Anexa 8

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 completata
Tip non-corneal DA non-corneal
Autocalibrare da DA
Precizie <20mmHg +/-2mm
>20mmHg- +/-10% DA
Ecran LCD LCD
DA baterei - durata de
lucru pina la 5000 de
Alimentare baterii investigatii
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Anexa 9. Incubator (termostat) 80 - 100 1 variatia de temperature, Model: TV-80-1

Parametri ceruti

Parametri oferiti

Incubator (termostat) 80 - 100 1 variatia de
temperatura

Cod 250330

Descriere "Incubatoarele termostat, dispozitiv
de laborator care se utilizeaza pentru
mentinerea  indelungatd la  temperatura
constanta a probelor pentru a amplifica mostre
testate de acizi nucleari pentru utilizarea n
tehnici de secventiere."

Parametru Specificatie

Descriere termostat utilizat in laborator
Capacitate 80 - 100 |

Domeniul de temperatura programabil
5-70grade C

Rezolutia de programare < 1 grad

Timp de functionare 1 - 999 min, neintrerupt
Afisaj LCD sau LED

Control Microprocesor

Usa dubla da

Usa interna din sticla da

Constructia interioara din otel inox

Alarama vizuala si sonora

divergenta fata de temperatura setata
Alimentarea 220 V, 50 Hz"

Incubator  (termostat) 801 variatia de
temperatura
Cod 250330
Descriere "Incubatoarele termostat, dispozitiv
de laborator care se utilizeaza pentru
mentinerea  indelungatda la  temperatura

constanta a probelor pentru a amplifica mostre
testate de acizi nucleari pentru utilizarea n
tehnici de secventiere."

Parametru Specificatie

Descriere termostat utilizat in laborator
Capacitate 80I

Domeniul de temperatura programabil
5-70grade C

Rezolutia de programare < 1 grad

Timp de functionare 1min-500 ore, neintrerupt
Afisaj LCD

Control Microprocesor

Usa dubla da

Usa interna din sticla da

Constructia interioara din otel inox

Alarama vizuala si sonora

divergenta fata de temperatura setata
Alimentarea 220 V, 50 Hz"
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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 and magnetic field
therapy devices.

NMponsBoacTeo, BbIXOAHOM KOHTPOJ1Ib U TECTUPpOBaHUE TOHOMETPOB BHYTPUI/1a3HOro AaB/ieHnsA
M annapaTtoB Ansa MarHUTHOM Tepanuu.

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):

=

Albert Ro'ossien, Regulatory Lead

First Issued: 2016-06-27 Date: 2019-02-07 Expiry Date: 2021-11-07

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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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: 2019-02-07
Issued To: Joint Stock Company "Ryazan State

Instrument-Making Enterprise"
32, Seminarskaya Str.

390000, Ryazan

Russian Federation

Subcontractor: Service(s) supplied

"Kasimov Instrument-Making Enterprise"- Manufacture
-Branch "Ryazan State Instrument-

Making Enterprise"

3, Industrialnaya Str.

391300 Kasimov

Russian Federation

Tonom GmbH EU Representative
Mergelberg 115 A

48161 Minster

Germany

..making excellence a habit”

Page 1 of 1

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Production Quality Assurance
Certificate History

Certificate No: CE 577120
Date: 2019-02-07
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
Current 8862697 Traceable to NB 0086.

..making excellence a habit”
Page 1 of 1

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



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

EBPA3ZUNCKUN YKOHOMMYECKHI COIO3
JTEKJIAPATIS O COOTBETCTBUU

3asBuTe b, AKUHOHEpHOE 001mecTBO «['ocynapcTBeHHBbIH Pssanckuit npuGopHslii 3aBoay (AO «['PI13»)

MecTo HaxoKAeHHS U afpec MecTa OCYIIeCTBIeH A AesTenbHocTH: Poccuiickas @enepauus, Pszanckas
O6aacte, 390000, r. Pasanp, yn. Cemunapckas, 1.32, OCHOBHOM rocyaapCTBEHHbIH PerucTpalHOHHbIH
Homep: 1116234013598, Tenedon: (49131)27026, agpec sJIeKTpoHHON MOYTEL: root@kaspz.ru

B Jinue aupexropa AO «PIT3» - dunuan «KacumoBckuit npubopHsiii 3asoa» Kapasaesa Baiepus
MuxaiinoBuya, JeHcTBYOLIErO Ha ocHoBaHMU [lonoxxeHus o ¢unuane v noBepeHHocTH 0T 27.12.2017 Ne 254

