 

country manufacturer or their Representative to Romania submits an 

application for inspection (according to Annex II), accompanied by Site Master 
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File (according to Annex III of the Guideline on Good Manufacturing Practice); 

if the manufacturer of medicinal products/active substances in a third country 

holds a Good Manufacturing Practice certificate issued by an EEA authority, 

he/she will submit it to the NAMMD to prove GMP compliance. 

     (2) Good Manufacturing Practice certificate renewal is done in accordance 

with stipulations of articles 18 - 23. 

     ARTICLE 25 

     Loss of the Good Manufacturing Practice leads to its cancellation and a copy 

may be issued based on the following documents: 

    a) application submitted in the format mentioned in Annex V; 

    b) proof of published notification of the loss in a widely circulated daily;  

    c) a statutory declaration mentioning that no changes have been implemented 

to data initially allowing grant of manufacturing/import authorisation. 

     ARTICLE 26 

      (1) Should non-compliance be found with the terms underlying grant of the 

certification, in other circumstances than mentioned under (1), as required, the 

NAMMD shall proceed to partial suspension of the Good Manufacturing 

Practice Certificate (when only certain activities are not GMP compliant), full 

suspension, until remedy of deficiencies found, or revocation in case 

deficiencies found are beyond remedy.  

      (2) If the unit ceases its activity, Good Manufacturing Practice certificates 

are submitted to the NAMMD for cancellation. 

      ARTICLE 27 

       Authorisations for independent control sites issued until entry into force of 

this Order shall remain valid and may be changed prior to expiry of their 

validity, upon request of the legal authorisation holder. 

      ARTICLE 28 

      Annexes I - VII*) are integral part of this Order. 

------------ 

    *) Annexes I - VII shall be published in the Official Gazette of Romania, Part 

I, no. 837 bis, available for purchase at the Centre for Public Relations of the 

"Official Gazette" Independent Company (Regia Autonoma), located in  

Bucharest, 1 Panduri. 

      ARTICLE 29 

On the date of this Order coming into force, Order of the Ministry of Public 

Health No. 873/2006 on approval of Regulations for manufacturing 
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authorisation of manufacturers and importers of medicinal products for human 

use, including investigational medicinal products, and of starting materials used 

in the manufacturing of medicinal products for human use, including 

investigational medicinal products, published in the Official Gazette of 

Romania, Part I, No. 643 of 26 July 2006, as amended, and Order of the Minister 

of Health no. 312/2009 on approval of Regulations for 

manufacturing/importation authorisation of manufacturers and importers of 

medicinal products for human use, including investigational medicinal products 

and grant of the good manufacturing practice certificate to manufacturers of 

medicinal products for human use and/or active substances, published in the 

Official Gazette of Romania, Part I, no. 198 and 198 bis of 30 March 2009, as 

amended, shall be repealed. 

ARTICLE 30 

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

 

 

On behalf of the Minister of Health, 

Dorel Săndesc, 

Secretary of the State 

Bucharest, 16 October 2015. 

No. 1295. 
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ANNEX 

Annexes no. I-VII to Order of the Minister of Health no. 1.295/2015 on 

manufacturing authorisation of manufacturers, importers of medicinal 

products for human use, investigational medicinal products included, of 

independent control sites and grant of Good Manufacturing Practice 

certificates of 16.10.2015 

 

 

ANNEX I 

 

 

To 

THE NATIONAL AGENCY FOR MEDICINES AND MEDICAL 

DEVICES 

The Pharmaceutical Inspection Department 

 

I, the undersigned, ................................................ (Name and Surname), 

representative of …....................., hereby apply for schedule of an inspection at 

the site for manufacturing authorisation/grant of a Good Manufacturing Practice 

certificate for manufacturing /import/testing activities (fill in as required).  

Please find attached to the present application documentation required under 

Order of Minister of Health on approval of Regulations regarding 

manufacturing / import authorisation of medicinal products for human use, 

investigational medicinal products included and Good Manufacturing Practice 

certification for manufacturers of medicines/active substances. 

 

 

 

Signature, stamp  

. . . . . . . . . …………………… 
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ANNEX II  

 

 

To 

THE NATIONAL AGENCY FOR MEDICINES AND MEDICAL 

DEVICES 

The Pharmaceutical Inspection Department 

 

I, the undersigned, ................................................, representative of 

…....................., (Name and Surname), hereby apply for schedule of an 

inspection at the site for grant of a Good Manufacturing Practice Certificate in 

relation to manufacturing/import/testing in Romania*, for manufacturing of the 

following medicine/medicines* ……………., currently undergoing 

authorisation/renewal of authorisation by the National Agency for Medicines 

and Medical Devices/ for the following active substances**…………………. .  

 
* delete as required.  
** to be filled in by third country manufacturers or their representatives in 

Romania.  
** to be filled in by active substances third country manufacturers. 

 

Please find attached to the present application documentation required 

under Article 4 (4) of Order of Minister of Health on approval of Regulations 

for authorisation of manufacturing/import of medicinal products for human use, 

investigational medicinal products included and independent control sites and 

grant of Good Manufacturing Practice Certificate. 

 

 

 

Signature, stamp  

. . . . . . . . . …………….  
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ANNEX III  

Application Form 

Manufacturing Authorisation  

(Please complete all relevant sections in this form typed or in block capitals 

legibly, using black ink) 

 

1. Application Form: administrative data 

 

1.1. Applicant’s details 

 

Authorisation number (if previously 

authorised):  

 

  

Name of the company:  

  

  

  

Name of the applicant:  

  

Address:  

 

  

Postal code:  Telephone 

No.: 

 

    

Mobile phone 

No.: 

 Fax No.:  

    

E-mail 

address: 

 

 

The application is submitted on behalf of the proposed authorisation holder (e.g. 

if a consultant or representative). If YES, please fill in section 1.2  

 yes        noformation (if different from the above) 
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 Contact name:   

  

Name of the company:  

  

Address:  

  

Postal 

code: 

 Tel. 

No.: 

 

    

 

Mobile 

phone 

 Fax 

No.: 

 

E-mail 

address: 

 

 

 

1.3 Information on invoicing address (if other than that of the 

authorisation holder) 

 

 

Contact name:  
 

  

Company:  

  

Address:  

 

  

Postal code:  Telephone 

No.: 

 

    

Mobile phone 

No.: 

 Fax No.:  

    

E-mail 

address: 

 



125 

 

Section 2: Information regarding the manufacturing site 

 

 

 

2.1 Information on manufacturing site 

 

Sections 2 and 3 have to be filled in for each total, partial manufacturing or 

import site to be included in the authorisation 

 

Name of the 

manufacturing site: 

 

  

Address:  

 

  

Postal code:  

    

Contact name  

  

Telephone 

No.: 

 Fax 

No.: 

 

    

Mobile phone 

No.: 

   

    

E-mail 

address: 

   

 

2.2 Types of medicinal products manufactured/imported 

Medicinal products for human use     yes   no 

Medicinal products for veterinary use    yes   no 

2.3 Types of activities conducted at the manufacturing site 

 

 Manufacturing         Dividing and packaging    Storage and handling  

Distribution          Analytic testing         Contract laboratory 
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Batch release             Vivarium                             Preservation of animal  

origin material   

Biological products    Non-biological products      Import                            

 Export           Other, please specify:         

 

Name of manufacturing site                               Postal Code     

 

2.4 Types of operations 

Part 1 MANUFACTURING (AND TESTING) OPERATIONS 

 

 

1.1 Sterile products Manufacture 

(please tick) 

1.1.1 Aseptically prepared (list of dosage forms)  

 1.1.1.1 Large volume liquids  

 1.1.1.2 Lyophilisates  

 1.1.1.3 Semi-solids  

 1.1.1.4 Small volume liquids  

 1.1.1.5 Solids and implants  

 1.1.1.6. Other aseptically prepared products <free text>  

1.1.2 Terminally sterilised (list of dosage forms)  

 1.1.2.1. Large volume liquids  

 1.1.1.6 Semi-solids  

 1.1.1.7 Small volume liquids  

 1.1.1.8 Solids and implants  

 1.1.1.6. Other aseptically prepared products <free text>  

1.1.3 Batch certification only   



127 

1.2 Non-sterile products Manufacture 

(please tick) 

1.2.1 Non-sterile products (list of dosage forms)  

 1.2.1.1. Capsules, hard shell  

 1.2.1.2 Capsules, soft shell  

 1.2.1.3. Chewing gums  

 1.2.1.4  Impregnated matrices  

 1.2.1.5. Liquids for external use  

 1.2.1.6. Liquids for internal use  

 1.2.1.7 Medicinal gases  

 1.2.1.8  Other solid dosage forms  

 1.2.1.9. Pressurised preparations  

 1.2.1.10 Radionuclide generators  

 1.2.1.11 Semi-solids  

 1.2.1.12 Suppositories  

 1.2.1.13. Tablets  

 1.2.1.14 Transdermal patches  

 1.2.1.15 Other non-sterile medicinal product <free text >  

1.2.2 Batch certification   
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1.3 Biological medicinal products Manufacture 

(please tick) 

1.3.1 Biological medicinal products  

 1.3.1.1 Blood products  

 1.3.1.2 Immunological products  

 1.3.1.3 Cell therapy products  

 1.3.1.4 Gene therapy products  

 1.3.1.5 Biotechnology products  

 1.3.1.6.  Tissue-engineered products   

 1.3.1.7 Human or animal extracted products   

 1.3.1.8 Other biological medicinal products <free text >  

1.3.2 Batch certification    

 1.3.2.1 Blood products  

 1.3.2.2 Immunological products  

 1.3.2.3 Cell therapy products  

 1.3.2.4 Gene therapy products  

 1.3.2.5 Biotechnology products  

 1.3.2.6. Human or animal extracted products   

 1.3.2.7 Tissue-engineered products  

 1.3.2.8 Other biological medicinal products <free text >  
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1.4 Other products or manufacturing activity   Manufacture 

(please tick) 

1.4.1 Manufacture of:  

 1.4.1.1 Herbal products  

 1.4.1.2 Homoeopathic products  

 1.4.1.3 Biological active starting materials  

 1.4.1.4 Other <free text >  

1.4.2 Sterilisation of active substances/excipients/finished 

product: 

 

 1.4.2.1 Filtration  

 1.4.2.2 Dry heat  

 1.4.2.3 Moist heat  

 1.4.2.4 Chemical  

 1.4.2.5 Gamma irradiation  

 1.4.2.6 Electron beam  

1.4.3 Others ( please specify) 
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1.5 Packaging  Packaging 

(please 

tick) 

1.5.1 Primary packing  

 1.5.1.1 Capsules, hard shell  

 1.5.1.2 Capsules, soft shell  

 1.5.1.3 Chewing gums  

 1.5.1.4 Impregnated matrices  

 1.5.1.5 Liquids for external use  

 1.5.1.6 Liquids for internal use  

 1.5.1.7 Medicinal gases  

 1.5.1.8 Other solid dosage forms  

 1.5.1.9 Pressurised preparations  

 1.5.1.10 Radionuclide generators  

 1.5.1.11 Semi-solids  

 1.5.1.12 Suppositories  

 1.5.1.13 Tablets  

 1.5.1.14 Transdermal patches  

 1.5.1.15 Other non-sterile medicinal products <please 

specify> 
 

1.5.2 Secondary packing  
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1.6 Quality control testing Activities 

related to 

manufacture 

(please tick) 

 1.6.1 Microbiological: sterility   

 1.6.2 Microbiological: non-sterility  

 1.6.3 Chemical/Physical  

 1.6.4 Biological  
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Part 2 - IMPORTATION OF MEDICINAL PRODUCTS 

 

- authorised importation activities without manufacturing activity 

- authorised importation activities include storage and distribution unless 

informed to the contrary 

2.1 Quality control testing of imported medicinal 

products 

Import  

(please tick) 

 2.1.1 Microbiological: sterility  

 2.1.2 Microbiological: non-sterility  

 2.1.3 Chemical/Physical  

 2.1.4 Biological  

2.2 Batch certification of imported medicinal products  

2.2.1 Sterile Products  

 2.2.1.1. Aseptically prepared  

  2.2.1.2. Terminally sterilised  

2.2.2 Non-sterile products  

2.2.3 Biological medicinal products  

 2.2.3.1. Blood products  

 2.2.3.2. Immunological products  

 2.2.3.3. Cell therapy products  

 2.2.3.4. Gene therapy products  

 2.2.3.5. Biotechnology products  

 2.2.3.6. Human or animal extracted products   

 2.2.3.7. Tissue-engineered products  

 2.2.3.8 Other biological medicinal products <free text >  

2.2.4 Other importation activities (any other relevant 

importation activity that is not covered above  

 

 2.2.4.1. Physical site of import  
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 2.2.4.2. Import of intermediate products undergoing 

subsequent processing 

 

 2.2.4.3. Biological active starting materials  

 2.2.4.4 Other <free text >  

 

 

2.5  Imported products 

 

Please answer to the question below for import activities performed 

 

Are there authorised medicines from outside European Economic Area (EEA) 

imported at this site?                                                

yes     no 

 

If Yes, please indicate below all authorised products, imported from outside 

AEE, including products authorised in EU. 

