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General Director,
MD Registration Expert
Alexandra Igorevna Portnaya

Registration of medical devices

In accordance with the legislation of the Russian Federation, any medical
device (MD) must have confirmation of its safety and purpose as a medical
device, be it a patch, X-ray machine or medical software. This confirmation
is the registration of the medical device with the Federal Service for
Surveillance in Healthcare (Roszdravnadzor, RZN) in the manner established
by the Government of the Russian Federation. The manufacturer or an
authorized person is obliged to register the MD. If the MD circulating on the
territory of the Russian Federation does not have a registration certificate
(or unregistered changes have been made to the MD), this entails a fine
and/or criminal liability in accordance with the legislation of the Russian
Federation.

The registration procedure is determined by regulatory documents.

The regulations of the national registration system (according to the
regulations of the Russian Federation, for circulation on the territory of the
Russian Federation) are determined by the regulatory documents of the
Russian Federation.

Registration according to the EAEU regulations (for circulation of MD on
the territory of the EAEU member states) is determined by the regulatory
documents of the EEC Board.

The main stages of registration are as follows: prepare a registration
dossier; confirm the characteristics of the product by testing (i.e. submit
protocols from accredited testing laboratories): technical, toxicological
and clinical; submit documents to Roszdravnadzor; and, finally, obtain a
registration certificate (RC).



Where to begin

The manufacturer (or an authorized representative of the manufacturer) must prepare the
documents. Then it is necessary to determine under which registration system and for which countries
the MD shall be registered.

Registration dossier required for filing for registration with the federal executive body -
Roszdravnadzor — must meet the requirements of all regulatory documents that determine its content
and design within the chosen registration system. From this point on, the manufacturer may find it
difficult to continue bringing the medical device to the market, since many requirements are imposed
on the documents and their content, which, without experience and relevant knowledge, may be
problematic and resource-intensive. The most rational thing is to contact a consulting company that
specializes in supporting the registration of medical devices.

However, the manufacturer may face difficulties in the future as well, for example, at the stage
of choosing a testing center (laboratory) and conducting tests. The laboratory must be accredited to
conduct tests. Accompaniment of tests by a professional expert significantly reduces the time and list
(hence the cost) of tests.

Who to contact

Experienced registration experts who constantly maintain their professional level. In addition, the
key to obtain a registration certificate is to contact the direct executors, excluding intermediaries.
For foreign manufacturers, the readiness of experts to communicate in foreign languages is of great
importance.

Universal Pravo LLC was organized by the team of exactly such experts. This means that we know
the whole process of registration, testing, and review of the dossier. The experts of Universal Pravo
LLC know what requirements the documentation must meet because our team consists of experts
and specialists dealing with these issues. Universal Pravo LLC is a universal and flexible tool for the
legal launch of your product on the market. Our experts can masterfully cope with tasks connected
with any medical device, hazard class, or manufacturer, and even those beyond the power of similar
consulting companies.



Brief overview of our company

Universal Pravo LLC is a consulting company that provides high-quality service in the preparation of
documentation for medical devices, as well as assistance in the compilation of all required documents
in accordance with applicable laws. Depending on the needs of the customer, it is possible to perform
turnkey works. Universal Pravo LLC successfully works with both Russian and foreign manufacturers.

The head of our company:
Alexandra Igorevna Portnaya, General Director, MD Registration Expert.

The company’s management adheres to a policy of flexibility, taking into account the interests of
clients; if necessary, the company’s specialists are ready to perform complex or unique tasks that may
appear in individual cases. In the event of new conditions or force majeure (be it a pandemic, a change
in legislation — “requlatory guillotine” or otherwise), the professionals of Universal Pravo LLC monitor
trends and changes, regularly attend seminars, adjust to new realities and update their knowledge to
respond to new challenges.

The experts of Universal Pravo LLC are approached by colleagues, both from other consulting
companies and from corporations that maintain their own expert department. The uniqueness of our
company is the specialists who always have information about the current legislative requirements,
constantly attend seminars at the Roszdravnadzor Federal State Budgetary Institution “All-Russian
Scientific Research and Testing Institute of Medical Equipment” and the Roszdravnadzor Federal State
Budgetary Institution “National Institute of Quality” (former Federal State Budgetary Institution “Center
for Monitoring and Clinical and Economic Expertise”). The experts of Universal Pravo LLC keep their
finger on the pulse of all modern changes.

The group of experts organized the Universal Pravo LLC and began registration of medical devices
in 2016. By that time many of our experts had already had tremendous experience in the field of
circulation and registration of medical devices. Leading experts have been working in the field of
medical devices for over 15 years and have relevant education.




Reputation

The results of the work of Universal Pravo LLC can be found on
our official website www.urist-sud.ru. To maintain a direct dialogue
with manufacturers and colleagues, Universal Pravo LLC specialists
visit specialized exhibitions, forums, and conferences. Since 2017 we
annually participate in the main MD exhibition — “Healthcare” (Moscow),
communicate with manufacturers and authorized representatives of
manufacturers, and advise on any issues that may arise in the field of
medical devices circulation.

Successfully completed work for the following medical devices:

Three-component single-use injection syringes, sterile, with
and without needles (country of origin: Russia); device for printing
medical images (country of origin: Japan); disposable medical
mask made of nonwoven material (country of production: Russia);
mechanical insufflator-aspirator (country of production: Korea);
medical thermographic film (country of origin: China); crutch with
elbow support (country of origin: Russia); single-support cane (country
of origin: Russia), disposable non-sterile medical clothing and linen
in sets and individual packages (Russia), steam sterilizer (country of
origin: Russia), hardware and software multimedia complex for remote-
controlled rehabilitation of patients using virtual reality technologies
(country of origin: Russia), laser kit for coagulation and photodynamic
therapy (country of origin: Russia), insulating suit (country of origin:
Russia), etc.

For a number of other works, a non-disclosure agreement was
concluded; a number of works were performed indirectly (through
intermediaries who passed the result of our work to their customers);
many projects are in progress. The above works were completed on
a turnkey basis. Additionally, the following work was carried out on
individual stages of the registration process: compilation of technical
files based on design documentation, support of technical, toxicological
tests, clinical trials/studies. Work was carried out to obtain the ISO
13485 certificate.
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