3asiBJsieT, 4To TepmocTaThl cyxoBo3ayuHsle TB-80, TB-80-1

H3roTOBHTENb AKUHOHEpHOe 00wmecTBO «l'ocynapcTBeHHbIH Pasanckuit npubopHelil 3aBoa» (AO «I'PII3y),
MecTo HaxokAeHMs M ajpec MecTa OCYIISCTBICHHS [AEATENIBHOCTH M0 H3rOTOBJAEHHIK TNPOAYKIMH:
Poccuiickas Qenepauus, Psasanckas Obnacts, 391300, r. Kacumos, yn. Uuaycrpuansnas, 1.3

lpomykums usrorossieHa B cooTBeTcTBHM ¢ TY 9452-029-41457390-2006

Koa TH B3J] EADC 8419899890. CepuiiHbll BBIMYCK

COOTBETCTBYeT TpeGoBaHHIM

TP TC 020/2011 "DnexrpoMarHuTHas COBMECTUMOCTb TEXHUUECKUX CpedcTB', yTrBepKaeH PelleHnem
Komuccuun TamoxenHoro corosa ot 09 nexabpst 2011 roxa Ne 879

D;EKJIE[J&HHH 0 COOTBETCTBHH NNPHHATA HA OCHOBAHHH

npotokoia ucneitauuit Ne 5614-06/03-2Y ot 06.03.2018 roza, BeianHoro MenbiratenbHoi nadopartopueii
OOwectBa ¢ orpanuyeHHON oTBeTcTBEHHOCTHIO « DHEPT'OVYETY, arrtecrar akkpeautaunn POCC
RU.31403.04MBB0.001; Ceprudukara cucreMsl MeHeIkMeHTa KauecTsa [SO (34852012 Ne MD 577118,
BbIJAHHOIO AKUMOHepHOMY o0wwecTBy «l"ocyaapcTBeHHBIH PsasaHckui npuGopHbIN 3aBOLY.

Cxema nexnapupoBaHus 1

HMonoaHuTeabHast HHG opMaHs

VYenosus XpaneHus npoaykunu B coorserctBHH ¢ [OCT 15150-69. O6ume tpeboBanus 6e30MacHOCTH
cornacio 'OCT P M3OK 60601-1-2-2014 yacts |-2.
Jlexnapannst o COOTBETCTBHH JeiiCTBIE ,__yiﬂa/é’,aa"rm perncrpauus no 13.03.2023 BrII0OYHTEIBHO

KapaBaes Banepuii Muxaiinosuy

(D.H.0. 3assuTEsA)

lflﬂﬂ
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I[aTa perncTpauiH Jek/Japauuu o coorseTcTBuH: 14.03.2018



TepmocTaT cyxoBo3ayuwHbIn TB-80-1

MpegHasHayeH Ans nonyyYeHust noaaepXKaHust BHyTpu paboyeinn kamepbl CTabunbHOM TeMnepaTtypsl,
HeobxoaMmon Ans NnpoBefeHns 6akTeprUonornyecknx, MUKPOBUONOrMYEeCKMX, BUPYCONOrMYECKMX, CaHUTapHO-
BGakTepuonormMyeckmx n BUOXMMUYECKUX NCCe[0BaHUI

Huskoe aHepronoTpebGreHune, BbICOKOIGEEKTUBHbIN KOHTPOMb Harpesa 1 6e3omnacHOCTb aKcnyaTauum

Jlerko 4UncTUTCS U He NpPeACcTaBnsieT ONacHOCTU AN KOHTaMUHALMM, T.K. BHYTPEHHSA kamepa —
Hep)xaBetoLas cTanb

MonHas M30MPOBaHHOCTb HarpeBaTenbHOro MOAYINS OT BHYTPEHHEro NpoCTpaHCTBa kKaMepbl NpeaoTepallaeT
nepecyLuBaHue npo6

3awmTa oT neperpeea
LindbpoBas nHamkaumsa TekyLen temnepartypbl B paboyer kamepe

Hanvune AononHUTENbHON CTEKNSHHON ABepun No3BoNideT BU3yalribHO HabnogaTb npouecchbl, nponcxoadawne
BHYTPW KaMepbl, HE HapyLllaa ee repMeTu4HOCTU

CoBpeMeHHbIN gu3aiH

O6bem kamepbl, N

80
KonnyecTtBo nonok, LwT.
2
KonunyecTtBo gBepen, LWT.
2
OnunHa, mm
510
WnpwuHa, mm
531
BbicoTa, Mm
738
[nvHa pabo4ern kamepbl, MM
394
WnpuHa paboyen kamepbl, MM
394
BbicoTa paboyen kamepbl, MM
490

3apaBaemble TeMnepaTypHble pexumebl, °C
t okpyxatoLlen cpeapl +5...70
HdunckpeTHOCTb 3agaBaemMon Temnepatypsl, °C