MA number Product name Country of origin 
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2.6  Other information 

The following information is required by the Inspectorate to be included in the 

authorisation 

 

Manufacture of bulk product or partial manufacture  yes      no 

 

Parallel imported products assembly     yes      no 

 

Total and partial manufacturing for export    yes      no 

 

Partial manufacturing for export     yes      no 

 

Are present at the manufacturing site materials           yes      no 

or products of animal origin? 

 

CONTRACT GIVING AND/OR ACCEPTING  

 

Applicants to be contract acceptors (e.g.    yes      no 

providing partial/total manufacturing to other parties) 

 

Applicants to be contract givers (e.g.     yes      no 

use external manufacturers for certain products) 

 

Applicants to be contract acceptors (e.g.    yes      no 

providing partial/total testing to other parties) 

 

Applicants to be contract givers (e.g.     yes      no 

use external testing units for certain/all tests ) 



135 

ADDITIONAL INFORMATION RELATING TO TESTING IN THIS 

MANUFACTURING SITE 

 

Stability testing? 

                yes       no4  

Is the manufacturing site involved in finished products         yes      no 

testing?  

          

Is the manufacturing site involved in microbiological         yes      no 

Testing of finished products and/or raw materials?  

 

   

 

If NO to the above, please explain the activities: 
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Other information 

 

Do you possess stocks of products requiring freezing        yes       no 

or low temperature storage?        

 

Do you import intermediate products for further               yes       no 

processing? 

 

Are the premises ready to be inspected?       yes       no 

 

Are you familiar with Good Manufacturing Practice          yes       no 

Principles and Good Manufacturing Practice Guideline  

and are relevant procedures and records available?      

 

If applicable, your contracts are available for inspection?    yes       no 

 

2.4 Additional information required 

 

Have you submitted a Site Master File of your site              yes      no 

containing your initial application?                                                                       

 

Notice: All Unit Standard Dossiers have to be submitted on paper or CD format.

  

 

If not, will the Site Master File be available during             yes       no 

inspection?  

MANUFACTURING SITES FACILITIES 

Details must be included in the Site Master File 

 

MANUFACTURING AND CONTROL EQUIPMENT 

Details must be included in the Site Master File 
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Section 3. Assigned persons 

 

Please indicate below staff categories working at the manufacturing site 

 

Staff      Number 

Qualified person (QP)  

Manufacture responsible person  

Quality control responsible person 

(QC) 

 

 

Please ensure you have included copies of the required documentation. 

 

 

3.1 Qualified person 

 

1. Please fill in a separate page for each QP 

2. QP assignation should be signed by the person assigned and the applicant 

3. QP applications should include a relevant CV and a copy of the PQ 

Certificate issued by the NAMMD 

 

Family name:  

  

Name:  

  

Office address:  

  

Postal code:  Telephone No.:  

    

Fax No.:  Mobile No.:  

    

E-mail address:    

Please indicate your status 
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Permanent employee    Consultant     Temporary employee      

 

If a consultant, please give details on your availability. How often do you visit 

the site? 

 

 

Qualifications (relevant for authorisation purposes) 

 

 

 

 

 

 

Experience (brief outline of jobs and responsibilities relevant for 

authorisation purposes) 

 

 

 

 

 

 

Professional Bodies: 

 

 

 

 

 

 

I hereby confirm that all above details are accurate and true according to 

my knowledge and opinions. I agree with my assignment as Qualified 

Person 
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Signature (of the assigned person):  

________________________Date:______________ 

Name in full: ________________________________________________ 

Signature (of the applicant):  

__________________________Date:________________ 

Name in full: 

______________________________________________________ 

 

3.2 Manufacture responsible person 

Please fill in an individual sheet for each Manufacture responsible person. 

What is your position as signatory? Please specify below. 

Manufacture manager  Section manager (manufacturing flow)   

Family name:  

  

Name:  

  

Office address:  

  

Postal code:  Telephone No.:  

    

Fax No.:  Mobile No.:  

    

E-mail address:    

 

Qualifications (relevant for authorisation purposes) 

 

 

 

 

Experience (brief outline of jobs and responsibilities relevant for 

authorisation purposes) 
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Name and position of seniors: 

 

 

 

 

Responsibility scope 

 

 

 

 

 

I hereby confirm that all above details are accurate and true according to 

my knowledge and opinions. I agree with my assignment as Manufacture 

responsible person 

 

Signature (of the assigned person of the applicant):  

_________Date:______________ 

Name in full: ________________________________________________ 

Signature (of the applicant):  

____________________________Date:______________ 

Name in full: ________________________________________________3.3 
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3.3 Quality control responsible person 

 

Please fill in the following details of the person(s) in charge with quality 

control. When the responsibility is shared among several persons, please 

fill in an individual sheet for each person and give details on each person’s 

responsibility scope. 

 

Family name:  

  

Name:  

  

Office address:  

  

Postal code:  Telephone No.:  

    

Fax No.:  Mobile No.:  

    

E-mail address:    

 

Qualifications (relevant for authorisation purposes) 

 

 

 

 

Experience (brief outline of jobs and responsibilities relevant for 

authorisation purposes) 
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Name and position of seniors: 

 

 

 

 

Responsibility scope 

 

 

 

 

I hereby confirm that all above details are accurate and true according to 

my knowledge and opinions. I agree with my assignment as quality control 

responsible person. 

 

Signature (of the assigned person):  

________________________Date:______________ 

Name in full: ________________________________________________ 

Signature (of the applicant):  

____________________________Date:______________ 

Name in full: ____________________________________________3.4 

Persoana responsabilă de  
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Section 4: Contract Laboratories 

 

 

Please complete a copy of section 4 for each contract laboratory you wish to 

name on this authorisation 

 

Laboratory 

Name: 

 

  

Address:  

 

 

 

 

 

 

Postal code:  

 

Site Contact 

Name: 

 

    

Telephone:  Fax:  

    

Mobile:    

    

Email address:  

 

Please indicate the type of testing carried out by ticking the relevant box(es) 

below.  

 

Quality Control Testing 

 

Microbiological: sterility   Yes  No 

Microbiological: non-sterility   Yes  No 
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Chemical/Physical   Yes  No 

Biological   Yes  No 

Stability testing?  Yes  No 

Is this site involved in doing finished product testing?  Yes  No 

Is this site involved in microbiological testing of 

finished products and/or raw materials? 

 Yes  No 

If answer No to above, explain activities: 

 

 

 

Please complete a copy of section 5 for each storage and handling site that 

you wish to include on the licence. 

 

Site Name:  

  

Address:  

 

 

 

 

 

 

 

 

Postal code:  

 

Site Contact 

Name: 

 

    

Telephone:  Fax:  

    

Mobile:    

    

Email address:  
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Section 6: Comments 

 

Please provide any other information that may support your application. You 

can also detail any changes to addresses, person names etc. 
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Section 7:  Declaration 

 

 

 

I/We hereby apply for grant of a Manufacturing/Import Authorisation 

(MIA) to the proposed holder named in this application form in respect of the 

activities to which the application refers. 

 

 

7.1   The activities are to be only in accordance with the information set out in 

the application or furnished in connection with it. 

 

 

7.2   To the best of my knowledge and belief, the particulars I have given in this 

form are correct, truthful and complete. 

 

 

 

 

 

Signed 

(Applicant): 

          

Date: 

 

    

Print Name:    

    

 

 

 

Capacity in which signed: 
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 ANNEX IV 

Application Form 

Manufacturing authorisation  

for investigational medicinal products for human use 

 

(Please complete all relevant sections in this form typed or in block capitals 

legibly, using black ink) 

 

Section 1: Administrative Data 

 

 

1.1 Applicant’s Details 

 

Authorisation 

Number  

(if known): 

 

  

Company Name:  

  

Applicant’s Name:  

  

Address:  

 

 

 

 

 

Postal 

code: 

 

 

Telephone no.:  

    

Mobile no.:  Fax no.:  

    

Email 

address: 

 

 



149 

 

 

Are you applying on behalf of the Proposed Authorisation Holder?  

(e.g. if you are a consultant/representative)  

  yes  no 

  

if YES please fill out section 1.2 

 

 

1.2 Contact Details for Communication (if different from the applicant address) 

 

Contact Name  

  

Company 

Name: 

 

  

Address:  

 

 

 

 

 

 

 

Postal 

code: 

 Telephone:  

    

Mobile:  Fax:  

    

Email 

address: 

 

 

 

 

1.3 Invoicing Address Details (if different from Authorisation Holder Address) 
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Contact Name:  

  

Company:  

  

Address:  

 

 

 

 

 

 

 

  

 

Postal 

code: 

 Telephone:  

    

Mobile:  Fax:  

    

Email 

address: 
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Section 2: Site Information 

 

2.1 Site Details 

 

You will need to complete one copy of Sections 2 & 3 for each manufacturing 

site that you wish to include on the Authorisation. 

 

  

Site Name:  

  

Address:  

 

 

 

 

Postal code:  

 

Contact 

Name: 

 

    

Telephone:  Fax:  

    

Mobile:    

    

Email 

address: 

 

 

2.2 Use of manufactured/imported/tested products at Site 

 

Are the products for administration to human beings? 

    

Yes 

   

No 

 

2.3 Site Types 

 

Manufacture  Assembly and Packaging  
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Storage and Handling  Other, please specify  

  

Batch Certification  QC Testing  

 

Biological  Non-biological  

 

Export  Import  
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Site name: 

 

 Postal 

code: 

 

 

 

 

2.4 Site Functions 

 

Part 1 – MANUFACTURING OPERATIONS (testing included)  

 

 

1.1 Sterile Products Manufacture 

(Please Tick) 

1.1.1 Aseptically Prepared (list of dosage forms) 

 
 

 1.1.1.1 Large volume liquids  

 1.1.1.2 Lyophilisates  

 1.1.1.3 Semi-solids  

 1.1.1.4 Small volume liquids  

 1.1.1.5 Solids and implants  

 1.1.1.6 Other aseptically prepared products (please 

specify) 
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Site name: 

 

 Postal 

code: 

 

 

 

 

1.1.2 Terminally Sterilised (processing operations for 

other dosage forms)  

Manufacture 

(Please Tick) 

 1.1.2.1 Large volume liquids   

 1.1.2.2 Semi-solids   

 1.1.2.3 Small volume liquids   

 1.1.2.4 Solids and implants  

 1.1.2.5 Other terminally sterilised prepared products 

(please specify) 

 

 

 

1.1.3 Batch certification   
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1.2 Non-sterile products Manufacture 

(Please Tick) 

1.2.1 Non-sterile products (processing operations for other 

dosage forms)  
 

 1.2.1.1 Capsules, hard shell  

 1.2.1.2 Capsules, soft shell  

 1.2.1.3 Chewing gums  

 1.2.1.4 Impregnated matrices  

 1.2.1.5 Liquids for external use  

 1.2.1.6 Liquids for internal use  

 1.2.1.7 Medicinal gases  

 1.2.1.8 Other solid dosage forms  
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Site name: 

 

 Postal 

code: 

 

 

 

 

 

 Non-sterile products Manufacture 

(Please Tick) 

 1.2.1.9 Pressurised preparations   

 1.2.1.10 Radionuclide generators  

 1.2.1.11Semi-solids   

 1.2.1.12 Suppositories  

 1.2.1.13 Tablets  

 1.2.1.14 Transdermal patches  

 
1.2.1.15 Other non-sterile medicinal products (please 

specify) 

 

 

 

 

1.2.2 Batch certification   
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Site ID: 

(Variations only) 

 Site 

Name: 

 

 

 

 

1.3 Biological Investigational Medicinal Products 
Manufacture 

(Please Tick) 

1.3.1 Biological Investigational Medicinal Products  

 1.3.1.1 Blood products  

 1.3.1.2 Immunological products  

 1.3.1.3 Cell therapy products  

 1.3.1.4 Gene therapy products  

 1.3.1.5 Biotechnology products  

 1.3.1.6 Human or animal extracted products   

 1.3.1.7 Tissue-engineered products  

 1.3.1.7 Other biological medicinal products (please 

specify) 
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1.4.1 Manufacture of:  

 1.4.1.1 Herbal products  

 1.4.1.2 Homoeopathic products  

 1.4.1.3 Other (please specify) 

 

 

1.4.2 Sterilisation of active substances/excipients/ finished 

product: 
 

 1.4.2.1 Filtration  

 1.4.2.2 Dry Heat  

 1.4.2.3 Moist Heat  

 1.4.2.4 Chemical  

 1.4.2.5 Gamma irradiation  

 1.4.2.6 Electron beam  

1.4.3 Others (please specify) 
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Site name: 

 

 Postal 

code: 
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1.5 
Packaging   

Packaging 

 (Please 

Tick) 

1.5.1 Primary packing  

 1.5.1.1 Capsules, hard shell  

 1.5.1.2 Capsules, soft shell  

 1.5.1.3 Chewing gums  

 1.5.1.4 Impregnated matrices  

 1.5.1.5 Liquids for external use  

 1.5.1.6 Liquids for internal use  

 1.5.1.7 Medicinal gases  

 1.5.1.8 Other solid dosage forms  

 1.5.1.9 Pressurised preparations  

 1.5.1.10 Radionuclide generators  

 1.5.1.11 Semi-solids  

 1.5.1.12 Suppositories  

 1.5.1.13 Tablets  

 1.5.1.14 Transdermal patches  

 1.5.1.15 Other non-sterile medicinal products (please 

specify) 
 

1.5.2 Secondary packing  



161 

 

 

 

Site name: 

 

 Postal 

code: 

 

 

 

 

1.6 Quality control testing 

Manufacture 

related 

(Please Tick) 

 1.6.1 Microbiological: sterility  

 1.6.2 Microbiological: non-sterility  

 1.6.3 Chemical/Physical   

 1.6.4 Biological  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 



162 

Part 2 – IMPORT OF INVESTIGATIONAL MEDICINAL PRODUCTS 
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2.1 Quality control testing of imported Investigational 

Medicinal Products 

Import 

(Please tick) 

 2.1.1 Microbiological: sterility  

 2.1.2 Microbiological: non-sterility  

 2.1.3 Chemical/Physical   

 2.1.4 Biological  

2.2 Batch certification of imported Investigational 

Medicinal Products 
 

2.2.1 Sterile Products  

 2.2.1.1 Aseptically Prepared  

 2.2.1.2 Terminally Sterilised  

2.2.2 Non-Sterile Investigational Medicinal Products  

2.2.3 Biological Investigational Medicinal Products  

 2.2.3.1 Blood products  

 2.2.3.2 Immunological products  

 2.2.3.3 Cell therapy products  

 2.2.3.4 Gene therapy products  

 2.2.3.5 Biotechnology products  

 2.2.3.6 Human or animal extracted products   

 2.2.3.7 Tissue-engineered products  
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 2.2.3.7 Other biological medicinal products (please 

specify) 
 

 

Site name: 

 

 Postal 

code: 

 

 

 

 

2.2.

