AGREEMENT

On the Uniform Principles and Rules Governing Market Circulation of Medical
Devices within the Eurasian Economic Union

The Member States of the Eurasian Economic Union, hereinafter referred to as the
Member States,

acting pursuant to the Eurasian Economic Union Agreement of May 29, 2014,

acknowledging the need for a coordinated policy pertaining to market circulation of
medical devices and medical equipment (hereinafter referred to as “medical devices”),

bearing in mind the mutual interest in ensuring the guarantees of safety, quality, and
efficacy of medical devices with respect to human life and health, environmental
protection, property of legal entities and individuals, and in deterring practices that
could mislead consumers (users) of medical devices,

acknowledging that medical devices belong to the category of socially significant
products,

aiming to create a common market for medical devices within the Eurasian Economic
Union (hereinafter referred to as “the Union”),

seeking to make medical devices produced within the framework of the Union more
competitive, looking to eliminate mutual trade restrictions, agree as follows:

Article 1. Scope of the Agreement

1. This Agreement establishes the uniform principles and rules governing market
circulation of medical devices within the framework of the Eurasian Economic Union
with a view to creating a common market for medical devices.

2. This Agreement applies to legal relations pertaining to market circulation of medical
devices that are intended for circulation within the framework of the Union, and also to
medical devices that are circulated within the framework of the Union.

3. Market circulation of medical devices within the framework of the Union shall be
regulated pursuant to the Eurasian Economic Union Agreement of May 29, 2014, this
Agreement, other international treaties and acts that make up the law of the Union,
resolutions of the Commission, and also laws of the Member States.

Article 2. Definitions



For the purposes of this Agreement, the terms below shall have the following meanings:

“market entry by medical devices” means any transfer of medical devices, either free of
charge or in exchange for a fee, which is performed for the first time and makes medical
devices available for distribution and/or application, excepting the transfer of medical
devices for the purposes of studies (tests) with a view to subsequent sale and application
of such medical devices;

“medical devices” means any instruments, vessels, devices, equipment, materials, and
other manufactured articles used for medicinal purposes either individual or in
combination with one another, along with appliances required for using said devices for
the designated purpose (including any purpose-built software), which are intended by
their manufacturers to be used for prevention, diagnostics, or treatment of diseases,
medical rehabilitation and monitoring of the human organism, conducting medical
studies, restoring, substituting, or modifying the anatomical structure or physiological
functions of the organism, preventing or terminating a pregnancy, and whose functional
purpose is carried out other than through pharmacological, immunological, genetic, or
metabolic effect on the human organism, but may be supported by medicinal products;

“market circulation of medical devices” means engineering, developing, and creating
pilot specimens, conducting trials, studies (tests) with a view to evaluating biological
effects, conducting clinical trials, safety, quality, and efficacy reviews by experts,
registering, producing (manufacturing), storing, transporting, selling, installing,
configuring, applying (operating), servicing, repairing, and disposing of medical
devices.

Article 3.

Pursuing a Coordinated Policy Pertaining to Market Circulation of Medical
Devices

1. The Member States shall form a common market for medical devices within the
Union in accordance with the principles set forth in Article 31 of the European
Economic Union Agreement of May 29, 2014.

2. The Member States shall pursue a coordinated policy pertaining to market circulation
of medical devices by way of:

(a) taking the steps needed to harmonize the laws of the Member States governing
market circulation of medical devices;

(b) establishing common safety and efficacy requirements for medical devices within
the framework of the Union;



(c) establishing uniform rules governing market circulation of medical devices in
accordance with the recommendations of the International Medical Device Regulators
Forum (IMDRF);

(d) working out uniform approaches to creating a medical device quality assurance
system;

(e) harmonizing the medical device nomenclature used in the Member States with the
Global Medical Device Nomenclature (GMDN);

(f) harmonizing laws of the Member States pertaining to control (oversight) of market
circulation of medical devices.