0,1
Bpems goctmkeHunsa yctaHoBmBLierocs pexkuma npu t =37°C, y
2
MouwHocTb, KBT
0,3
OnekTponutaHue, B\l'y
220\50
Bpems HenpepbiBHOWM paboTsl, Y
500

Macca, kr



TexHnveckoe 3aJaHue HA TOHOMETP BHYTPHUIJIA3HOI'O JaBJIEHHS Yepe3 BeKo
uudposoii nopraruBHblii TI'Iu-03

1. ToHOoMeTp BHYTPUIJIA3HOTO JaBJECHHUS 4Yepe3 BEKO IM(PPOBOM MOPTATUBHBIN
TI'Ju-03 mnpenHazHaueH [Js W3MEPEHUS TOHOMETPUYECKOrO IIO MakiakoBy
BHyTpuriasHoro nasienus (BI'Jl) y neteit u B3pocibix 6€3 MpUMEHEHHS aHECTE3HH.

2. JlmamazoH m3mepenus: Tonomerpuueckoro BI'J] mo MakmakoBy cocTaBisier ot 5
10 63 mm pt. cT. [Ipenen  gomyckaemMoil MOTPEINIHOCTH W3MEPEHHs  COCTaBiseT + 2
MM PT.CT. IPH U3MEPEHUSAX B IHANA30HE OT 5 A0 26 MM pT.CT. BKItounuTenpHo u £ 10%
- BbIIIE 26 MM PT.CT.

3. IlpoBepka pabOTOCTIOCOOHOCTH TOHOMETpPA TPOM3BOIUTCS Ha  3a/JaTUHKE
JABJICHUS, BXOJSIIEM B KOMIUIEKT TOHOMETpPA, MPU 3TOM Ha JAMCIUIEE OTOOpa)kaeTcs
3HAYCHHE TECTOBOU BEJIMUUHBI (26 £+ 2) MM PT.CT.

4. Tlo anexTpo6e30nacHOCTH TOHOMETP COOTBETCTBYET TPeOOBaHUAM I'OCT P
MDBK 60601-1-2010 u BBITIONHEH IO CTEMCHH 3aIIUTHI M3CIHs TUIa B ¢ BHyTpeHHUM
MCTOYHUKOM MTUTAHMUS.

5. DnekTponuTaHWe OT JABYX 3JEMEHTOB MUTaHUsA OOHMM HampspbkeHuem 3 B.
CHMXEHHE HANpsOKEHUS SBJIEKTPONHUTaHus a0 2,55 B W HWXKE MHAMIUPYETCS B BHUIE
cumBoua "U".

6. Tok motpebneHus He O6ojee 2 MA.

7. CpenHuil Cpok ciayKObl HE MEHee 5 JIeT.

8. T'abGapuTHbIe pazMepbl ToHOMeTpa (0e3 PyTispa u 3agaTynKa JaBJICHUSA) HEe Oojee
176 x 26 x 20 mm.

9. Macca ToHOMETpa ¢ d3JeMeHTaMu NuTaHus He Oomee 105 1., Ge3 27IeMEHTOB
nuTaHus He Oosee 65 1. (6e3 PyTasipa u 3agaTUNKA TABICHHUS).

10. Tonometrp obGecneunBaer 5000 I1UKIOB H3MEpeHHs ©O€3 3aMEHBI JJIEMEHTOB
MUTAHUA.

11.TapanTuitHoe CpOK IKCIUTyaTalliil TOHOMETpa 12 MecsIieB co AHS MPOJIaXKu, €CITu
HMHOE HE YKa3aHO B JOTOBOpPE (KOHTPAKTE).

KoMmiekTHOCTh TOCTaBKHU TOHOMCTpa

HanmMeHoBaHue KonuuecTBo, mrT.

ToHOMETp BHYTPHUTIA3HOTO JAABJICHUS Yepe3 BEKO U POBOH 1
nopraruBHbIil TT 11-03

Y CTpolicTBO KOHTPOJIS pa00TOCIIOCOOHOCTH / 3aJaTYUK JABJICHHMS

DOyT1isip

Onement snekrponutanus VARTA AAA 15V

PykoBoicTBO 10 3kcmnyatanuu Yacts |

PykoBoACTBO 10 3Kcmuryatanuu Yacts 2

ITamsaTka o oOpalieHuIo

el e I LI G

YmakoBka

TonomeTtp B ¢yTisape ynakoBbiBaeTcsi B cooTBeTcTBUM ¢ TpeboBanusmu ['OCT P
50444-92 u xomIieKTa KOHCTPYKTOPCKON JOKYMEHTALUU MPEIIPUATUS-U3TOTOBUTENS B
TPAHCIOPTHYIO Tapy, B KOTOPYIO BKJIAIBIBACTCS YIIAKOBOYHBIN JIUCT.
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