4 

Other importation activities (any other relevant 

importation activity that is not covered above) 

Import 

(Please Tick) 

 

 2.2.4.1 Site of import  

 2.2.4.2 Import of intermediate products subject to 

further processing 
 

 2.2.4.3 Biological active substances  

 2.2.4.4 Other (please specify) 
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Site name: 

 

 Postal 

code: 

 

 

 

 

2.6   Other Information 

 

 

The following information is required for inspectorate action but will not 

appear on your authorisation. 

 

 

OTHER SPECIFIC PROCESSES/ACTIVITIES 

 

Bulk or partial manufacturing  Yes  No 

 

Manufacture and assembly for export  Yes  No 

 

Assembly for export  Yes  No 

 

Are materials or manufactured/imported/tested products of Animal 

Human Origin (AHO) present at this site? 

 Yes  No 

 

 

LETTING AND/OR ACCEPTING CONTRACTS 

 

Applicants intends to be contract acceptor (i.e. manufactures 

partially/wholly for  

others) 

 Yes  No 

  

 

Applicant intends to be contract giver (i.e. uses external 

manufacturers for total or  

partial manufacture)  

 Yes  No 

  

 

 Yes  No 
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Applicant intends to be contract acceptor (i.e. carries out testing 

partially/wholly for 

others) 

  

 

Applicants intends to be contract giver (i.e. uses external test houses 

for some/all 

testing) 

 Yes  No 

  

 

 

 

SUPPLEMENTARY QC TESTING INFORMATION AT THIS SITE 

 

Stability testing?  Yes  No 

 

Is this site involved in doing finished product testing?  Yes  No 

 

Is this site involved in microbiological testing of finished 

products and/or  

raw materials? 

  Yes  No 

 

 

If answer No to above, explain activities: 
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Site name: 

 

 Postal 

code: 

 

 

 

 

 

OTHER INFORMATION 

  

Do you handle medicines which require refrigeration or low 

temperature storage?  

 Yes  No 

 

Do you import intermediate products for further processing?   Yes  No 

     

Is this site ready for inspection?  Yes  No 

 

Are you conversant with the Rules and Guidance for 

Pharmaceutical Manufacturers and Distributors and do you have 

available the relevant procedures and records? 

  Yes  No 

 

 

Are signed technical agreements available for inspection where 

applicable? 

  Yes  No 
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2.7   Further information which should be attached 

 

 

Have you submitted a Site Master File with your initial application?  Yes  No 

 

NOTE: All Site Master Files should be submitted either as a hard copy or as a 

CD ROM. 

 

 

If No, will a Site Master File be available on site during an 

inspection? 

 Yes  No 

 

 

ON SITE FACILITIES 

 

Details should be included in your Site Master File 

 

 

 

EQUIPMENT ON SITE 

 

Details should be included in your Site Master File. 
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Site name: 

 

 Postal 

code: 

 

 

 

Section 3:  Named Persons 

 

 

Please indicate below how many of the following types of personnel you have 

working at this site. 

 

 

                       Personnel 

 

                      Number 

Qualified Person (QP) 

 

 

Production Manager/Supervisor (PM) 

 

 

Person responsible  for Quality Control 

(QC) 

 

 

 

 

 

 

Please ensure you have included copies of the required documentation. 
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Site name: 

 

 Postal 

code: 

 

 

 

3.1. Qualified Person 

 

1.  Please complete a separate page for each QP. 

 

2. Each QP nomination must be signed by both the nominee and the applicant. 

 

3. All applications by a QP must include a relevant CV and a copy of the 

nominee’s certificate attesting the QP status, issued by the NAMMD 

 

Title: 

 

   

    

First name(s): 

 

 

    

Surname: 

 

 

    

Business 

Address: 

 

 

 

 

 

 

    

 

Postal 

code: 

    

Telephone: 

 

    

Fax:     Mobile:  

    

Email 

address: 
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Please indicate your status 

 

Permanent employee         Consultant            Temporary employee   

 

If a consultant, please give details of your availability. How frequently will you 

visit? 

 

 

 
 

Site name: 

 

 Postal 

code: 

 

 

Qualifications (relevant to this authorisation) 

 

 

 

 

 

 

 

 

 

 

Experience (brief details of employment and responsibilities relevant to this 

authorisation) 
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Professional Association(s): 
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Site name: 

 

 Postal 

code: 

 

 

 

I hereby confirm that the above particulars are accurate and true to the 

best of my knowledge and belief. I agree to be nominated as a Qualified 

Person. 

 

 

 

 

Signed 

(Nominee): 

           

Date: 

 

    

Print Name:    

    

Signed 

(Applicant): 

          

Date: 

 

    

Print Name:    
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Site name: 

 

 Postal 

code: 

 

 

 

3.2. Person Responsible for Manufacture 

 

Please complete a separate sheet for each person responsible for production.  

 

In what capacity are you signing this? Please indicate in the box below. 

 

 

Manufacture Manager   Manufacture Supervisor   

 

 

Title: 

 

 
 

 

    

First name(s): 

 

 

    

Surname: 

 

 

    

Business Address: 

 

 

 

 

 

 

 

 

 

Postal code:     Telephone no.:  

    

Fax no.:     Mobile no.:  

    

Email address:  
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Qualifications (relevant to this authorisation) 

 

 

 

 

 

 

 

 

Experience (brief details of employment and responsibilities relevant to this 

authorisation) 

 

 

 

 

 

 

 

Site name: 

 

 Postal 

code: 

 

 

Name and function of the person(s) to whom he/she reports: 

 

 

 

 

 

 

Area of responsibility 
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I hereby confirm that the above particulars are accurate and true to the 

best of my knowledge and belief. I agree to be nominated as the person 

responsible for production. 

 

Signed 

(Nominee): 

           

Date: 

 

    

Print Name:    

    

Signed 

(Applicant): 

          

Date: 

 

    

Print Name:    

    

Site name: 

 

 Postal 

code: 

 

 

3.3. Quality Control Responsible Person  

 

Please give the following details of the person(s) with overall responsibility for 

Quality Control.  Where this responsibility is shared between more than one 

person, please complete a separate page for each person, and give details of 

each person’s areas of responsibility. 

 

Title:    

First name(s): 

 

 

    

Surname: 

 

 

    

Business Address: 
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Postal code:    Telephone no.:  

    

Fax no.:      Mobile no.:  

    

Email 

address: 

 

 

Qualifications (relevant to this authorisation) 

 

 

 

 

 

 

 

 

Experience (brief details of employment and responsibilities relevant to this 

authorisation) 

 

 

 
 

Site ID: 

(Variations only) 

 Site 

Name: 

 

 

Name and position of the person(s) to whom he/she reports: 
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Area of responsibility 

 

 

 

 

 

 

 

 

 

 

I hereby confirm that the above particulars are accurate and true to the 

best of my knowledge and belief. I agree to be nominated as the person 

responsible for Quality Control. 

 

Signed 

(Nominee): 

           

Date: 

 

    

Print Name:    

    

Signed 

(Applicant): 

          

Date: 

 

    

Print Name:    

    

 

Section 4: Contract Laboratories 

 

Please complete a copy of section 4 for each contract laboratory you wish to 

name on this authorisation 

 

  

Site Name:  

  

Address:  
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Postal code:  

 

Site Contact 

Name: 

 

    

Telephone no.:  Fax no.:  

    

Mobile no.:    

    

Email address:  

 

 

Please indicate the type of testing carried out by ticking the relevant box(es) 

below.  

 

Quality Control Testing 

 

Microbiological: sterility   Yes  No 

Microbiological: non-sterility   Yes  No 

Chemical/Physical   Yes  No 

Biological   Yes  No 

Stability testing?  Yes  No 

Is this site involved in doing finished product testing?  Yes  No 

Is this site involved in microbiological testing of 

finished products and/or raw materials? 

 Yes  No 

If No to the above, please explain activities: 
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Section 5: Storage & Handling Sites 

 

 

Please complete a copy of section 5 for each storage and handling site that you 

wish to include on the authorisation. 

 

 

 

Name of the 

storage and 

handling site: 

 

  

Address:  

 

 

 

 

 

 

 

Postal code:  

 

Site Contact 

Name: 

 

    

Telephone no.:  Fax no.:  

    

Mobile no.:    

    

Email address:  
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Section 6: Comments 

 

Please provide any other information that may support your application. You 

can also detail any changes to addresses, person names etc. 
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Section 7:  Declaration 

 

 

I/We hereby apply for grant of Manufacturing Authorisation to the 

proposed Holder named in this application form in respect of the activities to 

which the application refers. 

 

 

7.1  The activities are to be only in accordance with the information set out in 

the application or furnished in connection with it. 

 

 

7.2  To the best of my knowledge and belief, the particulars I have given in this 

form are correct, truthful and complete. 

 

 

 

 

 

Signed 

(Applicant): 

          

Date: 

 

    

Print Name:    

    

 

 

 

Capacity in which signed: 
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ANNEX V  

 

To 

 

THE NATIONAL AGENCY FOR MEDICINES 

AND MEDICAL DEVICES 

The Pharmaceutical Inspection Department 

 

 

 

The . . . . . . . . . . …….established in . . . . . . . . . ……. address . . . . . . . . . . ………Telephone/fax number. . . . . . . . …. 

. registered with the Registry of Commerce under . . . . . …… . . . . fiscal code . . . . . . . . . … represented by (name and 

surname) . . . . . . . . . . . . . . . . . . ……………………………………, in line with the Order of the Minister of Health on 

manufacturing authorisation of manufacturers, importers of medicinal products for human use, investigational medicinal 

products included, and of independent control sites and grant of a Good Manufacturing Practice Certificate, hereby apply for 

release of a copy of the Manufacturing Authorisation/Good Manufacturing Practice Certificate no.. . . . . . .  

Please find attached the proof of notification on loss of the Manufacturing Authorisation/Good Manufacturing Practice 

certificate as publicly notified in ……………….. ...................................................................................... 

(name of the newspaper) 

 

 

 

Signature, stamp  

…………………. 
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ANNEX VI  

 

  

  

UNDERTAKING 

 

 

 The ……………………..…, established in ………………………………,  

address …………………………………………………………….......................,  

represented by …………………....................…, position ………………… ……….., hereby undertake to submit information 

required under Annex V to this Order on manufacturing authorisation of manufacturers, importers of medicinal products for 

human use, investigational medicinal products included, and of independent control sites and grant of a Good Manufacturing 

Practice Certificate for each import. 

Signature, stamp 

    ......................................................... 
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ANNEX VII 

 

NOTIFICATION OF IMPORT 

 

NOTICE: Information required in this Annex is to be submitted to the National Agency for Medicines and Medical 

Devices – The Pharmaceutical Inspection Department, by importers only. The data should be submitted in tabulated form, 

immediately upon each import. 

 

The table obligatorily consists of 14 columns, filled in as follows: 

 

   1. No.  

   2. Product  

   3. International Non-proprietary Name (INN)  

   4. Pharmaceutical form  

   5. Strength 

   6. Packaging  

   7. Release (on-prescription/OTC)  

   8. Marketing Authorisation Holder  

   9. Manufacturer 

   10. Country of origin  

   11. Batch(es)  

   12. Date of import  

   13. Imported quantity (quantity of each batch and total quantity)  

   14. Notes 
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Medicinal product batches recalled during the 4th quarter of 2015 

 

No. Product recalled 
Pharmaceutical 

form 
Strength INN 

Manufacturer/

MAH 
Batch Grounds for recall 

Proposed 

action 

Date of 

recall 

1 
COREFLUX  

250 ULS 
soft capsules 250 ULS sulodexide 

MITIM SRL, 

ITALY/ 

Sanience SRL 

35038, 

35039 
Aspect of the soft capsules 

Recall and 

destruction 
08.10.2015 

2 
PANADOL 

EXTRA 

film-coated film-

coated tablets 
 combinations 

GSK, 

IRELAND/ 

GSK Consumer 

Health. 

