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ABSTRACT
Objective. To study legal regulation for cosmetology clinics as subjects of circulation of medical devices and regulator’s messages about pro-
hibited medical devices.
Material and methods. We analyzed the regulatory legal acts of the Russian Federation defining mandatory requirements for medical devices. 
The reports of the Federal Service for Surveillance in Healthcare about medical products specific in cosmetology for all participants of the mar-
ket were studied: threads, implant gels, biorevitalizants, cosmetology devices available with violations of legal requirements.
Results. Cosmetology clinics are prohibited by law from using unregistered, falsified, substandard, counterfeit or other medical devices with-
drawn from circulation by regulator. One can receive information about registered medical devices and those that need to be discontinued 
on the Roszdravnadzor website. Roszdravnadzor published reports on 140 medical devices specific to cosmetology (threads, gel-implants (fill-
ers), biorevitalizants, cosmetology equipment) for the period from 2012 to 2021. Percentage of medical devices illegally available in cosme-
tology has not decreased over the past 10 years (0.6% in 2021). Reports on illegally available cosmetology equipment prevail (59%, p<0.05). 
Information about unregistered medical devices prevails with exception of implant gels (p<0.05).
Conclusion. Percentage of medical devices illegally available in cosmetology has not decreased over the past 10 years. It is necessary 
to strengthen internal control over the safe use of medical devices in cosmetology clinics.
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Introduction

Currently, ensuring patient safety is a priority of med-

ical activities [1]. The efforts are largely aimed at minimiz-

ing the risks associated with introduction of new innova-

tive medical devices and strengthening internal control in 

medical organizations over their use [2].

Medical devices are a mandatory component underly-

ing most services in cosmetology. Manufacturers regularly 

offer new types and models of medical devices for correc-

tion of skin aging. Various types of thread lifting, contour-

ing and biorevitalization are widely used including combi-

nation with hardware cosmetology [3, 4]. High popular-

ity of such methods is followed by certain complications 

which require correction by various medical devices [5, 6].

Importantly, many medical devices in aesthetic med-

icine are implantable and belong to high-risk devices [7].

Low-quality and falsified products comprise one of 

the problems in the use of medical devices [8].

In recent years, control over circulation of medical 

drugs at the post-registration stage has been strengthened 

in Russia. Violation of legal requirements entails prosecu-

tion, including criminal liability [9].

At the same time, the regulator (Roszdravnadzor) and 

experts emphasize a large amount of cosmetology services 

in the market illegally used in civil circulation [10, 11]. In 

this regard, application of only legal medical products is 

the most important safety element for conscientious man-

agers of cosmetology clinics and cosmetologists along 

with such basic principles as the use by qualified special-

ists in strict accordance with documentation and sterili-

ty requirements.

The purpose was to study the regulatory framework 

for cosmetology clinics as subjects of medical device cir-

culation, as well as the regulator’s messages about medi-

cal devices whose application must be stopped.

Material and methods

We analyzed the regulatory requirements for cosme-

tology clinics as subjects of medical device circulation.

We estimated the information letters about medical 

devices posted on the official website of Roszdravnadzor 

(https://roszdravnadzor.gov.ru) for the last 10 years (from 

2012 to 2021). Among all letters from Roszdravnadzor for 
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10 years (8583 ones), we distinguished 7213 letters related 

to illegally available medical devices (falsified, poor qual-

ity, unregistered, withdrawn from circulation, etc.). The 

letters of the supervisory authority prohibiting the use of 

certain medical devices specific for cosmetology (threads, 

gel-implants (fillers), biorevitalizants and cosmetology 

drugs) were studied.

Processing the data, we used the methods of analy-

sis, synthesis, analogy and induction. Data are presented 

as absolute values  and percentages. Categorical variables 

were compared using the chi-square test (χ2).

Results and discussion

According to the Part 4 of the Article 38 of the Fed-

eral Law No. 323-FZ dated November 21, 2011 “On the 

Basics of Protecting the Health of Citizens in the Rus-

sian Federation” [12], legally available medical devices 

should pass state registration in the manner established 

by the Government of the Russian Federation, as well as 

in accordance with international treaties and acts consti-

tuting the law of the Eurasian Economic Union. Certain 

exceptions allow the use of medical devices without reg-

istration by law in some cases. However, these exceptions 

do not apply to cosmetology clinics.

A register of legal medical devices is available on the 

official website of the Roszdravnadzor (section “Elec-

tronic Services”).

As a part of the MEDICRIME Convention, article 

38 of this law included the following groups of medical 

devices prohibited for use: falsified, low-quality and coun-

terfeit products.

Falsified medical devices are accompanied by false 

information about their characteristics and/or manufac-

turer.

