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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

Digitally signed by Ceaicovschi Tudor
Date: 2021.07.19 09:51:06 EEST
Reason: MoldSign Signature
Location: Moldova

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”
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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.
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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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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:
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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

OEAEPAABHAS CAYKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHMA
(POC3APABHAA3OP)

PETHCTPALIMOHHOE YAOCTOBEPEHHE
' HA MEAWLIMHCROE U3AEJIUE
oT 15 mast 2015 roaa Ne ®CP 2011/12179

Ha MCIUITMHCKOE U3EJINE

ToHoMeTp BHYTpHIIa3HOTO AaBJIeHHS Yepe3 BeKo MUPPOBOii NMOPTATUBHBII
TI' Tu-03 mo TY 9441-003-94382367-2010

Hacrosiiee perucTpanioHHOe yI0CTOBEPEHHE BELIAHO
AxuuonepHoe o6mectTso "T'ocynapcrBennslii Psizanckuii npuOopHbIii 3aB07"
(AO "T'PII3"), Poccus, 390000, r. Psizans, y.1. Cemunapckas, 1. 32

IIponsBogurens

AkunonepHoe oomectso "TocyaaperBennblii Pazanckuii npu0opHkIii 3aBox"
(AO "T'PII3"), Poccusi, 390000, r. Ps3ann, yi. Cemunapckas, 1. 32

MecTo Ipon3BOACTBA MEAUIMHCKOTO H3AESIHS
390000, r. Psizans, ya. Cemunapckas, a. 32

Howmep perucrparmonnoro gocee Ne P1-6964/12593 ot 24.04.2015

Buna memununackoro uznenus 172450

Krnace norennumansHoro prcka npuMeHeHNs MeIUIMHCKOTO H3IEHs 22

Koxn O6mepoccutickoro knaccudukaropa NpoayKIHe IS MEIUIMHCKOTO w3nemus 94 4130

npukazoM PocsznpaBransopa ot 15 ma
AOMYIIEHO K OOPALIEHUIO Ha TEPPUTOP:

Bpuo pyxoBonutens ®enepaibHo

0 HaI30py B chepe :mpaBooxpaHeﬂ R e M.A. Mypamxo
, 0011089
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THE INTEANATIONAL CERTFICATION NETWORK
www.ignet-certification.com

IQNet, the assaciation of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compased of more than 30 bodies and counts

C E PT M ¢ I KAT Ng over 150 subsidiaries all over the giobe.
DM/21/228/S
CERTIFICATE No.

[ns oTprumaHHs iHdopmaLlii
npo AicHicTL cepTudikara,

LIMM 3ACBIOYYETLCA, WO CUCTEMA MEHEIXMEHTY AKOCTI Bu MoxeTe BiasinaTM canT
IT IS HEREBY CERTIFIED THAT THE QUALITY MANAGEMENT SYSTEM OF www:nha-org
For information concerning

validity ofthe certificate, you

isitthe site
ZAVET COMPANY SUBSIDIARY e rine.org
PIVNICHNO-SYRETSKA ST, 3, KYIV, UKRAINE, 04136

B HACTYMHUX BUPOBHUYUX OINbHUUAX /IN THE FOLLOWING OPERATIONAL UNITS:

PIVNICHNO-SYRETSKA ST, 3, KYIV, UKRAINE, 04136

BIAMNOBIOAE CTAHOAPTY /1S IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2016

NS HACTYMHOI C®EPW [IANBHOCTI / FOR THE FOLLOWING FIELD(S) OF ACTIVITIES:

MNPOEKTYBAHHA, BUPOBHULITBO, MPOJAX TA OBCIYTOBYBAHHA MEAUYHUX NDKOK, MEANYHUX
KYLWETOK, MEAWYHUX KPICEN TA TABNULb ANA NEPEBIPKU 30PY

DESIGN, MANUFACTURING, SALES AND SERVICE OF MEDICAL STRETCHERS, MEDICAL BEDS, MEDICAL
CHAIRS AND EYE CHARTS

[LiAcHicTb faHoro cepTudikaTy 3anexuTb Bia WOPIHHNX/NIBPIMHWUX ayANTIB Ta NOBHOT NEpPeBIpKA CUCTE MU MEHEAXKMEHTY KOXHI TPU poku
The validity of this certificate is dependent onan Vsi thly audit and on a complete review, every three years, of the management system