121180,  

130131,  

130240, 

130398,  

130627,  

130835,  

130982,  

140108 

Product whose shelf life has 

expired 2 years ago (as shown in 

Order of the Minister of Health no. 

279/2005) following NAMMD 

approval of changes to MA no. 

5550/2005/01-07 on 17.09.2013  

Voluntary recall 

and 

destruction 

06.10.2015 

3 ZOVIRAX  cream 5% acyclovir 

GSK 

Operations, 

GREAT 

BRITAIN/ 

GSK Consumer 

Healtcare, 

GREAT 

BRITAIN 

C616879, 

C627257, 

C651256 

Product whose shelf life has 

expired 2 years ago (as shown in 

Order of the Minister of Health no. 

279/2005) following NAMMD 

approval of changes to MA no. 

7384/2006/01-02 on 01.10.2013  

Recall and 

destruction 
13.10.2015 

4 CODAMIN P film-coated tablets  combinations Terapia S.A. 

10149493, 

10149499, 

09149320 

Results outside specifications 

obtained during stability studies for 

parameter “codeine phosphate” 

Recall and 

destruction 
21.10.2015 

5 
VOLTAREN 

EMULGEL  
gel 

11,6 mg/g  

x 50g, 

x100g 

diclofenac 

Novaris 

Consumer 

Healthcare 

50g: W7368, 

W7369, W7370, 

W7371, W7372, 

W7373, W7374, 

W7375, W7376, 

W7377, W7378, 

W7379, W7380, 

W7381, W7382, 

W7383, W7384, 

W7385, W7386, 

W7387, W7388, 

Product whose shelf life has 

expired 2 years ago as shown in 

Order of the Minister of Health no. 

279/2005, following NAMMD 

approval of changes to MA no. 

5428/2005/04-05 on 10.09.2013  

Recall and 

destruction 
30.10.2015 
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No. Product recalled 
Pharmaceutical 

form 
Strength INN 

Manufacturer/

MAH 
Batch Grounds for recall 

Proposed 

action 

Date of 

recall 

W7389, W7390, 

W7391; 

100g: W0022, 

W0023, W0024, 

W0025, W0026, 

W0027, W0028, 

W0029, W0030, 

W0031, W0032, 

W0033  

6 BRAVELLE 

powder and 

solvent for 

solution for 

injection 

75 IU urofollitropin 
Ferring GmbH, 

GERMANY 

K17336C, 

H18072C, 

H12767C, 

H14119D, 

H14119U 

Results outside specifications 

obtained during stability studies for 

parameter ,,Potency” 

Recall and 

destruction 

02.11. 

2015 

7 
HEPA-MERZ 

GRANULAT 

granules for oral 

suspension 
 combinations 

Merz Pharma 

GmbH, 

GERMANY 

373722, 

373353 

Vacillating values outside the 

specification for “content of active 

substance” 

Recall and 

destruction 
02.11.2015 

8 
INFANRIX 

IPV+Hib 

powder and 

suspension for 

solution for 

injection 

 

Combined 

vaccine - 

DTPA-

IPV+Hib 

CSK  A20CB124A 

Product whose shelf life has 

expired 2 years ago as shown in 

Order of the Minister of Health no. 

279/2005, following NAMMD 

approval of changes to MA no. 

8161/2006/01-28 on 06.2012 

Voluntary recall 

and 

destruction 

10.11.2015 

9 ANGHIROL  film-coated tablets 3.25 mg plants Biofarm 04154945 
Result outside specification for 

parameter “colour” 

Voluntary recall 

and 

destruction 

23.11.2015 

10 
PANADOL 

BABY 
oral suspension 

120 mg/  

5 ml 
paracetamol GSK 

M052-M054  

M066, M067  

M086,M087 

M102- M105 

M129- M133   

M162-M165  

M183, M184  

M191- M193    

M208- M210  

M215, M216, 

N020, N041, 

Product whose shelf life has 

expired 2 years ago (as shown in 

Order of the Minister of Health no. 

279/2005) following NAMMD 

approval of MA variation no. 

8154/2006/01-02 on 13.11.2013  

Voluntary recall 

and 

destruction 

03.12.2015 
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No. Product recalled 
Pharmaceutical 

form 
Strength INN 

Manufacturer/

MAH 
Batch Grounds for recall 

Proposed 

action 

Date of 

recall 

N046, N047, 

N048   

11 FENISTIL gel 1 mg/g 
dimethindene 

maleate 
GSK 

N00596A,  

N00597A,  

N01521A, 

N01522A, 

N02386B, 

N02389A, 

N02390A 

Product whose shelf life has 

expired 2 years ago (as shown in 

Order of the Minister of Health no. 

279/2005) following NAMMD 

approval of a change to MA no. 

5979/2013/01 on 22.11.2013 

Voluntary recall 

and 

destruction 

08.12.2015 

12 EXCEDRINIL 
film-coated tablets 

filmate 

250 mg/ 

250 mg/ 

65 mg 

combinations GSK DM3371 

Product whose shelf life has 

expired 2 years ago (as shown in 

Order of the Minister of Health no. 

279/2005) following NAMMD 

approval of a change to MA no. 

2043/2009/01-16 on 09.05.2013  

Voluntary recall 

and 

destruction 

22.12.2015 

13 CERVUGID  ovules  combinations Ircon S.R.L. 

455, 

456, 

457 

Results outside specification for 

parameter “dosage” of 

Cloramfenicol 

Recall and 

destruction 
29.12.2015 
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Applications for marketing authorisation/marketing authorisation 

renewal submitted to the NAMMD during the 3rd quarter of 2015 

During the 3rd quarter of 2015, 210 marketing authorisation/renewal 

applications for medicinal products corresponding to the following 

therapeutic groups have been received: 

A02 - DRUGS FOR ACID RELATED DISORDERS 

A04 - ANTIEMETICS AND ANTINAUSEANTS 

A06 – DRUGS FOR CONSTIPATION 

A10 – DRUGS USED IN DIABETES 

B01 – ANTITHROMBOTIC AGENTS 

B02 - ANTIHEMORRHAGICS 

C01 – CARDIAC THERAPY 

C03 - DIURETICS 

C07 – BETA BLOCKING AGENTS 

C09 - AGENTS ACTING ON THE RENIN-ANGIOTENSIN SYSTEM 

C10 - LIPID MODIFYING AGENTS  

G03 - SEX HORMONES AND MODULATORS OF THE GENITAL SYSTEM 

G04 - UROLOGICALS 

H01 - PITUITARY AND HYPOTHALAMIC HORMONES AND ANALOGUES 

J01 - ANTIBACTERIALS FOR SYSTEMIC USE 

J02 - ANTIMYCOTICS FOR SYSTEMIC USE 

J05 - ANTIVIRALS FOR SYSTEMIC USE 

L01 - ANTINEOPLASTIC AGENTS 

L02 – ENDOCRINE THERAPY 

L04 - IMMUNOSUPPRESSANTS 

M01 - ANTI-INFLAMMATORY AND ANTIRHEUMATIC PRODUCTS 

M05 - DRUGS FOR TREATMENT OF BONE DISEASES 

N01 – ANESTHETICS 

N02 - ANALGESICS 

N03 - ANTIEPILEPTICS 

N04 – ANTI-PARKINSON DRUGS 

N05 - PSYCHOLEPTICS 

N06 - PSYCHOANALEPTICS 

N07 – OTHER NERVOUS SYSTEM DRUGS 

R01 – NASAL PREPARATIONS 

R02 – THROAT PREPARATIONS 

R03 - DRUGS FOR OBSTRUCTIVE AIRWAY DISEASES 

R05 - COUGH AND COLD PREPARATIONS 

R06 – ANTIHISTAMINES FOR SYSTEMIC USE 

S01 - OPHTHALMOLOGICALS 

V09 - DIAGNOSTIC RADIOPHARMACEUTICALS 

V10 - THERAPEUTIC RADIOPHARMACEUTICALS 
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Medicinal products authorised for marketing during the 3rd quarter of 2015 
 

INN Invented name Pharmaceutical 

form 

Streng

th 

MAH Country MA number 

ACID OMEGA-3- 

ESTERI ETILICI 90 

VASOTERAN  

1000 mg 

CAPSULES MOI 1000m

g 

NTC S.R.L. ITALY 7974 2015 01 

ACIDUM 

IBANDRONICUM 

OSSICA 150 mg FILM-COATED 

TABLETS 

150mg GEDEON RICHTER 

PLC. 

HUNGARY 7931 2015 01 

ACIDUM 

IBANDRONICUM 

ACID IBANDRONIC 

GLENMARK  

150 mg 

FILM-COATED 

TABLETS 

150mg GLENMARK  

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

8134 2015 01 

ACIDUM 

IBANDRONICUM 

ACID IBANDRONIC 

GLENMARK  

50 mg 

FILM-COATED 

TABLETS 

50mg GLENMARK  

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

8133 2015 01 

ALPROSTADILUM VITAROS 2 mg/g CREAM 2mg/g RECORDATI 

IRELAND LIMITED 

IRELAND 8143 2015 01 

ALPROSTADILUM VITAROS 3 mg/g CREAM 3mg/g RECORDATI 

IRELAND LIMITED 

IRELAND 8144 2015 01 

AMBROXOLUM PINEX 

EXPECTORANT  

15 mg/5 ml 

ORAL 

SOLUTION 

15mg/ 

5ml 

ACTAVIS GROUP PTC 

EHF. 

ICELAND 7910 2015 01 

AMBROXOLUM PINEX 

EXPECTORANT  

30 mg/5 ml 

ORAL 

SOLUTION 

30mg/ 

5ml 

ACTAVIS GROUP PTC 

EHF. 

ICELAND 7911 2015 01 

AMBROXOLUM PINEX 

EXPECTORANT  

30 mg 

FILM-COATED 

TABLETS EFF. 

30mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 8120 2015 01 

AMBROXOLUM PINEX 

EXPECTORANT  

60 mg 

EFFERVESCENT 

FILM-COATED 

TABLETS  

60mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 8121 2015 01 
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AMLODIPINUM AMLODIPINA VIM 

SPECTRUM 5 mg 

FILM-COATED 

TABLETS 

5mg VIM SPECTRUM S.R.L. ROMANIA 7985 2015 01 

AMLODIPINUM AMLODIPINA VIM 

SPECTRUM 10 mg 

FILM-COATED 

TABLETS 

10mg VIM SPECTRUM S.R.L. ROMANIA 7986 2015 01 

AMOXICILLINUM + 

ACIDUM 

CLAVULANICUM 

AUGMENTIN  

875 mg/125 mg 

FILM-COATED 

TABLETS 

875mg/ 

125mg 

BEECHAM GROUP 

PLC 

GREAT 

BRITAIN 

8164 2015 01 

AMOXICILLINUM + 

ACIDUM 

CLAVULANICUM 

AMOXICILINA/ACI

D CLAVULANIC 

KRKA 400 mg/ 

57 mg /5 ml 

PULB. PT. ORAL 

SUSPENSION 

400mg/ 

57mg/ 

5ml 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8053 2015 01 

AMOXICILLINUM + 

ACIDUM 

CLAVULANICUM 

AMOXICILINA/ACI

D CLAVULANIC 

KRKA  

500 mg/125 mg 

FILM-COATED 

TABLETS 

500mg/ 

125mg 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8051 2015 01 

AMOXICILLINUM + 

ACIDUM 

CLAVULANICUM 

AMOXICILINA/ACI

D CLAVULANIC 

KRKA  

875 mg/125 mg 

FILM-COATED 

TABLETS 

875mg/ 

125mg 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8052 2015 01 

ARIPIPRAZOLUM LEMILVO 10 mg ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg ACTAVIS GROUP  

PTC EHF. 

ICELAND 8022 2015 01 

ARIPIPRAZOLUM LEMILVO 15 mg ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg ACTAVIS GROUP  

PTC EHF. 

ICELAND 8023 2015 01 

ARIPIPRAZOLUM RESTIGULIN  

10 mg 

FILM-COATED 

TABLETS 

10mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8084 2015 01 

ARIPIPRAZOLUM RESTIGULIN  

15 mg 

FILM-COATED 

TABLETS 

15mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8085 2015 01 



193 

ARIPIPRAZOLUM RESTIGULIN  

30 mg 

FILM-COATED 

TABLETS 

30mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8086 2015 01 

ARIPIPRAZOLUM EXPLEMED  

5 mg 

FILM-COATED 

TABLETS 

5mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8074 2015 01 

ARIPIPRAZOLUM EXPLEMED  

10 mg 

FILM-COATED 

TABLETS 

10mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8075 2015 01 

ARIPIPRAZOLUM EXPLEMED  

15 mg 

FILM-COATED 

TABLETS 

15mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8076 2015 01 

ARIPIPRAZOLUM EXPLEMED  

30 mg 

FILM-COATED 

TABLETS 

 

 

30mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8077 2015 01 

ARIPIPRAZOLUM EXPLEMED ODT  

5 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

5mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8078 2015 01 

ARIPIPRAZOLUM EXPLEMED ODT  

10 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8079 2015 01 

ARIPIPRAZOLUM EXPLEMED ODT  

15 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8080 2015 01 

ARIPIPRAZOLUM EXPLEMED ODT  

30 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

30mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8081 2015 01 
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ARIPIPRAZOLUM ARIPIPRAZOL 

TEVA 10 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8116 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL 

TEVA 15 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8117 2015 01 

ARIPIPRAZOLUM LEMILVO 10 mg FILM-COATED 

TABLETS 

10mg ACTAVIS GROUP PTC 

EHF. 

