Anexa 18

Specificatie Completata

Dispozitivul
Medical Tonometru portativ ocular
Modelul Diaton TI'du - 03
Tara de origine Rusia
Producatorul AO «I'PII3»
Tonometru ocular portativ
Cod 170300
Descriere Tonometrul ocular este destinat pentru masurarea presiunii intraoculare
Parametru Specificatia Specificatie completati
Tip non-corneal DA non-corneal

Autocalibrare da DA

<20mmHg +/-2mm

Precizie
>20mmHg- +/-10% DA
Ecran LCD LCD
DA baterei - durata de
lucru pina la 5000 de
Alimentare baterii investigatii
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TexHuveckoe 3ajlaHie HA TOHOMETP BHYTPUIJIA3HOIO 1aBJICHUS Yepe3 BEKO
uudposoii nopraruBHbii TT Qu-03

1. ToHoMeTp BHYTPUIJIA3HOTO JaBJIECHUS 4Yepe3 BEKO LU(GPOBOM MOPTATUBHBIN
TI'’Iu-03 npegHasHayeH ISl HU3MEPEHUS TOHOMETPUYECKOTO IO MaknakoBy
BHyTpuriasHoro nasnenus (BI'Jl) y neteit u B3pocibix 6€3 NpUMEHEHHSI aHECTE3HH.

2. JlmamazoH m3mepenus Tonomerpuueckoro BI'J] mo MakmakoBy cocTaBiser oT 5
1m0 63 MM pt. cT. [Ipenen  momyckaemMoil TOTPENTHOCTH WM3MEPEHHUS  COCTaBIIsAeT + 2
MM pT.CT. IPH U3MEPEHUAX B IHANA30HE OT 5 A0 26 MM pT.CT. BKItounutenpHo u - £ 10%
- BbIIIE 26 MM PT.CT.

3. IlpoBepka pabOTOCTIOCOOHOCTH TOHOMETpA TPOM3BOIUTCS Ha  3a/JaTUHKE
JABJIECHUS, BXOJSIIEM B KOMIUIEKT TOHOMETpPA, IPHU 3TOM Ha AMCILIEE OTOOpa)kaeTcs
3HaYEHUE TECTOBOM BEIMUUHBI (26 £ 2) MM PT.CT.

4. Tlo snexTpo0e30macHOCTH TOHOMETP COOTBETCTBYET TPEOOBAHUAM I'OCT P
M3K 60601-1-2010 1 BbIIOJHEH MO CTENEHH 3aIUTHI U3AeNnsd TUNa B ¢ BHYTpeHHUM
HUCTOYHUKOM ITUTAHUS.

5. DnektponuTaHue OT ABYX DSJEMEHTOB MUTaHUA OONIMM HampsbkeHuem 3 B.
CHWXKEHHE HANpsOKEHUS SJIEKTPONHUTaHus a0 2,55 B W HWXKE MHAMIUPYETCS B BHUIE
cumBoua "U".

6. Tok motpebneHus He Oojee 2 MA.

7. CpenHuil Cpok CIy’KObI HE MEHee 5 JIeT.

8. T'abGaputHBIE pa3mepbl ToHOMETpa (0e3 QyTiIsipa 1 3aJaTunKa IaBJICHHs) He OoJee
176 x 26 x 20 mm.

9. Macca ToHOMEeTpa ¢ dJeMeHTaMu mnuTaHus He Oonee 105 r., 6e3 s1MeMEHTOB
nuTaHus He Oosee 65 1. (6e3 PyTasipa u 3a7aTUNKa 1aBJICHUS).

10. Tonomerp obGecneunBaer 5000 1UKIOB H3MepeHHs ©O€3 3aMEHbl 3JIEMEHTOB
MUTAHUA.

11.TapanTuitHoe CpOK KCILTyaTallid TOHOMETpa 12 MecsIeB co JHS MPOIaXKu, €CIu
MHOE HE YKa3aHo B JIOroBope (KOHTPAKTe).

KoMnieKkTHOCTh TOCTaBKHU TOHOMCTpaA

HaumenoBaHue KomnyecTso, 1IT.

ToHOMETp BHYTPHUTIIA3HOTO JAABJICHUS Yepe3 BEKO IuppoBoOn 1
nopratuBHbiii TI'J{11-03

YV eTpoiicTBO KOHTPOJIST padOTOCIIOCOOHOCTH / 3aJaTYNK JTABICHHUS

DyTIIsIp

Onement snekrponutannss VARTA AAA 15V

PyxoBojicTBO 1o sxcmyaranmi Yacts |

PykoB01cTBO 1o 3KkcmiyaTanuu Yacts 2

[TamaTka o 0OpaIleHUIO

el i I e DN Gl

VYnakoBka

Tonometp B QyTispe ynakoBbiBaeTcsi B cooTBeTcTBUM ¢ TpeboBanusmu ['OCT P
50444-92 w xoMIIeKTa KOHCTPYKTOPCKON JOKYMEHTALUN MPEAIPUATUS-U3TOTOBUTENS B
TPAHCIIOPTHYIO Tapy, B KOTOPYIO BKJIAIBIBAECTCS YIIAKOBOYHBIN JIUCT.



bsi.
Certificate of Registration

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

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.

Mpon3BOACTBO, UHCTANNALMS, NPOJAXa U CEPBUCHOE 06C/TY>XMBAHME aKTUBHbIX MEAULIMHCKUX
usgenuii anst oTanbMoNoruM, MarHUTHOW Tepanumn U CTEpUN3aTopoB.

(o C_Saed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-06-23 Effective Date: 2020-02-08
Latest Revision Date: 2020-01-24 Expiry Date: 2023-02-07
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+577118&ReIssueDate=24%2f01%2f2020&Template=uk

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.
390000, Ryazan

Mpou3BOACTBO, MHCTaNNAUMs, NPoAaXu U CepBUCHOE
OGCHY)KVIBaHVIG AKTVBHBIX MEAMLIMHCKUX U3AENNI ans

. . odTanbMoNorMn.

Russian Federation P

Kasimov Instrument-Making Manufacture, installation, distribution and servicing of active
Enterprise-Branch Ryazan State medical devices for magnetic field therapy and sterilizers.

Instrument-Making Enterprise
3, Industrialnaya Str.

391300 Kasimov

Russian Federation

Mpon3BOACTBO, MHCTANNALMS, NPOAAXKU U CEPBUCHOE
06Cny>XMBaHMe akTUBHbIX MEAMLMHCKUX M3aenui Anst
MarHUTHOW Tepanuu U CTEepUIN3aTopPOB.

Original Registration Date: 2016-06-23 Effective Date: 2020-02-08
Latest Revision Date: 2020-01-24 Expiry Date: 2023-02-07
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+577118&ReIssueDate=24%2f01%2f2020&Template=uk
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bsi.

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
AaBJ/I€HUA.

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

..making excellence a habit”
Page 1 of 2

icate is condit
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d/or manufactured by a third party on behalf of the company

Tel: + 31 20 346 0780
1 in The Netherlands under 33264284.
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By Royal Charter

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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bsi.

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
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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.

..making excellence a habit”
Page 1 of 1
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bsi.
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
R ..making excellence a habit’
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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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bsi.
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
UKAS , "
i ..making excellence a habit:
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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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Effective Date: 2017-11-08
Expiry Date: 2020-11-07
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