[ins oTpumaHHs AeTanbHOI iHopMaLlil LWOAO BUKNIOYEHHS BUMOT CTaHAapTy Heo6XiaHO 3BepHYTHCA 40 HacTaHoBM 3 sKOCTi
Reference is to be made to the Quality Manual for details regarding the ptions from the requi ts of the standard

BukopucranHs Ta TepmiH Al uboro cepmdikaTta 3anexars Bia sianosigHocTi aokymeHTy RINA: Mpasuna cepTudikauii cucTeM ynpasniHH s AKCTIO B
HacTynHomy cekropi MeanuHi Bupobn
The use and validity of this certificate are subject to compliance with the RINA document: Rules for the Certification of Quality Management Systems in the
Medical Devices Sector

Cucrema MeHe A MeHTY cepTudikoBaHa 3:

Organization with Management System certified since:
0 germ Y 11/07/2017

Alessandro Romei

Mepwe BuaaHHsA Certific: A Region
First Issue 26/02/2021 i

YuHHuA o [ara nepernsgy

Expiry Date 25/12/2022 Revision date 26/02/2021

S
RINA Services S.p.A.
Via Corsica 12 - 16128 Genova ltaly

FEDERAZIONE

ACCREDIA
LENTE ITALANO DI ACCREDITAMENTO ~

cisQ

www.cisq.com

SGQ N° 002 A

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

CISQ - ITaniiiceka ®epepauis OpraHis
CepTudikauii Cuctem YnpaeniHHsa

CISQis the Italian Federation of management
system Cettification Bodies

Formn CERSISGE 0V208



OEKNAPALA MPO B1AMNOB1AHICTb
Ne 04-19 Buy 19.04.2019p.

Jody|pHe nwnpunemcteBo «kKOMIMAHL1A 3AMOB1T»
(noeHa Ha3Ba BMpO6GHMKa abo 10ro ynoBHOBaX<eHO1 0cobK, abo nocTavanbHuKa,
YKpaTHa, 04136, m. Kws, Byn. LLIBWYHO-CupeubkKa, 3,
kog CAPIMOY-31868655

MbCLie 3HAXOA.XKEHHS, AN BTUYM3HAHOTO - Ko CAPIOY)

Bocod| avpekTopa MoTupaino Onbru AHaTONMBHY

(nocaga, npossuLle, W' Ta no 6aTbKoB\)

LIATBEP/KYE, WO Mebnl megmyLl cnewansLu,
srigHo logaTKy (BCbOro 45 HaliMeHyBaHb)
(noeHa HasBa MpoAyKLUMW, Twn, Mapka, MoAenb)
BMPOGHMLTBA JoulpHe nwnpuemcTBo «kKOMIMAHI1A 3ATMOB1T»,

kog COPIMOY - 31868655
YKpaYHa, 04136, M. Knys, Byn. lNiBHIYHO-CupeLbKa, 3

(Ha3Ba, agpeca BUPOGHMKA, M!cue BUPOBHNLTBA, AN BiTUU3HAHOTO - Kog CAPMOY)

BUTOTOBNSAETHCS CEPLIHO3a TY ¥ 33.1-31868655-002:2005 «Meb611 MeaANyH!
cnewanbw», 3ngHo AogaTky

(Ha3Ba Ta NO3HAUEHHs [4OKymMeHTaum)

Knacuep|kay s | knac pnsuMky 3rugHo n.9 Jopatky 2 TexwyHoOro
pernameHTy w040 MeguyHux Bupoble (MoctaHoBa KMY
Ne 753 BLY 2 »x0BTHA 2013p.)

( knac pu3unky meguyHoro(ux) BupobyOB), LOKYMEHT Ta ioro posgbl)

BLLMOBLYae BAMOTam TexXHIUHOro pernaMeHTy LoA0 MeAUYHUX BUPOGEB
(MoctaHoBa KMY Ne 753 Buy, 2 >koBTHA 2013p., 4ogaTtok 8
- [MopAfoK 34LWLCHEHHA BHYTPlWHLOr0O KOHTPO/IHO
BUPOOHMLTBA MeANYHUX BUPOOIB)

(TexH1unmit/1/pernameH T /u/ Ha NPOAYKLLI0)

(No3HAYEHHS HOPMATMBHbIX JOKYMEHT 1B /3a HasBHOCTY)

[eknapalo CKnafeHo Mil, LU KOBUTY BLLMOBLLAMbLICTL BUPOOHMKA.