MALTA 8130 2015 01 

ARIPIPRAZOLUM LEMILVO 15 mg FILM-COATED 

TABLETS 

15mg ACTAVIS GROUP PTC 

EHF. 

MALTA 8131 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 5 mg 

FILM-COATED 

TABLETS 

5mg TORRENT PHARMA 

SRL 

ROMANIA 8135 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 10 mg 

FILM-COATED 

TABLETS 

10mg TORRENT PHARMA 

SRL 

ROMANIA 8136 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 15 mg 

FILM-COATED 

TABLETS 

15mg TORRENT PHARMA 

SRL 

ROMANIA 8137 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 20 mg 

FILM-COATED 

TABLETS 

20mg TORRENT PHARMA 

SRL 

ROMANIA 8138 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 30 mg 

FILM-COATED 

TABLETS 

30mg TORRENT PHARMA 

SRL 

ROMANIA 8139 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 10 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg TORRENT PHARMA 

SRL 

ROMANIA 8140 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL 

TORRENT 15 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg TORRENT PHARMA 

SRL 

ROMANIA 8141 2015 01 

ARIPIPRAZOLUM ARIPIPRAZOL  

TORRENT 30 mg 

ORODISPERSIB

LE FILM-

30mg TORRENT PHARMA 

SRL 

ROMANIA 8142 2015 01 
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COATED 

TABLETS 

ATORVASTATINUM ATORVASTATIN  

PFIZER 10 mg 

FILM-COATED 

TABLETS 

10mg PFIZER EUROPE  

MA EEIG 

GREAT 

BRITAIN 

8157 2015 01 

ATORVASTATINUM ATORVASTATIN  

PFIZER 20 mg 

FILM-COATED 

TABLETS 

20mg PFIZER EUROPE  

MA EEIG 

GREAT 

BRITAIN 

8158 2015 01 

ATORVASTATINUM ATORVASTATIN  

PFIZER 40 mg 

FILM-COATED 

TABLETS 

40mg PFIZER EUROPE  

MA EEIG 

GREAT 

BRITAIN 

8159 2015 01 

ATORVASTATINUM ATORVASTATIN  

PFIZER 80 mg 

FILM-COATED 

TABLETS 

80mg PFIZER EUROPE  

MA EEIG 

GREAT 

BRITAIN 

8160 2015 01 

BIMATOPROSTUM BIMATOPROST  

TEVA 0.1 mg/ml 

EYE DROPS, 

SOLUTION 

0.1mg/ 

ml 

TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8166 2015 01 

BORTEZOMIBUM VORTEMYEL 

3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

3.5mg ALVOGEN IPCO 

S.AR.L. 

LUXEMBOUR

G 

7912 2015 01 

BORTEZOMIBUM BORTEZOMIB  

ACTAVIS 3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

3.5mg ACTAVIS GROUP  

PTC EHF. 

ICELAND 7959 2015 01 

BORTEZOMIBUM ZEGOMIB 1 mg POWDER FOR 

SOLUTION FOR 

INJECTION 

1mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7965 2015 01 

BORTEZOMIBUM ZEGOMIB  

3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

3.5mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7966 2015 01 

BORTEZOMIBUM BORTEGA  

3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

3.5mg HEATON K.S. THE CZECH 

REPUBLIC 

8037 2015 01 
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BORTEZOMIBUM BORTEZOMIB  

TEVA 1 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

1mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8101 2015 01 

BORTEZOMIBUM BORTEZOMIB  

TEVA 3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

3.5mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8102 2015 01 

CALCIUM POLISTIREN 

SULFONAT 

SORBISTERIT  

15 g 

PULB. PT. ORAL 

SUSPENSION/R

ECTALA IN 

PLIC 

15g FRESENIUS MEDICAL 

CARE 

NEPHROLOGICA 

DEUTSCHLAND GM 

GERMANY 8016 2015 01 

CEFIXIMUM XIFIA  

100 mg/5 ml 

GRANULES 

FOR ORAL 

SUSPENSION 

100mg/ 

5ml 

INN-FARM D.O.O. SLOVENIA 7945 2015 01 

CEFUROXIMUM CEFEROXAN  

250 mg 

FILM-COATED 

TABLETS 

250mg 

 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8151 2015 01 

CEFUROXIMUM CEFEROXAN  

500 mg 

FILM-COATED 

TABLETS 

500mg KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8152 2015 01 

CICLOPIROXUM CICLOTAU  

10 mg/ml 

CUTANEOUS 

SPRAY, 

SOLUTION 

10mg/

ml 

POLICHEM SA LUXEMBOUR

G 

8091 2015 01 

CIPROFLOXACINUM CIPROFLOXACINA 

AUROBINDO  

250 mg 

FILM-COATED 

TABLETS 

250mg AUROBINDO 

PHARMA (MALTA) 

LIMITED 

MALTA 8126 2015 01 

CIPROFLOXACINUM CIPROFLOXACINA 

AUROBINDO  

500 mg 

FILM-COATED 

TABLETS 

500mg AUROBINDO 

PHARMA (MALTA) 

LIMITED 

MALTA 8127 2015 01 

CIPROFLOXACINUM CIPROFLOXACINA 

AUROBINDO  

750 mg 

FILM-COATED 

TABLETS 

750mg AUROBINDO 

PHARMA (MALTA) 

LIMITED 

MALTA 8128 2015 01 

CLOPIDOGRELUM DEFROZYP  

75 mg 

FILM-COATED 

TABLETS 

75mg LABORMED PHARMA 

S.A. 

ROMANIA 8125 2015 01 
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CLOPIDOGRELUM CLOPIDOGREL 

AUROBINDO  

75 mg 

FILM-COATED 

TABLETS 

75mg AUROBINDO 

PHARMA (MALTA) 

LIMITED 

MALTA 8092 2015 01 

COMBINATIONS THERAFLU EXTRA 

RACEALA SI GRIPA  

650 mg/20 mg/10 mg 

PULB. PT. ORAL 

SOLUTION 

650mg/ 

20mg/ 

10mg 

NOVARTIS 

CONSUMER HEALTH  

GMBH 

GERMANY 8179 2015 01 

COMBINATIONS AMINOPLASMAL  

100g/l 

SOLUTION FOR 

INFUSION 

100g/l B. BRAUN 

MELSUNGEN AG 

GERMANY 8009 2015 01 

COMBINATIONS AMINOPLASMAL  

100g/l E 

SOLUTION FOR 

INFUSION 

100g/l B. BRAUN 

MELSUNGEN AG 

GERMANY 8008 2015 01 

COMBINATIONS AMINOPLASMAL   

50g/l E 

SOLUTION FOR 

INFUSION 

50g/l B. BRAUN 

MELSUNGEN AG 

GERMANY 8007 2015 01 

COMBINATIONS SEPTOLETE OMNI 

1.5 mg+5 mg/ml 

SPRAY 

BUCOFARIN-

GIAN -SOL. 

1.5mg+ 

5mg/ 

ml 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8015 2015 01 

COMBINATIONS SEPTOLETE OMNI 

3 mg/1 mg 

PASTILE 3mg/ 

1mg 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8036 2015 01 

COMBINATIONS ( 

PARACETAMOLUM + 

CODEINUM) 

PARABINE  

1000 mg/60 mg 

FILM-COATED 

TABLETS 

1000m

g/60mg 

TORRENT PHARMA 

S.R.L. 

ROMANIA 7926 2015 01 

COMBINATIONS ( 

PARACETAMOLUM + 

CODEINUM) 

PARABINE  

500 mg/30 mg 

FILM-COATED 

TABLETS 

500mg/ 

30mg 

TORRENT PHARMA 

S.R.L. 

ROMANIA 7925 2015 01 

COMBINATIONS 

(CANDESARTANUM 

CILEXETIL+HCT) 

CANDESARTAN 

HCT 

TCHAIKAPHARMA  

8 mg/12.5 mg 

FILM-COATED 

TABLETS 

8mg/ 

12.5mg 

 

TCHAIKAPHARMA 

HIGH QUALITY 

MEDICINES INC. 

BULGARIA 7991 2015 01 

COMBINATIONS 

(CANDESARTANUM 

CILEXETIL+HCT) 

CANDESARTAN 

HCT 

TCHAIKAPHARMA  

16 mg/12.5 mg 

FILM-COATED 

TABLETS 

16mg/ 

12.5mg 

TCHAIKAPHARMA 

HIGH QUALITY 

MEDICINES INC. 

BULGARIA 7992 2015 01 
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COMBINATIONS 

(DUTASTERIDUM+TAM

SULOSINUM) 

DUODART 

0.5mg/0.4mg 

CAPSULES 0.5mg/

0.4mg 

GLAXOSMITHKLINE 

(GSK) SRL 

ROMANIA 8163 2015 01 

COMBINATIONS 

(GESTODENUM+ETINIL

ESTRADIOLUM) 

MARYNARKA  

0.075 mg/0.020 mg 

FILM-COATED 

TABLETS 

0.075 

mg/ 

0.020 

mg 

LABORATORIOS 

LEON FARMA, S.A. 

SPAIN 8113 2015 01 

COMBINATIONS 

(IBUPROFENUM+LEVO

MENTOLUM) 

DEEP RELIEF  

50 mg/30 mg/g 

GEL 50mg/ 

30mg/g 

THE MENTOLATUM 

COMPANY LIMITED 

GREAT 

BRITAIN 

8005 2015 01 

COMBINATIONS 

(LEVONORGESTRELUM

+ETINILESTRADIOLUM) 

ELISYA 150 

micrograms/ 

30 micrograms 

LOZENGES 150mic

rogram

s/ 

30micr

ograms 

HEATON K.S. THE CZECH 

REPUBLIC 

7993 2015 01 

COMBINATIONS 

(LOSARTANUM+HYDR

OCHLOROTHIAZIDUM) 

LORISTA H  

50 mg/12.5 mg 

FILM-COATED 

TABLETS 

50mg/ 

12.5mg 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 8030 2015 01 

COMBINATIONS 

(METOPROLOLUL+IVA

BRADINUM) 

ARPARIAL  

25 mg/5 mg 

FILM-COATED 

TABLETS 

25mg/ 

5mg 

EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7953 2015 01 

COMBINATIONS 

(METOPROLOLUL+IVA

BRADINUM) 

ARPARIAL  

50 mg/5 mg 

FILM-COATED 

TABLETS 

50mg/ 

5mg 

EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7954 2015 01 

COMBINATIONS 

(METOPROLOLUL+IVA

BRADINUM) 

ARPARIAL 

25 mg/7.5 mg 

FILM-COATED 

TABLETS 

25mg/ 

7.5mg 

EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7955 2015 01 

COMBINATIONS 

(METOPROLOLUL+IVA

BRADINUM) 

ARPARIAL  

50 mg/7.5 mg 

FILM-COATED 

TABLETS 

50mg/ 

7.5mg 

EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7956 2015 01 
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COMBINATIONS 

(METOPROLOLUM+IVA

BRADINUM) 

IMPLICOR  

25 mg/5 mg 

FILM-COATED 

TABLETS 

25mg/ 

5mg 

LES LABORATOIRES 

SERVIER 

FRANCE 8070 2015 01 

COMBINATIONS 

(METOPROLOLUM+IVA

BRADINUM) 

IMPLICOR  

50 mg/5 mg 

FILM-COATED 

TABLETS 

50mg/ 

5mg 

LES LABORATOIRES 

SERVIER 

FRANCE 8071 2015 01 

COMBINATIONS 

(METOPROLOLUM+IVA

BRADINUM) 

IMPLICOR  

25 mg/7.5 mg 

FILM-COATED 

TABLETS 

25mg/ 

7.5mg 

LES LABORATOIRES 

SERVIER 

FRANCE 8072 2015 01 

COMBINATIONS 

(METOPROLOLUM+IVA

BRADINUM) 

IMPLICOR  

50 mg/7.5 mg 

FILM-COATED 

TABLETS 

50mg/ 

7.5mg 

 

LES LABORATOIRES 

SERVIER 

FRANCE 8073 2015 01 

COMBINATIONS 

(METRONIDAZOLUM+C

LOTRIMAZOLUM) 

ZIFEX DUO  

500 mg/200 mg 

OVULES 500mg/ 

200mg 

ANTIBIOTICE S.A. ROMANIA 7917 2015 01 

COMBINATIONS 

(PERINDOPRILUM+ 

AMLODIPINUM) 

