Government Decree No. 771 of September 29, 2010

“On Procedure of Import of medicines for medical use into the Russian Federation”
     In accordance with the Federal Laws of the Russian Federation “On Circulation of Medicines” and “On State Regulation of the Foreign Trade Activity”, the Government of the Russian Federation orders:

     1. To approve the procedure of Import of medicines for medical use into the Russian Federation.

     2. To declare inoperative:

     а) Government Order No. 438 of July 16, 2005 “On Procedure of Import and Export of medicines for medical use into and from the Russian Federation” (Corpus of Legislative Acts of the Russian Federation 2005, No. 30, Art. 3172);

     b) Clause 17 of amendments entered to certain orders of the Russian Federation and approved by Government Order No. 108 of February 14, 2009 (Corpus of Legislative Acts of the Russian Federation 2009, No. 9, Art. 1101);

     c) Clause 5 of amendments entered to certain legal acts of the Russian Federation with regard to improvement of state price administration of vital and essential medicines, approved by Government Order No. 654 of August 8, 2009 “On Improvement of State Price Administration of Vital and Essential Medicines” (Corpus of Legislative Acts of the Russian Federation 2009, No. 33, Art. 4086);

     d) Paragraph 5 and 6 of Sub-clause “c” of Clause 2 of Government Order No. 1116 of December 30, 2009 “On Entering Amendments to Certain Legal Acts of the Russian Federation in Connection with Improvement of State Price Administration of Vital and Essential Medicies” (Corpus of Legislative Acts of the Russian Federation 2010, No. 2, Art. 179).

Chairman of the Government
Of the Russian Federation                                


Vladimir Putin
Procedure of Import of Medicines 
for Medical Use into the Russian Federation
(approved by Government Decree No. 771 of September 29, 2010)

(as amended by Government Decree of June 3, 2011, No.441)
(with amendments, approved by RF Government Decree No.1001 of December 05, 2011)
     1. This Procedure establish the procedure for import of medicines for medical use into the Russian Federation except medicinal products used for humanitarian aid (assistance) or help under emergency situations.

     This Procedure do not apply to import of narcotic and psychotropic medicines and their precursors included in Section 2.12 of the Unified List of products prohibited or restricted for import or export by Customs Union member states within Eurasian Economic Community with regard to trading with third countries, approved by Decision No. 19 On Regulatory Measures of Customs Union of the Republic of Belarus, the Republic of Kazakhstan and the Russian Federation, approved by the Interstate Council of Eurasian Economic Community and dated November 27, 2009, as well as included in the List of narcotic and psychotropic medicines and their precursors subject to regular inspections, approved by Government Decree No. 681 of June 30, 1998.

     2. Medicines may be imported into the Russian Federation by the following legal entities:

     а) manufacturing organizations of medicines for the purposes of their own production of medicinal products;

     b) wholesales of medicines;

     c) foreign developers of medicines and foreign manufacturers of medicines and other legal entities acting under the instructions of the developer of the medicine for the purposes of conducting clinical trials of the medicinal product, state registration of medicines, introduction of pharmaceutical substances into State Register of Medicines, and quality control of medicines with approval of Ministry of Healthcare and Social Development of the Russian Federation to import a specific consignment of medicines;

     d) research centers, educational institutions of higher professional education and manufacturers of medicines for the purposes of development, clinical trials, safety, efficacy and quality control of the medicines with approval of Ministry of Healthcare and Social Development of the Russian Federation to import a specific consignment of medicines for medical use;

     e) medical institutions, as well as institutions mentioned in Sub-clauses “a”-“d” of this Clause for the purposes of delivery of health care in accordance with individual vital indications for the patient with approval of Ministry of Healthcare and Social Development of the Russian Federation.

     3. It is forbidden to import into the Russian Federation counterfeit medicines, poor quality medicines, and (or) infringing medicines.

(Clause 4-8 are excluded by Government Decree of December 5, 2011, No.1001)

     9. Medicinal products for medical use (registered and unregistered in the Russian Federation) may be imported into the Russian Federation without any approval of Ministry of Health Care and Social Development of the Russian Federation, if they are intended for:
(as amended by Government Decree of December 5, 2011, No.1001)

     а) personal use by the individuals who have arrived in the Russian Federation;

     b) members of diplomatic corps or representatives of international organizations accredited in the Russian Federation;

     c) treatment of passengers and crewmen of transport vehicles, train crews and transport vehicles drivers arriving in the Russian Federation;

     d) treatment of participants of international cultural and sport events and of international expeditions.

     10. It is allowed to import into the Russian Federation a specific consignment of registered and (or) unregistered medicines to be used in clinical trials of medicinal products, a specific consignment of unregistered medicines for expert examination of medicines for the purpose of state registration of medicinal products, and a specific consignment of unregistered medicines for the delivery of health care in accordance with individual vital indications for a patient (hereinafter referred to as the “specific consignment of medicines”), on the basis of a permit granted by the Ministry of Health and Social Development of the Russian Federation at request of the legal entities specified in Clause 2 hereof.
11. To receive the permit for import of a specific consignment of medicines into the territory of the Russian Federation, the legal entity indicated in clause 2 of these Rules (hereinafter referred to as the “Applicant”) shall submit the application and an electronic copy thereof according to the procedure provided for by the customs laws of the Customs Union (indicating the name of the medicinal product and (or) pharmaceutical substance, dosage form, dosage, concentration, package, name of the organization which produced the medicinal product and (or) pharmaceutical substance and country of production of the medicinal product and (or) pharmaceutical substance), with annexed copies of constitutive and registration documents of the Applicant in hard copy or electronic form (articles of association, certificate of state registration, certificate of registration with the tax body) as well as the following documents:
(as amended by Government Decree of December 5, 2011, No.1001)

