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3EC International a.s., Hrani¢na 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2017-MDD/QS-014/B

issued in compliance with the Council Directive 93/42/EEC as amended by 2007/47/EC, which is
implemented by the Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Coll.
certifies that the medical device of Class llg,

Impulse therapy medical devices of TENS type (Transcutaneous Electric Nerve Stimulator):
CHANS-SCENAR, CHANS-01-SCENAR, CHANS-02-SCENAR, CHANS-SCENAR-M, CHANS-01-
SCENAR-M, CHANS-02-SCENAR-M, SCENAR-1-NT (version 01), SCENAR-1-NT (version 02.1),

SCENAR-1-NT (version 02.2), SCENAR-1-NT (version 02.3), SCENAR-1-NT (version 03), SCENAR-1-NT
(version 01C), SCENAR-1-NT (version 02.1C), SCENAR-1-NT (version 02.2C), SCENAR-1-NT (version
02.3C), SCENAR-1-NT (version 03C), RITMSCENAR Expert, RITMSCENAR Expert C
(for detailed list of trade names and auxiliary electrodes, refer to the Annex pages 1 to 3)

manufactured by the company

RITM OKB ZAO
99, Petrovskaya str., Taganrog, Rostov region, 347900, Russia

is manufactured under conditions fulfilling the quality system requirements of Annex Il, excluding
(4), of the Directive 93/42/EEC as amended by 2007/47/EC.

The Notified Body No. 2265 has performed an audit of the above device quality system. The full quality
assurance system has been assessed and found that it meets the requirements above. The quality
system is subject to continuous surveillance according to Annex I, Sections 3.3, and 5, of the Directive
93/42/EEC as amended by 2007/47/EC. The detailed description of the system, requirements and
measures applied by the manufacturer are presented in the Audit Report No. 310262B, and the Final
protocol No. 310262B/2019 enclosed to this certificate.

This certificate is issued under the following conditions:

It applies only to the quality system maintained in the manufacture of the above referenced model of
medical device and it does not substitute the design or type-examination procedures, if requested. The
certificate remains valid until the manufacturing conditions or the quality system are changed but until
March 7, 2022 at the latest. The certificate validity is conditional upon positive results of regular
surveillance audits and fulfilment of relevant legal and other requirements by manufacturer.
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Dr. Katarina Tomin SrdoSova
Responsible to act on behalf of NB 2265
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ANNEX TO EC CERTIFICATE No. 2017-MDD/Q$-014/B

issued for the company

RITM OKB ZAO
99, Petrovskaya str., Taganrog, Rostov region, 347900, Russia

List of medical devices covered by the EC Certificate:

Product name: Transcutaneous Electric Nerve Stimulator

CHANS-SCENAR, CHANS-01-SCENAR, CHANS-02-SCENAR, CHANS-SCENAR-M, CHANS-01-
SCENAR-M, CHANS-02-SCENAR-M, SCENAR-1-NT (version 01), SCENAR-1-NT (version 02.1),
SCENAR-1-NT (version 02.2), SCENAR-1-NT (version 02.3), SCENAR-1-NT (version 03), SCENAR-1-NT
(version 01C), SCENAR-1-NT (version 02.1C), SCENAR-1-NT (version 02.2C), SCENAR-1-NT (version
02.3C), SCENAR-1-NT (version 03C), RITMSCENAR Expert, RITMSCENAR Expert C

with add-on electrodes :
Face electrode, Comb electrode, Point electrode, Local electrode, Special Snail electrode, Bent point
electrode, Double facial Pawns electrode, Double cosmetic electrode, Double ophthalmic Goggles
electrode, Double facial Stamps electrode, Single ophthalmic Monocle electrode, Special double Pencils
electrode, Large Comb electrode, Multi-purpose zonal electrode
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r. Katarina Tomin SrdoSova
Responsible to act on behalf of NB 2265
In Bratislava, on March 11, 2019

Valid until March 7, 2022

Version B supersedes the EC Certificate No. 2017-MDD/QS-014/A issued on December 20, 2017

1910818



fnternational

ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-014/B

issued for the company

RITM OKB ZAO
99, Petrovskaya str., Taganrog, Rostov region, 347900, Russia

Trade names of the respective types of the certified medical devices:

Type/Model/Version Trade (alternative) name
RITMSCENAR Home
CHANS-SCENAR SCENAR Home
RITMSCENAR Sport
SCENAR Sport
SCENAR Pain Genie
RITMSCENAR Home Device
{ RITMSCENAR Gorfinkel
SCENAR Gorfinkel
RITMSCENAR Basic
SCENAR Basic

RITMSCENAR Home D
CHANS-SCENAR-M SCENAR Home D

T RITMSCENAR Sport D
CHANS-01-SCENARM | copitar o

RITMSCENAR Basic D
SCENAR Basic D

CHANS-01-SCENAR

CHANS-02-SCENAR

CHANS-02-SCENAR-M
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ANNEX TO EC CERTIFICATE No. 2017-MDD/QS-014/B

issued for the company

RITM OKB ZAO
99, Petrovskaya str., Taganrog, Rostov region, 347900, Russia

Trade names of the respective types of the certified medical devices:

Type/Model/Version

Trade (alternative) name

SCENAR-1-NT (version 01)

RITMSCENAR Pro Prime
SCENAR Pro Prime

SCENAR-1-NT (version 02.1)

RITMSCENAR Pro Plus
RITMSCENAR Pro +
SCENAR Pro Plus
SCENAR Pro + :

SCENAR-1-NT (version 02.2)

RITMSCENAR Pro Optima
SCENAR Pro Optima

SCENAR-1-NT (version 02.3)

RITMSCENAR Pro
SCENAR Pro

SCENAR-1-NT (version 03)

RITMSCENAR Pro Essential
SCENAR Pro Essential

SCENAR-1-NT (version 01C)

RITMSCENAR Pro Prime C
SCENAR Pro Prime C
RITMSCENAR Super Pro v.2
bioSCENAR Professional v.2

SCENAR-1-NT (version 02.1C)

RITMSCENAR Pro Plus C
RITMSCENAR Pro + C
SCENAR Pro Plus C
SCENAR Pro + C

SCENAR-1-NT (version 02.2C)

- RITMSCENAR Pro Optima C

SCENAR Pro Optima C
SCENAR Physio

SCENAR-1-NT (version 02.3C)

RITMSCENAR Pro C
SCENAR Pro C

SCENAR-1-NT (version 03C)

RITMSCENAR Pro Essential C
SCENAR Pro Essential C
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In Bratislava, on March 11, 2019
Valid until March 7, 2022

Dr. Katarina Tomin Srdosova
sponsible to act on behalf of NB 2265

j-,-f-‘w“ﬁ""' Version B supersedes the EC Certificate No. 2017-MDD/QS-014/A issued on December 20, 2017