3. For the purposes of implementing this Agreement, a Member State shall designate a
government agency (or agencies) authorized to implement and/or coordinate efforts in
the field of market circulation of medical devices in the territory of this Member State
(hereinafter referred to as “the authorized agency”), and shall apprise the other Member
States and the Eurasian Economic Commission (hereinafter referred to as “the
Commission”) of this authorized agency.

4. The Commission shall coordinate the efforts aimed at harmonizing the laws of the
Member States pertaining to market circulation of medical devices.

5. The laws of the Member States pertaining to market circulation of medical devices
shall be harmonized on the basis of international standards, taking into account the
resolutions of the Commission governing market circulation of medical devices.

6. Authorized agencies shall collaborate in matters pertaining to market circulation of
medical devices, including by way of staging and coordinating scientific research,
workshops, seminars, and other activities.

Authorized agencies shall arrange experience exchange activities and joint training for
professionals involved in market circulation of medical devices.

Authorized agencies or organizations of the Member States authorized by them shall
conduct consultations with the participation of Commission representatives with a view
to coordinating the positions of the Member States in matters of market circulation of
medical devices.

Article 4,
Registration of Medical Devices

1. The provisions of this article shall apply to medical devices cleared for market entry
within the framework of the Union from the effective date of this Agreement.



2. Medical devices cleared for market entry within the framework of the Union shall be
subject to registration in the manner prescribed by the Commission.

Medical devices shall be registered by authorized agencies.

Expert review of the safety, quality, and efficacy of medical devices for registration
purposes shall be performed by the expert organization designated by the government
agency of a Member State having jurisdiction over healthcare in the manner prescribed
by the Commission.

3. For registration purposes, identical requirements shall apply to medical devices
manufactured within the framework of the Union and to those imported into the
customs territory of the Union from third countries.

4. Technical trials, studies (tests) to evaluate the biological effect, clinical trials, tests
for the purposes of obtaining approval of the type of measuring instruments (with
respect to medical devices belonging to measuring instruments per the list approved by
the Commission), and expert review of the safety, quality, and efficacy of medical
devices shall be undertaken for the purposes of registering medical devices.

The rules governing classification of medical devices depending on the degree of
potential risk inherent in the application of such medical devices, the rules for
maintaining the nomenclature of medical devices, the general safety and efficacy
requirements for medical devices, the requirements for operation manuals of medical
devices, the rules for performing studies (tests) on medical devices, the rules for
registering medical devices (including requirements with respect to the registration
dossier, the registration application, the grounds and procedure for suspending or
terminating (revoking) the registration certificate of a medical device), and the rules for
performing expert review of the safety, quality, and efficacy of medical devices shall be
approved by the Commission.

5. Authorized agencies shall compile a list of institutions, organizations, and
enterprises, including medical institutions and organizations, that are authorized to
perform studies (tests) on medical devices for registration purposes (hereinafter referred
to as “the authorized organizations”).

The requirements for authorized organizations and the procedure for evaluating them
for conformance to such requirements shall be established by the Commission.

6. A medical device registration certificate valid within the framework of the Union
shall be the document proving registration of the medical device.

The form of the registration certificate and the rules for completing it shall be
established by the Commission. The registration certificate shall be issued without an
expiration date.



7. The Member States shall create conditions conducive to ensuring the conformance of
the study (test) practices and conditions and the comparability of the results of expert
reviews through applying common medical device safety and efficacy requirements and
uniform requirements for authorized organizations.

8. Authorized organizations shall mutually recognize the results of studies (tests) and
expert reviews obtained in the course of medical device registration, provided that they
have been completed in accordance with the requirements and rules established by the
Commission.

9. Any controversies arising among authorized agencies during registration of medical
devices shall be resolved in the manner prescribed by the Commission.

10. A decision by an authorized agency to deny issuance of a medical device
registration certificate may be appealed by the medical device manufacturer or the
latter's authorized representative with a court of a Member State in the manner
prescribed by the laws of this Member State.