     а) a rationale for the amount of imported medicinal products and(or) pharmaceutical substances;

     b) a certificate of quality (Certificate of Analysis) of imported medicinal products (except for medicinal products imported for the delivery of health care in accordance with individual vital indications for the patient) and (or) pharmaceutical substances, granted by a manufacturing organization of medicines; 
c) in case of import of the specific consignment of registered and (or) unregistered medicines for clinical trials of medicinal products:
a copy of approval of the Ministry of Health and Social Development of the Russian Federation for conducting clinical trials of medicinal products, 
     copies of documents (models and (or) photographs of packages) confirming proper marking of medicines determining their intended use only in clinical trials;
     d) in case of medicinal products imported for the delivery of health care in accordance with individual vital indications for the patient:

     a conclusion of the council of physicians of the federal institution or institutions of the Russian Academy of Medical Sciences which provides medical care to the individual, signed by the head doctor (or chief) or any authorized person acting of his behalf; or its electronic copy with a duly electronic digital signature in terms of administration of the unregistered medicinal product to the individual for the delivery of medical care in accordance with his vital indications with indication of the necessity for import of the medicinal product;

     an electronic application form of the authorized federal executive body of the Russian Federation with a duly electronic digital signature with indication of the necessity for import of the unregistered medicinal product for the delivery of medical care in accordance with individual vital indications for the patient with the attached copies of the conclusion of the council of physicians of the federal institution which provides medical care to the individual, information about administration of the unregistered medicinal product to the individual for the delivery of medical care in accordance with his vital indications as well as indication of the necessity for import of the medicinal product, signed by the head doctor (or chief) or any authorized person acting of his behalf;

     a copy of the passport or birth certificate of the patient delivered the unregistered medicinal product in accordance with his vital indications, certified by the (federal) institution which provides medical care to the patient, with a duly electronic digital signature.

     11.1. To issue the permit for import of a specific consignment of medicines into the territory of the Russian Federation, the Ministry of Health and Social Development of the Russian Federation shall not have the right to request that the Applicant submits copies of the certificate of state registration and certificate of registration with the tax body specified in the first paragraph of clause 11 of these Rules as well as a copy of the permit of the Ministry of Health and Social Development of the Russian Federation for conduct of a clinical trial of the medicinal product (in case of import of a specific consignment of registered and (or) unregistered medicines intended for conduct of clinical trials of medicinal products). The Applicant shall have the right to submit the said documents on its own initiative.
(as amended by Government Decree of December 5, 2011, No.1001)

     12. Within the period not exceeding five business days from the date of receipt of the application for approval of import of unregistered medicines and documents mentioned in Clause 11 hereof, Ministry of Health Care and Social Development of the Russian Federation shall:

     а) Checks completeness and reliability of the data specified in the documents submitted by the Applicant, and in case the Applicant does not submit a copy of the permit of the Ministry of Health and Social Development of the Russian Federation for conduct of a clinical trial of the medicinal product (in case of import of a specific consignment of registered and (or) unregistered medicines intended for conduct of clinical trials of medicinal products) also checks existence of the said permit issued to the Applicant according to the data in the register on the permits issued for conduct of clinical trials of medicinal products;
(as amended by Government Decree of December 5, 2011, No.1001)

а.1) Requests and receives information on the fact of inclusion of data on the Applicant into the Unified State Register of Legal Entities and on the fact of registration of the Applicant with the tax body from the Federal Tax Service according to the procedure for interauthority information cooperation, in case the Applicant does not submit copies of the certificate of state registration and certificate of registration with the tax body specified in the first paragraph of clause 11 of these Rules;

(as amended by Government Decree of December 5, 2011, No.1001)

  b) decide to grant a permit for import of specific consignment of medicines or reject such granting with indication of reasons for this rejection;

     c) grant a permit for import of specific consignment of medicines under the procedure established by the Customs Union Commission, with indication of its effective period, and notify the applicant in writing in case of a negative decision. This permit shall be granted at no charge.

     13. Approval granted by Ministry of Health Care and Social Development of the Russian Federation for import of unregistered medicinal products for the delivery of health care in accordance with individual vital indications for the patient is issued in the electronic form and signed with a duly electronic digital signature.

     14. Grounds for refusal to grant a permit for import of specific consignment of medicines are as follows:

     а) failure to submit a full package of complete and true data by the applicant;

     b) ban on medical use of the medicinal product in Customs Union member states.

     15. The request for granting a permit to import a specific consignment of medicines into the Russian Federation and the results of the decision adopted on it by the Ministry of Health and Social Development of the Russian Federation shall be registered in the List of Issued Permits for import of a specific consignment of medicines into the Russian Federation, as well as refusals to grant such permits for import, kept by the Ministry of Health and Social Development of the Russian Federation according to the form approved by it.

     16. When a specific consignment of medicines is imported into the Russian Federation, the permit to import a specific consignment of medicines granted by the Ministry of Health and Social Development of the Russian Federation shall be submitted to the customs authorities of the Russian Federation, except import of medicines into the Russian Federation with a status of the Customs Union goods.
Attachment to
Procedure of Import of Medicines
for Medical Use into the Russian Federation
Attachment is excluded by Government Decree of December 5, 2011, №1001