Poor-quality medical devices do not meet the safe-

ty and efficiency requirements for labeling, regulatory, 

technical and operational documentation. These devic-

es cannot be safely used for the intended purpose estab-

lished by the manufacturer. The last requirement was add-

ed in 2021. This makes it possible not to exclude medical 

devices with formal labeling violations and inconsisten-

cies with the registration dossier that do not lead to vio-

lations of safety requirements. Medical device is recog-

nized as substandard after examination of quality, effec-

tiveness and safety.

Counterfeit medical devices are available with vio-

lations of civil law. As a rule, we mean parallel imported 

medical devices. These are original goods marked with a 

trademark by the right holder himself and imported into 

the territory of the Russian Federation without consent of 

the manufacturer. Prevention of parallel import is a prob-

lem of the right holder as the subject of infringed trade-

mark rights. Medical devices are determined to be coun-

terfeit by court order. Counterfeit goods on the market to 

a lesser extent affect safety of cosmetology services.

According to the current legislation, falsified and 

low-quality medical devices are subject to seizure and 

subsequent destruction or exportation from the Russian 

Federation on the basis of decision of their owner, Ro-

szdravnadzor or court decision. Counterfeit medical de-

vices are subject to seizure and subsequent destruction by 

a court decision.

The owner reimburses expenses associated with with-

drawal from circulation and destruction of falsified, sub-

standard and counterfeit medical devices. Exportation of 

falsified and substandard medical devices from the Rus-

sian Federation is carried out at the expense of the per-

son who imported them into the Russian Federation [12].

The contracts for supply of medical devices to medi-

cal organizations often stipulate responsibility of the sup-

plier for the quality of the goods and obligations to destroy 

and/or replace the goods if necessary.

If such products are detected, Roszdravnadzor sug-

gests that the subjects of circulation (including cosme-

tology clinics) check whether a particular medical de-

vice, model (variant), batch or series is available with vi-

olations of current legislation and prevent circulation of 

these devices in the Russian Federation. Medical organi-

zation should report the results of these measures to the 

territorial office of Roszdravnadzor.

Up-to-date data are presented to the subjects of circu-

lation including by posting information letters (messages) 

on the official website of Roszdravnadzor.

Roszdravnadzor published the reports on 140 med-

ical devices available in cosmetology between 2012 and 

2021 (7213 letters).

Percentage of messages about cosmetic products 

among all illegally available medical devices was simi-

lar in 2012 and 2021 (1.1 vs. 0.6%, χ2 0.002, p>0.05). At 

the same time, analysis of time series shows significant 

(by 12.4%) growth in 2013 (p<0.05) with subsequent de-

crease (Fig. 1).
Structure of information letters from Roszdravnadzor 

on cosmetic products in 2012-2021 is shown in Fig. 2.

Reports of illegally available cosmetic devices prevailed 

(n=83 (59%), χ2 11.724, p<0.01). There were 34 (24%) re-

ports about various types of threads, 15 (11%) letters about 

fillers and 8 (6%) reports about biorevitalizants.

Unregistered medical devices prevail in general and in 

certain groups with the exception of implant gels (fillers) 

(122 (87%), χ2 30.663, p<0.01) (Fig. 3).
The following are examples of non-registered med-

ical devices:

— cosmetology devices (“Multifunctional cosmetol-

ogy device NV-1608 PRETTY BABY”, NEWFACE, let-

ter No. 01И-17/18 dated 01/11/2018);

— fillers (in accordance with the letter No. 01I-

1010/18 dated 04.24.2018, “FEEL DERLI Strong+ wa-

ter-containing CONTOURGEL-KHPM filler” (Khim-

polymed LLC) is not subject to the registration certificate 

No. FSR 2007/00256 dated 07/30/2007 due to the iden-

tified inconsistencies);
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— biorevitalizants (“Biorevitalizant-skinboost-

er Overage MESO, 23 mg/ml, 1.0 ml” manufactured 

by Mesotech s.r.L, Italy, letter No. 01И-2940/17 dated 

11/28/2017).

Unregistered mesothreads are regularly detected. For 

example, several types of Korean threads were withdrawn 

from circulation in 2015 including “Mesothreads Multi 

Lifting V-Line (Polydioxanone suture).

Roszdravnadzor identifies the falsified medical de-

vices, for example:

— “Ulthera System ultrasonic device for dermatol-

ogy and cosmetology with accessories” (letter No. 01I-

1579/20 dated 08/17/2020);

— “Softlift-C monosorb M3 threads with oppo-

site notches USP 2-0 (EP ZU thread length 600 mm) 

/ straight needle 150 mm, d-1.2” (letter dated No. 01I-

1324/20 07/10/2020);

— implantable gel for intradermal injections HY-

ALAX Revitalize Skin, lot 403027 (letter No. 01I-

209/16 dated 02/08/2016).

The following are examples of poor-quality medi-

cal devices:

— cosmetic threads, for example “Lead Fine Lift ster-

ile absorbable polydioxanone threads for tissue lifting on 

carrier needles of various sizes”, LOT 276051A (MED-

IFIRST Co., LTD, Korea), registration certificate No. 