VIACORAM  

3.5 mg/2.5 mg 

FILM-COATED 

TABLETS 

3.5mg/ 

2.5mg 

LES LABORATOIRES 

SERVIER 

FRANCE 7997 2015 01 

COMBINATIONS 

(PERINDOPRILUM+ 

AMLODIPINUM) 

VIACORAM  

7 mg/5 mg 

FILM-COATED 

TABLETS 

7mg/ 

5mg 

LES LABORATOIRES 

SERVIER 

FRANCE 7998 2015 01 

COMBINATIONS(CALCI

UM 

CARBONATE+MAGNESI

UM CARBOBNATE) 

RENNIE 

PEPPERMINT  

680 mg/80 mg 

CHEWABLE 

FILM-COATED 

TABLETS 

680mg/ 

80mg 

BAYER S.R.L. ROMANIA 8011 2015 01 

COMBINATIONS(CALCI

UM 

CARBONATE+MAGNESI

UM CARBOBNATE) 

RENNIE  

SPEARMINT  

680 mg/80 mg 

CHEWABLE 

FILM-COATED 

TABLETS 

680mg/ 

80mg 

BAYER S.R.L. ROMANIA 8010 2015 01 

COMBINATIONS(TROPI

CAMIDUM+PHENYLEPH

RINUM+LIDOCAINUM) 

MYDRANE 

 0.2 mg/ml+3.1mg/ml 

+10 mg/ml 

SOLUTION FOR 

INJECTION 

0.2mg/

ml+3.1

LABORATOIRES 

THEA 

FRANCE 8107 2015 01 
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mg/ml

+ 

10mg/

ml 

COMPLEX DE FER (III) 

IZOMALTOZAT 

MONOFER  

100 mg/ml 

SOLUTION FOR 

INJECTION/INF

USION 

100mg/

ml 

PHARMACOSMOS A/S DENMARK 8145 2015 01 

DESFLURANUM SUPRANE 100% LIQUID FOR 

INHALATION 

VAPOURS 

100% BAXTER SA BELGIUM 8048 2015 01 

DESLORATADINUM LORDESTIN 5 mg FILM-COATED 

FILM-COATED 

TABLETS 

5mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8182 2015 01 

DEXTROMETHORPHAN

UM 

ROFEDEX 10 mg FILM-COATED 

TABLETS 

10mg BIOFARM S.A. ROMANIA 7982 2015 01 

DEXTROMETHORPHAN

UM 

ROFEDEX 20 mg FILM-COATED 

TABLETS 

20mg BIOFARM S.A. ROMANIA 7983 2015 01 

DICLOFENACUM DICLOFENAC DUO 

PHARMASWISS  

75 mg 

PROLONGED-

RELEASE 

CAPSULES 

75mg PHARMASWISS 

CESKA REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 

7914 2015 01 

DIFENHIDRAMINUM CALMABEN  

50 mg 

LOZENGES 50mg PHARMAZEUTISCHE 

FABRIK MONTAVIT 

Ges.m.b.H. 

AUSTRIA 8006 2015 01 

DOMPERIDONUM DOMOTIL 10 mg ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg LABORMED PHARMA 

S.A. 

ROMANIA 7946 2015 01 

DULOXETINUM ZATINEX 30 mg GASTRORESIST

ANT CAPSULES 

30mg ANTIBIOTICE S.A. ROMANIA 7934 2015 01 

DULOXETINUM ZATINEX 60 mg GASTRORESIST

ANT CAPSULES 

60mg ANTIBIOTICE S.A. ROMANIA 7935 2015 01 
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DULOXETINUM DULOXETINA  

DR. REDDY'S  

30 mg 

GASTRORESIST

ANT CAPSULES 

30mg DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. 

ROMANIA 7970 2015 01 

DULOXETINUM DULOXETINA  

DR. REDDY'S  

60 mg 

GASTRORESIST

ANT CAPSULES 

60mg DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. 

ROMANIA 7971 2015 01 

DULOXETINUM ARITAVI 30 mg GASTRORESIST

ANT CAPSULES 

30mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 8032 2015 01 

DULOXETINUM ARITAVI 60 mg GASTRORESIST

ANT CAPSULES 

60mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 8033 2015 01 

DULOXETINUM DULOXETINA 

TEVA 30 mg 

GASTRORESIST

ANT CAPSULES 

30mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8049 2015 01 

DULOXETINUM DULOXETINA 

TEVA 60 mg 

GASTRORESIST

ANT CAPSULES 

60mg 

 

 

TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8050 2015 01 

DULOXETINUM DULODET 30 mg GASTRORESIST

ANT CAPSULES 

30mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8153 2015 01 

DULOXETINUM DULODET 60 mg GASTRORESIST

ANT CAPSULES 

60mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8154 2015 01 

DULOXETINUM DULOXGAMMA  

30 mg 

GASTRORESIST

ANT CAPSULES 

30mg WORWAG PHARMA 

GMBH & CO. KG. 

GERMANY 8155 2015 01 

DULOXETINUM DULOXGAMMA  

60 mg 

GASTRORESIST

ANT CAPSULES 

60mg WORWAG PHARMA 

GMBH & CO. KG. 

GERMANY 8156 2015 01 

DUTASTERIDUM DUTASTERIDA 

GALENICUM  

0.5 mg 

CAPSULES MOI 0.5mg GALENICUM HEALTH 

S.L. 

SPAIN 8132 2015 01 
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ESOMEPRAZOLUM EMANERA  

20 mg 

GASTRORESIST

ANT CAPSULES 

20mg KRKA, D.D., NOVO 

MESTO 

SLOVENIA 7950 2015 01 

ESOMEPRAZOLUM EMANERA  

40 mg 

GASTRORESIST

ANT CAPSULES 

40mg 

 

KRKA, D.D., NOVO 

MESTO 

SLOVENIA 7951 2015 01 

ESTRADIOLUM LENZETTO  

1.53 mg/dose 

TRANSDERMAL 

SPRAY, 

SOLUTION 

1.53mg

/dose 

GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8083 2015 01 

EZETIMIBUM EZETIMIB URIACH 

10 mg 

FILM-COATED 

TABLETS 

10mg J. URIACH & CIA., S.A. SPAIN 8114 2015 01 

FACTOR VIII DE 

COAGULARE SI 

FACTOR VON 

WILLEBRAND 

OPTIVATE  

100 IU/ml 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

100IU/ 

ml 

BIO PRODUCTS 

LABORATORY 

LIMITED 

GREAT 

BRITAIN 

8069 2015 01 

FLUDROCORTISONUM ASTONIN  H  

0.1 mg 

FILM-COATED 

TABLETS 

0.1mg MERCK KGAA GERMANY 8004 2015 01 

FULVESTRANTUM FULVESTRANT 

SANDOZ 250 mg 

SOLUTION FOR 

INJECTION IN 

PRE-FILLED 

SYRINGE 

250mg SANDOZ S.R.L. ROMANIA 8173 2015 01 

FUROSEMIDUM FUROSEMID 

SLAVIA 40 mg 

FILM-COATED 

TABLETS 

40mg SLAVIA PHARM S.R.L. ROMANIA 8026 2015 01 

GELATINUM GELOPLASMA 

3 g/100 ml 

SOLUTION FOR 

INFUSION 

3g/100 

ml 

FRESENIUS KABI 

ROMANIA S.R.L. 

ROMANIA 8058 2015 01 

GENTAMICINUM GENTAMICINA 

EIPICO 40 mg/ml 

SOLUTION FOR 

INJECTION 

40mg/ 

ml 

E.I.P.I.CO MED S.R.L. ROMANIA 8064 2015 01 

GLICLAZIDUM DIAPREL MR  

60 mg 

FILM-COATED 

TABLETS ELIB. 

MODIF. 

60mg LES LABORATOIRES 

SERVIER 

FRANCE 8054 2015 01 

GLICLAZIDUM GLICLAZIDA 

TERAPIA 60 mg 

FILM-COATED 

TABLETS ELIB. 

MOD. 

60mg TERAPIA S.A. ROMANIA 8149 2015 01 
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GLIMEPIRIDUM MEGLIMID 1 mg FILM-COATED 

TABLETS 

1mg KRKA D.D. SLOVENIA 8044 2015 01 

GLIMEPIRIDUM MEGLIMID 2 mg FILM-COATED 

TABLETS 

2mg KRKA D.D. SLOVENIA 8045 2015 01 

GLIMEPIRIDUM MEGLIMID 3 mg FILM-COATED 

TABLETS 

3mg KRKA D.D. SLOVENIA 8046 2015 01 

GLIMEPIRIDUM MEGLIMID 4 mg FILM-COATED 

TABLETS 

4mg KRKA D.D. SLOVENIA 8047 2015 01 

HALOPERIDOLUM HALOPERIDOL 

ARENA 2 mg/ml 

PIC. ORALE, 

SOL. 

2mg/m

l 

ARENA GROUP S.A. ROMANIA 7984 2015 01 

IBUPROFENUM NUROFEN  

PENTRU COPII  

60 mg 

SUPPOSITORIES 60mg RECKITT BENCKISER 

HEALTHCARE 

INTERNATIONAL 

LTD. 

GREAT 

BRITAIN 

8105 2015 01 

IBUPROFENUM IBALGIN JUNIOR 

200 mg/5 ml 

ORAL 

SUSPENSION 

200mg/

5ml 

ZENTIVA, K.S. THE CZECH 

REPUBLIC 

7930 2015 01 

IBUPROFENUM ADAGIN PENTRU 

COPII 20 mg/ml 

ORAL 

SUSPENSION 

20mg/

ml 

ACTAVIS GROUP  

PTC EHF. 

ICELAND 8014 2015 01 

IMATINIBUM IMATINIB TERAPIA 

100 mg 

FILM-COATED 

TABLETS 

100mg TERAPIA S.A. ROMANIA 7927 2015 01 

IMATINIBUM IMATINIB TERAPIA 

400 mg 

FILM-COATED 

TABLETS 

400mg TERAPIA S.A. ROMANIA 7928 2015 01 

IMATINIBUM IMATINIB CIPLA 

100 mg 

CAPSULES 100mg CIPLA EUROPE NV BELGIUM 8020 2015 01 

IMATINIBUM IMATINIB CIPLA 

400 mg 

CAPSULES 400mg CIPLA EUROPE NV BELGIUM 8021 2015 01 

IMATINIBUM IMATINIB 

LABORATORIOS 

LICONSA 100 mg 

FILM-COATED 

TABLETS 

100mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8038 2015 01 

IMATINIBUM IMATINIB 

LABORATORIOS 

LICONSA 300 mg 

FILM-COATED 

TABLETS 

300mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8039 2015 01 



204 

IMATINIBUM IMATINIB 

LABORATORIOS 

LICONSA 400 mg 

FILM-COATED 

TABLETS 

400mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8040 2015 01 

IMATINIBUM LEUMAT 100 mg FILM-COATED 

TABLETS 

100mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8041 2015 01 

IMATINIBUM LEUMAT 300 mg FILM-COATED 

TABLETS 

300mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8042 2015 01 

IMATINIBUM LEUMAT 400 mg FILM-COATED 

TABLETS 

400mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8043 2015 01 

IMIPENEMUM + 

CILASTATINUM 

IMIPENEM/CILAST

ATIN HOSPIRA  

500 mg/500 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 

500mg/ 

500mg 

HOSPIRA UK 

LIMITED 

GREAT 

BRITAIN 

8115 2015 01 

IOPROMIDUM ULTRAVIST 300 SOLUTION FOR 

INJECTION 

623.40 

mg/ml 

BAYER PHARMA AG GERMANY 8027 2015 01 

IOPROMIDUM ULTRAVIST 370 SOLUTION FOR 

INJECTION 

768.86 

mg/ml 

BAYER PHARMA AG GERMANY 8028 2015 01 

IRINOTECANUM IRINOTECAN 

EBEWE 20 mg/ml 

CONCENTRATE 

FOR SOLUTION 

FOR INFUSION 

20mg/ 

ml 

EBEWE PHARMA 

GES.M.B.H. NFG. KG 

AUSTRIA 8119 2015 01 

KETOROLACUM 

TROMETHAMIN 

KETOROLAC 

TROMETAMOL 

ROMPHARM  

30 mg/ml 

SOLUTION FOR 

INJECTION 

30mg/ 

ml 

ROMPHARM 

COMPANY S.R.L. 