11. The following medical devices shall be exempt from registration within the
framework of the Union:

(a) medical devices imported by individuals into the customs territory of the Union and
intended for personal use;

(b) medical devices manufactured in the territory of a Member State to custom orders of
patients exclusively for personal use, and which are subject to special requirements in
accordance with the prescription issued by a medical worker;

(c) medical devices imported into the customs territory of the Union and intended for
use by personnel of diplomatic missions and consular offices;

(d) medical devices imported into the customs territory of the Union for the purposes of
providing medical aid to passengers and crew members of transport vehicles, train
crews, and drivers of transport vehicles arriving in the territory of the Union;

(e) medical devices imported into the customs territory of the Union to provide medical
aid to participants of international cultural or sporting events and to participants of
international expeditions, and also for the purposes of staging exhibitions;

() medical devices imported into the customs territory of the Union for the purposes of
conducting studies (tests), including for research purposes;

(g) medical devices imported into the customs territory of the Union as humanitarian
aid in the cases provided for by laws of the Member States.

Article 5.



Clearance of Medical Devices for Market Entry within the Framework of the
Union

1. The manufacturer or the latter's authorized representative shall be responsible for the
clearance of a medical device for market entry within the framework of the Union.

2. It shall be prohibited to clear a medical device for market entry within the framework
of the Union if:

(a) there is an official notice from the authorized agency, manufacturer and/or the
latter's authorized representative to the effect that market circulation of the medical
device has been suspended or the medical device has been withdrawn from market
circulation or the medical device has been recalled by the manufacturer;

(b) the service life (shelf life) of the medical device has expired,;

(c) the medical device has not been registered in the prescribed manner (excepting
medical devices that are exempt from registration pursuant to Item 11 of Article 4 of
this Agreement).

Article 6.
Manufacture of Medical Devices

1. A manufacturer of medical devices intended for market circulation within the
framework of the Union shall cause a medical device quality management system to be
implemented and maintained. The requirements with respect to implementation,
maintenance, and assessment of the medical device quality management system shall be
established by the Commission depending on the degree of potential risk inherent in the
application of such medical devices.

2. The manufacturer shall implement and maintain up-to-date a system for gathering
and analyzing data on the application of medical devices, tracking and detecting any
side effects caused by medical devices as they are used.

The manufacturer shall furnish authorized agencies with reports documenting the
clinical experience of application of individual types of medical devices with a high
class of potential risk inherent in their application, in the manner prescribed by the
Commission.

Should medical devices be found to violate the common requirements with respect to
the safety and efficacy of medical devices or should reports be submitted on the facts
and circumstances under which human lives or health were jeopardized, the authorized
agency shall make this known within 5 days to the authorized agencies of the other
Member States and shall take steps to prevent market circulation of such medical
devices in the territory of its country.



3. If the manufacture of a medical device has been discontinued, the manufacturer or the
latter's authorized representative shall present the relevant information to the authorized
agency that issued the medical device registration certificate within 30 calendar days
from the date of the decision to discontinue manufacture of this medical device.

Article 7.
Marking of Medical Devices

1. Medical devices that have passed the registration procedures established within the
framework of the Union as well as procedures for verification of conformance to the
requirements with respect to the safety and efficacy of medical devices, the
requirements with respect to implementation and maintenance of the medical device
quality management system, shall be marked with a special mark of market circulation
in the market of the Union prior to their market entry within the framework of the
Union.

2. The manufacturer or the latter's authorized representative shall be held liable for
applying the special mark of market circulation to a medical device without legitimate
grounds for doing so.

3. If an authorized agency has determined that any manufacturer or the latter's
authorized representative uses the special mark of market circulation on medical
devices without legitimate grounds for doing so, this agency shall report this violation
to the authorized agencies of the other Member States and the Commission and take the
steps needed to withdraw this medical device from circulation in the territory of its
country and prosecute the entity responsible for such use.

4. The requirements with respect to the marking of medical devices, the image of the
special mark of market circulation, and the regulations on the special mark of market
circulation shall be approved by the Commission.

5. The requirement to apply the unified mark of market circulation of products in the
market of the Union shall not apply to medical devices.

Article 8.