ФСЗ 2012/13378 dated 12/14/2012 (Roszdravnadzor let-

ter No. 01I-162/17 dated 01/24/2017);

— apparatus for local darsonvalization and galva-

nization AmDG “ISKRA-4”, TU 9444-003-34711238-

Reports about illegally available cosme�c products Moving average

Fig. 1. Reports about illegally available cosmetic products among all letters about medical devices in 2012—2021 (%).

Cosme�c products Thread
Fillers Biorevitalizants

Unregistered Falsified

Substandard Recall

Fig. 2. Structure of Roszdravnadzor letters on cosmetic products 
in 2012—2021.

Fig. 3. Structure of Roszdravnadzor letters on cosmetic products 
in 2012—2021 depending on the type of prohibited medical device.
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2005 (JSC Novoanninsky Plant EMA, Russia) (Ro-

szdravnadzor letter No. 01I-140/20 dated 01/21/2020).

In some cases, the manufacturer voluntarily recalls 

medical devices. For example, the manufacturer of “Eter-

mis gel-implant for intradermal use” (Merz Pharmaceu-

ticals GmbH, Germany) voluntarily recalled some series 

due to particles in some Etermis syringes not listed in the 

composition (Roszdravnadzor letter No. 01I-464/21 dat-

ed 04/12/2021).

Acceptance of medical devices is important stage, 

and employees of cosmetology clinics need to be extreme-

ly careful and attentive to incoming products and docu-

mentation.

It is advisable to check the information about regis-

tration certificate on official website of Roszdravnadzor 

(https://roszdravnadzor.gov.ru/services/misearch) before 

ordering a specific product asking the supplier for the full 

name or article number.

The State medical registry is publicly available, and 

no authorization is required. One can search for registra-

tion certificates not only by the name of medical devic-

es, but also 16 additional positions. When necessary reg-

istry entry is found, you can download registration certif-

icate, photographic images, instructions for a particular 

medical device and data on changes made to registration 

documents.

The following signs of unregistered medical devices 

can be distinguished:

— no registration certificate (no data in state register);

— medical device is accompanied by registration cer-

tificate, but its name, composition and accessories do not 

correspond to the information specified in the registra-

tion certificate;

— name and/or address of the manufacturer do not 

correspond to information specified in the registration 

certificate.

Responsible persons of medical organizations must 

regularly control the data on the Roszdravnadzor website 

to exclude illegal medical devices.

The Register of Information Letters on Medical De-

vices (https://roszdravnadzor.gov.ru/services/unreg) is al-

so publicly available, does not require authorization and 

contains all the necessary criteria for optimized search-

ing. Thus, the person in charge can control all new letters 

published, for example, over the past week. Moreover, one 

can regularly receive up-to-date information on legality of 

medical devices available in civil circulation.

If illegally available medical devices are detected at 

the stage of acceptance or after receiving the information 

from Roszdravnadzor, employees of medical organiza-

tions should move medical devices from the main storage 

area to the special quarantine storage area until publica-

tion the information letter about resumption of applica-

tion. In case of withdrawal, it is necessary to draw up an 

act indicating the cause of withdrawal and send informa-

tion to Roszdravnadzor.

The mechanism for monitoring of safety of medical 

devices is important in identifying illegally available medi-

cal devices. This mechanism implies systematic joint work 

of manufacturers, medical organizations and regulator de-

voted to identifying, analyzing, recording and correcting 

all possible risks and defects that were not previously tak-

en into account. This work is aimed at improving the ef-

ficiency and safety of medical devices [9]. Medical orga-

nizations are responsible for informing Roszdravnadzor 

and manufacturer about all side effects not specified in in-

structions, adverse reactions, other facts and circumstanc-

es that pose a threat to the life and health of patients and 

medical workers (signs of marriage in cosmetology clin-

ics) [12]. After receiving the information, Roszdravnadzor 

and the manufacturer take necessary measures, including 

expert examinations. After that, medical device, its mod-

el (variant), batch or series can be withdrawn from cir-

culation.

Medical organization can send information in sever-

al ways, including on paper. The most optimal way is the 

automated system “Safety Monitoring of Medical Devic-

es” after authorization (https://roszdravnadzor.gov.ru/

services/servicreMonitoringMI).

In cosmetology clinics, one employee is usually re-

sponsible for accepting and identifying illegally circu-

lating medical devices and medicines, sending informa-

tion to Roszdravnadzor and other aspects of safe appli-

cation of medical products. This work should be regular 

and systematic.

Conclusion

Percentage of medical devices illegally available in 

cosmetology has not decreased over the past 10 years. It is 

necessary to strengthen internal control over the safe use 

of medical devices in cosmetology clinics at the stages of 

acceptance and application. Control of information from 

Roszdravnadzor reduces the threat to patient health fol-

lowing the use of low-quality products, as well as financial 

and reputational risks for cosmetology clinics.
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