ROMANIA 7932 2015 01 

LACTULOSUM LACTULOZA 

SANDOZ 10 g/15 ml 

ORAL 

SOLUTION 

10g/ 

15ml 

SANDOZ S.R.L. ROMANIA 8165 2015 01 

LATANOPROSTUM LATANOPROST 

CIPLA 50 

micrograms/ml 

EYE DROPS, 

SOLUTION 

50micr

ograms

/ 

ml 

CIPLA EUROPE NV BELGIUM 8106 2015 01 
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LETROZOLUM TROZEL 2.5 mg FILM-COATED 

TABLETS 

2.5mg 

 

 

GLENMARK 

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

7981 2015 01 

LEUPRORELINUM LUTRATE DEPOT 

22.5 mg 

PROLONGED-

RELEASE 

POWDER AND 

SOLVENT FOR 

SUSPENSION 

FOR INJECTION 

22.5mg ANGELINI PHARMA 

ÖSTERREICH GMBH 

AUSTRIA 8162 2015 01 

LISINOPRILUM LISINOPRIL  

MEDO 5 mg 

FILM-COATED 

TABLETS 

5mg MEDOCHEMIE 

ROMANIA SRL 

ROMANIA 8001 2015 01 

LISINOPRILUM LISINOPRIL  

MEDO 10 mg 

FILM-COATED 

TABLETS 

10mg MEDOCHEMIE 

ROMANIA SRL 

ROMANIA 8002 2015 01 

LISINOPRILUM LISINOPRIL  

MEDO 20 mg 

FILM-COATED 

TABLETS 

20mg MEDOCHEMIE 

ROMANIA SRL 

ROMANIA 8003 2015 02 

LORATADINUM LORATADINA 

SLAVIA 10 mg 

FILM-COATED 

TABLETS 

10mg SLAVIA PHARM S.R.L. ROMANIA 7913 2015 01 

METHYLPREDNISOLON

UM 

METILPREDNI-

SOLON TEVA  

40 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

40mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 7941 2015 01 

METHYLPREDNISOLON

UM 

METILPREDNI-

SOLON TEVA  

125 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

125mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 7942 2015 01 

METHYLPREDNISOLON

UM 

METILPREDNI-

SOLON TEVA  

500 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

500mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 7943 2015 01 

METHYLPREDNISOLON

UM 

METILPREDNI 

SOLON TEVA  

1000 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

1000m

g 

TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 7944 2015 01 

MICONAZOLUM MICONAZOL 

SLAVIA 20 mg/g 

CREAM 20mg/g SLAVIA PHARM S.R.L. ROMANIA 8029 2015 01 
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MIRTAZAPINUM MIRTAZAPINA 

AUROBINDO  

15 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg AUROBINDO 

PHARMA LIMITED 

GREAT 

BRITAIN 

7960 2015 01 

MIRTAZAPINUM MIRTAZAPINA 

AUROBINDO  

30 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

30mg AUROBINDO 

PHARMA LIMITED 

GREAT 

BRITAIN 

7961 2015 01 

MIRTAZAPINUM MIRTAZAPINA 

AUROBINDO  

45 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

45mg AUROBINDO 

PHARMA LIMITED 

GREAT 

BRITAIN 

7962 2015 01 

MODAFINILUM ASPENDOS  

100 mg 

FILM-COATED 

TABLETS 

100mg MEDOCHEMIE LTD. CYPRUS 7963 2015 01 

MOMETASONUM MOMETAZONA 

FUROAT SANDOZ  

1 mg/g 

CREAM 1mg/g SANDOZ S.R.L. ROMANIA 8018 2015 01 

MOMETASONUM MOMETAZONA 

FUROAT SANDOZ  

1 mg/g 

OINTMENT 1mg/g SANDOZ S.R.L. ROMANIA 8019 2015 01 

MONTELUKASTUM MONLUCARE  

4 mg 

CHEWABLE 

FILM-COATED 

TABLETS 

4 mg STADA 

ARZNEIMITTEL AG 

GERMANY 7967 2015 01 

MONTELUKASTUM MONLUCARE 

5 mg 

CHEWABLE 

FILM-COATED 

TABLETS 

5 mg STADA 

ARZNEIMITTEL AG 

GERMANY 7968 2015 01 

MONTELUKASTUM MONLUCARE  

10 mg 

FILM-COATED 

TABLETS 

10 mg STADA 

ARZNEIMITTEL AG 

GERMANY 7969 2015 01 

NARATRIPTANUM NACRALID  

2.5 mg 

FILM-COATED 

TABLETS 

2.5mg STADA HEMOFARM 

S.R.L. 

ROMANIA 7933 2015 01 
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NARATRIPTANUM NARATRIPTAN 

STADA 

HEMOFARM  

2.5 mg 

FILM-COATED 

TABLETS 

2.5 mg STADA HEMOFARM 

S.R.L. 

ROMANIA 7929 2015 01 

NATRII CHLORIDUM CLORURA DE 

SODIU VIOSER 

0.9 g/100 ml 

SOLUTION FOR 

INFUSION 

0,9g/ 

100ml 

VIOSER S.A. 

PARENTERAL 

SOLUTION INDUSTRY 

GREECE 7940 2015 01 

NATRII FLUORIDUM 

(18F) 

IASOFLU  

2.0 GBq/ml 

SOLUTION FOR 

INJECTION 

2 GBq/ 

ml 

IASON GMBH AUSTRIA 8035 2015 01 

NICERGOLINUM NICERIUM UNO  

30 mg 

MODIFIED-

RELEASE 

CAPSULES 

30mg HEXAL AG GERMANY 7949 2015 01 

NICERGOLINUM NICERIUM  

15 mg 

MODIFIED-

RELEASE 

CAPSULES 

15mg HEXAL AG GERMANY 7948 2015 01 

NICERGOLINUM NICERIUM  

10 mg 

LOZENGES 10mg HEXAL AG GERMANY 7947 2015 01 

NORADRENALINUM NORADIS  

0.25 mg/ml 

SOLUTION FOR 

INFUSION 

0.25mg

/ml 

LABORATOIRE 

AGUETTANT 

FRANCE 8146 2015 01 

NYSTATINUM NISTATINA  

ATB 100000 UI 

OVULES 100000 

UI 

ANTIBIOTICE S.A. ROMANIA 7918 2015 01 

OLANZAPINUM LAPOZAN 5 mg FILM-COATED 

TABLETS 

5mg MEDOCHEMIE LTD. CYPRUS 8167 2015 01 

OLANZAPINUM LAPOZAN 10 mg FILM-COATED 

TABLETS 

10mg MEDOCHEMIE LTD. CYPRUS 8168 2015 01 

OLANZAPINUM LAPOZAN 15 mg FILM-COATED 

TABLETS 

15mg MEDOCHEMIE LTD. CYPRUS 8169 2015 01 

OLANZAPINUM LAPOZAN 5 mg ORODISPERSIB

LE FILM-

COATED 

TABLETS 

5mg MEDOCHEMIE LTD. CYPRUS 8170 2015 01 
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OLANZAPINUM LAPOZAN 10 mg ORODISPERSIB

LE FILM-

COATED 

TABLETS 

10mg MEDOCHEMIE LTD. CYPRUS 8171 2015 01 

OLANZAPINUM LAPOZAN  

15 mg 

ORODISPERSIB

LE FILM-

COATED 

TABLETS 

15mg MEDOCHEMIE LTD. CYPRUS 8172 2015 01 

OLANZAPINUM EGOLANZA  

7.5 mg 

FILM-COATED 

TABLETS 

7.5mg 

 

 

EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8109 2015 01 

OLANZAPINUM EGOLANZA  

10 mg 

FILM-COATED 

TABLETS 

10mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8110 2015 01 

OLANZAPINUM EGOLANZA  

15 mg 

FILM-COATED 

TABLETS 

15mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8111 2015 01 

OLANZAPINUM EGOLANZA  

20 mg 

FILM-COATED 

TABLETS 

20mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8112 2015 01 

OLANZAPINUM EGOLANZA  

5 mg 

FILM-COATED 

TABLETS 

5mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8108 2015 01 

OXYMETAZOLINUM AFRIN  

0.5 mg/ml 

NASAL SPRAY, 

SOLUTION 

0.5mg/ 

ml 

MERCK SHARP & 

DOHME ROMANIA 

S.R.L. 

ROMANIA 8059 2015 01 

OXYMETAZOLINUM AFRIN MENTOL  

0.5 mg/ml 

NASAL SPRAY, 

SOLUTION 

0.5mg/ 

ml 

MERCK SHARP & 

DOHME ROMANIA 

S.R.L. 

ROMANIA 8060 2015 01 

OXYMETAZOLINUM AFRIN LEMON  

0.5 mg/ml 

NASAL SPRAY, 

SOLUTION 

0.5mg/ 

ml 

 

MERCK SHARP & 

DOHME ROMANIA 

S.R.L. 

ROMANIA 8061 2015 01 
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OXYMETAZOLINUM AFRIN MUSETEL 

0.5 mg/ml 

NASAL SPRAY, 

SOLUTION 

0.5mg/ 

ml 

MERCK SHARP & 

DOHME ROMANIA 

S.R.L. 

ROMANIA 8062 2015 01 

OXYMETAZOLINUM VICKS SINEX  

0.5 mg/ml 

NASAL SPRAY, 

SOLUTION 

0.5mg/ 

ml 

TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8034 2015 01 

PANTOPRAZOLUM NOACID  

20 mg 

GASTRORESIST

ANT FILM-

COATED 

TABLETS 

20 mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7936 2015 01 

PANTOPRAZOLUM NOACID 40 mg GASTRORESIST

ANT FILM-

COATED 

TABLETS 

40 mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 7937 2015 01 

PIPERACILLINUM + 

TAZOBACTAMUM 

TAZOCIN  

4 g/0.5 g 

POWDER FOR 

SOLUTION FOR 

INFUSION 

4g/0.5g PFIZER EUROPE MA 

EEIG 

GREAT 

BRITAIN 

8148 2015 01 

PIPERACILLINUM + 

TAZOBACTAMUM 

TAZOCIN  

2g/0.25 g 

POWDER FOR 

SOLUTION FOR 

INFUSION 

2g/ 

0.25g 

PFIZER EUROPE MA 

EEIG 

GREAT 

BRITAIN 

8147 2015 01 

PRAMIPEXOLUM PRAMIPEXOL 

TORRENT  

0.088 mg 

FILM-COATED 

TABLETS 

0.088m

g 

TORRENT PHARMA 

S.R.L. 

ROMANIA 7919 2015 01 

PRAMIPEXOLUM PRAMIPEXOL 

TORRENT  

0.18 mg 

FILM-COATED 

TABLETS 

0.18mg 

 

 

TORRENT PHARMA 

S.R.L. 

ROMANIA 7920 2015 01 

PRAMIPEXOLUM PRAMIPEXOL 

TORRENT  

0.35 mg 

FILM-COATED 

TABLETS 

0.35mg TORRENT PHARMA 

S.R.L. 

ROMANIA 7921 2015 01 

PRAMIPEXOLUM PRAMIPEXOL 

TORRENT 

0.54 mg 

FILM-COATED 

TABLETS 

0.54mg TORRENT PHARMA 

S.R.L. 

ROMANIA 7922 2015 01 
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PRAMIPEXOLUM PRAMIPEXOL 

TORRENT  

0.7 mg 

FILM-COATED 

TABLETS 

0.7mg TORRENT PHARMA 

S.R.L. 

ROMANIA 7923 2015 01 

PRAMIPEXOLUM PRAMIPEXOL 

TORRENT 1.1 mg 

FILM-COATED 

TABLETS 

1.1mg TORRENT PHARMA 

S.R.L. 

ROMANIA 7924 2015 01 

PREGABALINUM PREGLENIX  

75 mg 

CAPSULES 75mg GLENMARK 

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

7994 2015 01 

PREGABALINUM PREGLENIX  

150 mg 

CAPSULES 150mg GLENMARK 

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

7995 2015 01 

PREGABALINUM PREGLENIX  

300 mg 

CAPSULES 300mg GLENMARK 

PHARMACEUTICALS 

S.R.O. 

THE CZECH 

REPUBLIC 

7996 2015 01 

PROTOXID DE AZOT PROTOXID DE 

AZOT MEDICINAL 

SIAD 

MEDICINAL 

GAS, 

LIQUEFIED 

  

 

 

SIAD ROMANIA  

S.R.L. 

ROMANIA 8063 2015 01 

QUETIAPINUM QUETIAPINA 

ACCORD 50 mg 

PROLONGED-

RELEASE FILM-

COATED 

TABLETS 

50mg ACCORD 

HEALTHCARE 

LIMITED 

GREAT 

BRITAIN 

7964 2015 01 

RALOXIFENUM RALOXIFEN 

ARENA 60 mg 

FILM-COATED 

TABLETS 

60mg ARENA GROUP S.A. ROMANIA 8031 2015 01 

RIBAVIRINUM MODERIBA  

200 mg 

FILM-COATED 

TABLETS 

200mg ABBVIE LIMITED GREAT 

BRITAIN 

8122 2015 01 

RIBAVIRINUM MODERIBA  

400 mg 

FILM-COATED 

TABLETS 

400mg ABBVIE LIMITED GREAT 

BRITAIN 

8123 2015 01 

RIBAVIRINUM MODERIBA 

600 mg 

FILM-COATED 

TABLETS 

600mg ABBVIE LIMITED GREAT 

BRITAIN 

8124 2015 01 
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RISPERIDONUM RISPOLUX 

0.5 mg 

ORODISPERSIB

LE FILM 

0.5mg SANDOZ S.R.L. ROMANIA 7987 2015 01 

RISPERIDONUM RISPOLUX  

1 mg 

ORODISPERSIB

LE FILM 

1mg SANDOZ S.R.L. ROMANIA 7988 2015 01 

RISPERIDONUM RISPOLUX  

2 mg 

ORODISPERSIB

LE FILM 

2mg 

 

 

SANDOZ S.R.L. ROMANIA 7989 2015 01 

RISPERIDONUM RISPOLUX  

3 mg 

ORODISPERSIB

LE FILM 

3mg SANDOZ S.R.L. ROMANIA 7990 2015 01 

RIVASTIGMINUM RIVASTIGMINA 

TEVA 2 mg/ml 

ORAL 

SOLUTION 

2mg/m

l 

TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 0 2015 01 

RIVASTIGMINUM RIVASTIGMINA 

SANDOZ  

13.3 mg/24 ore 

TRANSDERMAL 

PATCH 

13.3mg

/ 

24h 

SANDOZ S.R.L. ROMANIA 8093 2015 01 

RIVASTIGMINUM BEGUSIN  

4.6 mg/24 h 

TRANSDERMAL 

PATCH 

4.6mg/ 

24h 

SIGILLATA LIMITED GREAT 

BRITAIN 

8103 2015 01 

RIVASTIGMINUM BEGUSIN  

9.5 mg/24 h 

TRANSDERMAL 

PATCH 

9.5mg/ 

24h 

SIGILLATA LIMITED GREAT 

BRITAIN 

8104 2015 01 

RIVASTIGMINUM RIVASTIGMINA 

STADA  

4.6 mg/24 ore 

TRANSDERMAL 

PATCH 

4.6mg/ 

24 

hours 

STADA HEMOFARM 

S.R.L. 

