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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 577120

Issued To: Joint Stock Company "Ryazan State
Instrument-Making Enterprise"
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

In respect of:

Manufacture, final inspection and test of intraocular pressure tonometers.

NMpoussoacTeo, BbIXOAHOM KOHTPOJ1b U TECTUPOBaAHUE TOHOMETPOB BHYTPUI/1a3HOro
AaBJ1eHUA.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

QCU\/V\ C_Ractc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2016-06-27 Date: 2020-04-24 Expiry Date: 2024-05-26
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 577120

Issued To: Joint Stock Company "Ryazan State
Instrument-Making Enterprise"
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

NBOG Code(s) | Device Name Intended purpose per IFU
Class IIa
MD 1105 Tonometer of intraocular | NA for class IIa devices
MDS 7010 pressure
First Issued: 2016-06-27 Date: 2020-04-24 Expiry Date: 2024-05-26
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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 577120
Date: 2020-04-24
Issued To: Joint Stock Company "Ryazan State
Instrument-Making Enterprise”
32, Seminarskaya Str.
390000, Ryazan
Russian Federation
Subcontractor: Service(s) supplied
Tonom GmbH EU Representative

Mergelberg 115 A
48161 Minster
Germany

..making excellence a habit”

Page 1 of 1

ands Tel: + 31 20 346 0780




diaton. Certificates

[IpuioxeHue 3 | Ctpanuna4 /8

bsi.

EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 577120
Date: 2020-04-24
Issued To: Joint Stock Company "Ryazan State

Instrument-Making Enterprise”
32, Seminarskaya Str.

390000, Ryazan

Russian Federation

Date Reference Action
Number

27 June 2016 8536503 First issue, Transfer from another Notified Body.

04 November 2016 8633374 Certificate Renewal

07 February 2019 8862697 Traceable to NB 0086.

Current 9759584 Scope reduction in order to remove (magnetic field therapy
devices). Removal of critical location (Kasimov Instrument-
Making Enterprise). Addition of device table.
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Joint Stock Company "Ryazan State
Instrument-Making Enterprise”
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

Holds Certificate Number: MD 577118

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Manufacture, installation, distribution and servicing of active medical devices for
ophthalmology, magnetic field therapy and sterilizers.

MPOU3BOACTBO, MHCTANNALUMA, NPOAANXA U CEPBHCHOE OBCAYKMBAHUE BKTHMBHBIX MEAULMHCKIX
u3genuit Ana oTansMoNOruM, MarHUTHOM Tepanum U CTePUNU3aToOPOB.

Previous certificate expired on 07/11/2016
Mpeaslaywmi Cpok AeicTenA ceptudmkaTa ucrex Ha 07/11/2016

Recertification audit ended 19/01/2017
PecepTudmkaumMoHHBIN ayanT 3akoHunncs 19/01/2017

I A i

For and on behalf of BSI:
Stewart Brain, Head of Compliance & Risk - Medical Devices
Original Registration Date: 2016-06-23 Effective Date: 2017-02-08
Latest Revision Date: 2019-02-23 Expiry Date: 2020-02-07
@ Page: 1 of 2
UKAS ; i
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Certificate No: MD 577118
Location Registered Activities
Joint Stock Company Manufacture, installation, distribution and servicing of active
"Ryazan State Instrument- medical devices for ophthalmology.
Making Enterprise”
32, Seminarskaya Str. MPOU3BOACTEO, HCTANNAUMS, NPORANA H CEPBUCHOE
390000, Ryazan OBCNYHUBAHNE AKTHBHBLIX MEAMUMHCKMX W3AeNHH ANA

Russian Federation

oranbMonormu.

Kasimov Instrument-Making
Enterprise-Branch Ryazan State
Instrument-Making Enterprise
3, Industrialnaya Str.

391300 Kasimov

Russian Federation

Original Registration Date: 2016-06-23

Latest Revision Date: 2019-02-23

Manufacture, installation, distribution and servicing of active
medical devices for magnetic field therapy and sterilizers.

MPON3BOACTBO, MHCTANNAUUA, NPOAIKA W CEPBHCHOE

OBCNYHMUBAHKE AKTUBHLIX MEAHLMHCKUX W3Aenui ana
MArHUTHOM TEPANKK U CTEPUAK3ATOPOS.

Effective Date: 2017-02-08
Expiry Date: 2020-02-07

Page: 2 of 2
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

Y

By Royal Charter

This is to certify that: Joint Stock Company
"Ryazan State Instrument-
Making Enterprise”
32, Seminarskaya Str.
390000, Ryazan
Russian Federation

Holds Certificate Number: FM 577117

and operates a Quality Management System which complies with the requirements of 1SO 9001:2015 for the
following scope:

Production, installation, distribution and servicing of medical devices.
NPOM3BOACTEO, MHCTANNALUMIO, CEPBUCHOE O6CNY)KUBAHME W NPOAANKY MEAULMHCKUX

n3nenni.
For and on behalf of BSI:
Andrew Launn, EMEA Systems Certification Director
Original Registration Date: 2006-11-08 Effective Date: 2017-11-08
Latest Revision Date: 2018-08-15 Expiry Date: 2020-11-07
m Page: 1 of 2
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Certificate No: FM 577117

Location Registered Activities

Joint Stock Company Production, installation, distribution and servicing of medical
“Ryazan State Instrument- devices,

Making Enterprise" NPOK3BOACTBO, HHCTANNALMIO, CEPBUCHOE OBCAYXHBAKME W
32, Seminarskaya Str. NPOARXKY MEAUUAHCKMX H3RENMIA,

390000, Ryazan

Russian Federation

Kasimov Instrument-Making Production, Installation, distribution and servicing of medical
Enterprise-Branch Ryazan State devices.

Instrument-Making Enterprise NPOM3BOACTBO, HHCTANNALMIO, CEPBUCHOE OOCAYKHBIHVE W
3, Industrialnaya Str. NPOABNKY MEAHUMHCKUX HARENUH,

391300 Kasimov

Russian Federation

Original Registration Date: 2006-11-08
Latest Revision Date: 2018-08-15
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Information and Conta
BSI Assurance UK Limited, regestaved in England undor nund

A Migrbr of the BSI Geoup of Compa

gt: B85, Ktamark Court, Davy Avenue, Knowthil, Miion Keynes |

Effective Date: 2017-11-08
Expiry Date: 2020-11-07

Page: 2 of 2

KD BRE Tei: + <4 345 080 9000
2wN \'."- A L



		2023-04-05T10:05:09+0300
	Moldova
	MoldSign Signature