Oversight of Medical Devices Circulation and Monitoring of the Safety, Quality,
and Efficacy of Medical Devices

1. Oversight of market circulation of medical devices shall be carried out with respect to
legal entities and individuals registered as individual entrepreneurs and engaged in the
business of market circulation of medical devices within the framework of the Union in
the manner prescribed by the laws of the Member States.



2. The rules for monitoring the quality, safety, and efficacy of medical devices shall be
established by the Commission.

3. Upon discovering facts of market circulation within the framework of the Union of
medical devices posing a danger to human lives and/or health, counterfeit or falsified
medical devices, within 5 days of discovering this fact the authorized agency shall
notify the authorized agencies of the other Member States and send the relevant
information to the Commission and may also take measures in the manner prescribed by
the Commission to suspend or prohibit the use of said medical devices and withdraw
them from market circulation.

4. On discovering issues involving the matters of the safety, quality, and efficacy of
medical devices, the authorized agency shall bring this to the attention to the medical
device manufacturer or the latter's authorized representative and may request additional
information about the medical device.

5. The authorized agency may:

conduct an additional expert review of the safety, quality, and efficacy of the medical
device, taking into account the discovered adverse consequences of its application, in
the cases provided for by laws of the Member State;

suspend its previously issued registration certificate for the medical device;
terminate (revoke) its previously issued registration certificate for the medical device.

The grounds and procedure for suspending or terminating (revoking) the registration
certificate of a medical device shall be determined by the medical device registration
rules approved by the Commission.

The authorized agency shall promptly notify the authorized agencies of the other
Member States, the manufacturer and the latter's authorized representative, and the
Commission about the suspension or termination (revocation) of the medical device
registration certificate and about the issuance of a notice calling for an additional expert
review of the medical device.

Article 9.
Information System for Market Circulation of Medical Devices

1. For the purpose of creating conditions conducive to market circulation within the
framework of the Union of safe, quality, and effective medical devices, the Commission
shall create and maintain an information system for market circulation of medical
devices (hereinafter referred to as “the information system”), which shall make a part of
the integrated information system of the Union and shall include:

(a) a uniform register of medical devices registered within the framework of the Union;



(b) a uniform register of authorized organizations
(c) a joint database of medical device safety, quality, and efficacy monitoring data.

2. The procedure for creating and maintaining the information system shall be
established by the Commission.

Authorized agencies shall submit to the Commission the information required to create
the information system.

3. Information included in the information system shall be published on the official
website of the Commission on the Internet.

Article 10. Confidentiality of Information

1. The authorized agencies and the Commission shall take the steps needed to protect
confidential information, including personal data, received and transmitted as part of
this Agreement.

2. Before confidential information received by an authorized agency and/or the
Commission under this Agreement can be disclosed to third parties, they shall obtain
consent from the disclosing party.

3. Information and details contained in the registration certificate of a medical device
shall not constitute confidential information.

Article 11. Transitional Period

Documents proving official registration of medical devices and issued by an authorized
agency prior to the effective date of this Agreement shall continue in effect within the
territory of the relevant Member State until their expiry dates, but in any case no later
than December 31, 2021.

Article 12. Dispute Resolution

Any disputes over the interpretation and/or application of this Agreement shall be
resolved in the manner prescribed by Article 112 of the Eurasian Economic Union
Agreement of May 29, 2014.

Article 13.

This Agreement and Law of the Union



Article 13. Amending the Agreement

With the mutual consent of the Member States, this Agreement may be amended via
separate protocols that shall make an integral part of this Agreement.

Article 14. Entry into Force

1. This Agreement shall enter into force from the date when the depositary receives the
last written notice to the effect that Member States have completed their internal
formalities required to bring this Agreement into force, but in any case no sooner than
January 1, 2016.

2. This Agreement is an international treaty executed within the framework of the
Union and makes a part of the Union's law.

This Agreement was executed in the City of Moscow this 23" day of 2014 in one
original copy in the Russian language.

The original copy of this Agreement shall be kept on file by the Eurasian Economic
Commission that, as a depositary of this Agreement, shall send a certified photocopy of
this Agreement to each Member State.

For the Republic of For the Republic of For the Russian

Belarus Kazakhstan Federation