ROMANIA 8180 2015 01 

RIVASTIGMINUM RIVASTIGMINA 

STADA  

9.5 mg/24 ore 

TRANSDERMAL 

PATCH 

9.5mg/ 

24 

hours 

 

STADA HEMOFARM 

S.R.L. 

ROMANIA 8181 2015 01 

ROPINIROLUM ROPINIROL  

TEVA 2 mg 

PROLONGED-

RELEASE FILM-

COATED 

TABLETS 

2mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8094 2015 01 
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ROPINIROLUM ROPINIROL  

TEVA 4 mg 

PROLONGED-

RELEASE FILM-

COATED 

TABLETS 

4mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8095 2015 01 

ROPINIROLUM ROPINIROL  

TEVA 8 mg 

PROLONGED-

RELEASE FILM-

COATED 

TABLETS 

8mg TEVA 

PHARMACEUTICALS 

S.R.L. 

ROMANIA 8096 2015 01 

ROSUVASTATINUM ROSTAT 5 mg FILM-COATED 

TABLETS 

5mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8097 2015 01 

ROSUVASTATINUM ROSTAT 10 mg FILM-COATED 

TABLETS 

10mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8098 2015 01 

ROSUVASTATINUM ROSTAT 20 mg FILM-COATED 

TABLETS 

20mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8099 2015 01 

ROSUVASTATINUM ROSTAT 40 mg FILM-COATED 

TABLETS 

40mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8100 2015 01 

ROSUVASTATINUM ROSVAL 5 mg FILM-COATED 

TABLETS 

5mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8065 2015 01 

ROSUVASTATINUM ROSVAL 10 mg FILM-COATED 

TABLETS 

10mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8066 2015 01 

ROSUVASTATINUM ROSVAL 20 mg FILM-COATED 

TABLETS 

20mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8067 2015 01 

ROSUVASTATINUM ROSVAL 40 mg FILM-COATED 

TABLETS 

40mg LABORATORIOS 

LICONSA, S.A. 

SPAIN 8068 2015 01 

SALMETEROLUM+FLUT

ICASONUM 

LIFSAR PULMOJET 

50 micrograms/ 

500 micrograms 

INHALATION 

POWDER 

50micr

ograms

/ 

500mi-

crogra

ms 

ZENTIVA, K.S. THE CZECH 

REPUBLIC 

8161 2015 01 
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SERTRALINUM SERTRALINA 

CIPLA 50 mg 

FILM-COATED 

TABLETS 

50mg CIPLA UK LIMITED GREAT 

BRITAIN 

7999 2015 01 

SERTRALINUM SERTRALINA 

CIPLA 100 mg 

FILM-COATED 

TABLETS 

100mg CIPLA UK LIMITED GREAT 

BRITAIN 

8000 2015 01 

SOMATROPINUM NORDITROPIN 

FLEXPRO  

5 mg/1.5 ml 

SOLUTION FOR 

INJECTION IN 

PRE-FILLED 

PEN 

5mg/ 

1.5 ml 

NOVO NORDISK A/S DENMARK 7972 2015 01 

SOMATROPINUM NORDITROPIN 

FLEXPRO  

10 mg/1.5 ml 

SOLUTION FOR 

INJECTION IN 

PRE-FILLED 

PEN 

10mg/ 

1.5 ml 

NOVO NORDISK A/S DENMARK 7973 2015 01 

SULPIRIDUM EGLONYL 50 mg CAPSULES 50mg SANOFI-

SYNTHELABO 

FRANCE 

FRANCE 7938 2015 01 

SULPIRIDUM EGLONYL 200 mg FILM-COATED 

TABLETS 

200mg SANOFI-

SYNTHELABO 

FRANCE 

FRANCE 7939 2015 01 

TAMSULOSINUM TANYZ 0.4 mg PROLONGED-

RELEASE FILM-

COATED 

TABLETS 

0.4mg KRKA D.D. NOVO 

MESTO 

SLOVENIA 8118 2015 01 

TC 99 M - 

PERTECHNETATE 

POLTECHNET 

8.0-175 GBq 

RADIONUCLID

E GENERATOR 

8.0-

175GB

q 

NARODOWE 

CENTRUM BADAN 

JADROWYCH 

POLAND 8017 2015 01 

TRAVOPROSTUM TRAVOPROST 

TEVA GENERICS  

40 micrograms/ml 

EYE DROPS, 

SOLUTION 

40micr

ograms

/ 

ml 

TEVA B.V. HOLLAND 8082 2015 01 
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TRIAMCINOLONUM NASACORT  

55 micrograms/ 

dose 

NASAL SPRAY, 

SUSPENSION 

55micr

ograms

/ 

dose 

SANOFI - AVENTIS 

ROMANIA S.R.L. 

ROMANIA 7952 2015 01 

VANCOMYCINUM VANCOMICINA 

PHARMASWISS  

500 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 

500mg 

 

 

PHARMASWISS 

CESKA REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 

8012 2015 01 

VANCOMYCINUM VANCOMICINA 

PHARMASWISS 

1000 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 

1000 

mg 

PHARMASWISS 

CESKA REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 

8013 2015 01 

VENLAFAXINUM VENLAFAXINA 

ACTAVIS 75 mg 

PROLONGED-

RELEASE 

CAPSULES 

75mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 7957 2015 01 

VENLAFAXINUM VENLAFAXINA 

ACTAVIS 150 mg 

PROLONGED-

RELEASE 

CAPSULES 

150mg ACTAVIS GROUP PTC 

EHF. 

ICELAND 7958 2015 01 

VENLAFAXINUM EFECTIN EP  

37.5 mg 

PROLONGED-

RELEASE 

CAPSULES 

37.5  

mg 

PFIZER EUROPE MA 

EEIG 

GREAT 

BRITAIN 

7975 2015 01 

VENLAFAXINUM EFECTIN EP  

75 mg 

PROLONGED-

RELEASE 

CAPSULES 

75 mg PFIZER EUROPE MA 

EEIG 

GREAT 

BRITAIN 

7976 2015 01 

VENLAFAXINUM EFECTIN EP  

150 mg 

PROLONGED-

RELEASE 

CAPSULES 

150  

mg 

PFIZER EUROPE MA 

EEIG 

GREAT 

BRITAIN 

7977 2015 01 

VORICONAZOLUM VORAMOL 50 mg FILM-COATED 

TABLETS 

50mg ALVOGEN IPCO 

S.AR.L. 

LUXEMBOUR

G 

8024 2015 01 

VORICONAZOLUM VORAMOL  

200 mg 

FILM-COATED 

TABLETS 

200mg ALVOGEN IPCO 

S.AR.L. 

LUXEMBOUR

G 

8025 2015 01 

VORICONAZOLUM VORICONAZOL 

RICHTER 50 mg 

FILM-COATED 

TABLETS 

50mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8087 2015 01 
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VORICONAZOLUM VORICONAZOL 

RICHTER 200 mg 

FILM-COATED 

TABLETS 

200mg GEDEON RICHTER 

ROMANIA S.A. 

ROMANIA 8088 2015 01 

VORICONAZOLUM VORICONAZOL 

TORRENT 50 mg 

FILM-COATED 

TABLETS 

50mg TORRENT PHARMA 

S.R.L. 

ROMANIA 8089 2015 01 

VORICONAZOLUM VORICONAZOL 

TORRENT  

200 mg 

FILM-COATED 

TABLETS 

200mg TORRENT PHARMA 

S.R.L. 

ROMANIA 8090 2015 01 

VORICONAZOLUM VOPREGIN  

50 mg 

FILM-COATED 

TABLETS 

50mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8055 2015 01 

VORICONAZOLUM VOPREGIN  

200 mg 

FILM-COATED 

TABLETS 

200mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8056 2015 01 

VORICONAZOLUM VOPREGIN  

200 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 

200mg EGIS 

PHARMACEUTICALS 

PLC 

HUNGARY 8057 2015 01 

VORICONAZOLUM VORICONAZOL 

FRESENIUS  

KABI 200 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 

200mg FRESENIUS KABI 

ROMANIA S.R.L. 

ROMANIA 8129 2015 01 
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Medicinal products authorised through centralised procedure by the EMA, notified for marketing in Romania 

during the 3rd quarter of 2015 

INN Invented name Pharmaceutical 

form 

MAH Country MA number 

ARIPIPRAZOLUM ARIPIPRAZOL SANDOZ  

10 mg 

FILM-COATED 

TABLETS 

SANDOZ GMBH AUSTRIA 1029 2015 18 

ARIPIPRAZOLUM ARIPIPRAZOL SANDOZ  

15 mg 

FILM-COATED 

TABLETS 

SANDOZ GMBH AUSTRIA 1029 2015 32 

ATALURENUM TRANSLARNA 125 mg GRANULES 

FOR ORAL 

SUSPENSION 

PTC 

THERAPEUTICS 

INTERNATIONAL 

LIMITED 

IRELAND 902 2015 01 

ATALURENUM TRANSLARNA 250 mg GRANULES 

FOR ORAL 

SUSPENSION 

PTC 

THERAPEUTICS 

INTERNATIONAL 

LIMITED 

IRELAND 902 2015 02 

ATALURENUM TRANSLARNA 1000 mg GRANULES 

FOR ORAL 

SUSPENSION 

PTC 

THERAPEUTICS 

INTERNATIONAL 

LIMITED 

IRELAND 902 2015 03 

BORTEZOMIBUM BORTEZOMIB ACCORD 

3.5 mg 

POWDER FOR 

SOLUTION FOR 

INJECTION 

ACCORD 

HEALTHCARE 

LIMITED 

GREAT 

BRITAIN 

1019 2015 01 

COMBINATIONS 

(ATAZANAVIRUM+ 

COBICISTATUM) 

EVOTAZ 300mg/150mg FILM-COATED 

TABLETS 

BRISTOL-MYERS 

SQUIBB  PHARMA 

EEIG 

GREAT 

BRITAIN 

1025 2015 01 
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COMBINATIONS 

(CEFTOLOZANUM+ 

TAZOBACTAMUM) 

ZERBAXA 1 g/0.5 g POWDER FOR 

CONCENTRATE 

FOR SOLUTION 

FOR INFUSION 

MERCK SHARP & 

DOHME LTD 

GREAT 

BRITAIN 

1032 2015 01 

DULOXETINUM DULOXETINE ZENTIVA  

30 mg 

GASTRORESIST

ANT CAPSULES 

ZENTIVA, K.S. THE CZECH 

REPUBLIC 

1028 2015 02 

DULOXETINUM DULOXETINE ZENTIVA  

60 mg 

GASTRORESIST

ANT CAPSULES 

ZENTIVA, K.S. THE CZECH 

REPUBLIC 

1028 2015 04 

PANOBINOSTATUM FARYDAK 10 mg CAPSULES NOVARTIS 

EUROPHARM 

LIMITED 

GREAT 

BRITAIN 

1023 2015 01 

PANOBINOSTATUM FARYDAK 15 mg CAPSULES NOVARTIS 

EUROPHARM 

LIMITED 

GREAT 

BRITAIN 

1023 2015 04 

PANOBINOSTATUM FARYDAK 20 mg CAPSULES NOVARTIS 

EUROPHARM 

LIMITED 

GREAT 

BRITAIN 

 

1023 2015 07 

PEMBROLIZUMABUM KEYTRUDA 50 mg POWDER FOR 

CONCENTRATE 

FOR SOLUTION 

FOR INFUSION 

MERCK SHARP & 

DOHME LIMITED 

GREAT 

BRITAIN 

1024 2015 01 

PREGABALINUM PREGABALIN ZENTIVA  

75 mg 

CAPSULES ZENTIVA, K.S. THE CZECH 

REPUBLIC 

1021 2015 12 

PREGABALINUM PREGABALIN ZENTIVA  

150 mg 

CAPSULES ZENTIVA, K.S. THE CZECH 

REPUBLIC 

1021 2015 18 