JunpekTop
AN «KOMIMAH14a 3AMOBI I'» O.A, MoTupaiino.
(nocaga) (Twann Ta nplssuLe)
19,04.2019 p.

(naTa)



JopaTok
[0 geknapayn npo sBignoB!aHICTbL Ne04-19 Buy 19.04.2019p.
«Mebnl Mmegnyll criew,anbIn»

Tabnuua
° Ne s HasBsa Bupoby
n/m KaTtanorom
1 2 3
1. 01 KyweTtka npoueaypHa Krl
2. 02 KylweTKka npouefypHa 3 peryntoemMnum waronosHukom KPT1
3. 03 KyweTtka macaxxHa KM
4. 04 KyweTka npouegypHa 3 Tymooto KPUT
5. 05 Kyuwertka - naBa KC
6. 06 KyweTka nHekononyHa KKI
1. 07 Kywetka ana gl3totepaneBTMYHOro Kabwety Keri
8. 08 KylweTtka npouefypHa autada KA
9. 09 Ctln macaXHUin ogHoceKULWHMA CM-1
10. 10 CTw mMacaXHuin TpboxcekywHnin CM-3
11. n Ctln neneHanbHui CIJl
12. 12 Ctln nepes’sasyBanbHui Cl-1
13. 13 B13ok gna nepesBe3eHHs xBopux TI1b
14. 14 B130k gna nepeBe3eHHA XBOPUX 13 PErynroemoto sucotoro Tr1bP
15. 15 B130k gnsi nepeBe3eHHA XBOPMX 13 3MOMHUMK Hocunkamn TBC-100
16. 16 B130K 13 31OMHMMKN HOocunkamn TBC-150
17. 17 B13ok aHatom1uHnin TATI
18. 18 B13ok gnsa TpaHcnopTyBaHHA T TTIT
19. 19 ' B13ok gna npubupanns TYTI
20. 20 B13ok anda nepeBe3eHHs s1xc1s TKCK
21. 21 B130k gns nepeseseHHsA 6pyaHOT Ta umctoT 61am3Hn TI'b
22. 22 B130K BHYTplwHbOKOpNycHUn TBK
23. 23 B13ok gna kablHetls (MPT) TMPT
24, 24 NTDXKO (hyHKLWAHe aByXxceKuliiHe K®-2M
25. 25 JTLXKO pyHKLWMHe TpboXceKlwitHe K®-3M
26. 26 JTIXKO (hyHKLMHE YOTMPbOXCEKLLWHe KP-4M
217. 27 NTKKo thyHKU1iMHe ans alteit Ao n’atu potos Ko
28. 28 Nxko pyHkulinHe guTtave KOO tnuny «Antoa»
29. 29 N1xko meanyHe KOM
30. 30 nuxkko ana nopoginnt KA-2
31. 31 N1Xko gna ncuxivyHo xsopux KrIib



32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.

3aKlWyeHHsa Tabnumy!

2 3
32 Kptono copbuwHe BP
33 Kptono cop6uylHe BP-1C
34 Kptono - kKatanka anga nepese3eHHs xBopux KBK
35 Kptono oTtopuHonapuHrononyHe KO-1
36 Kptono bapaw KB-1
37 LTatnue ansa TpuBanux snmeaHb THAB
38 LLiTaTuB ans TpuBannx BnmBaHb nepecysHuit TrAB-I
39 LLiTaTuB gnsa TpuBanux BNnBaHb «EBpo» LLUAB-E
40 LLITaTMB gns TpMBanux BAMBaHb yLwiBepcanbHuid TTTOB-Y
41 LLiTaTuB ans TpuBanux BnmBaHb cknagHunin LLIAB-C
42 MpacTaBka w g 1as3 MT-1
43 MuwcTaska wp T1a3 MT-2
44 MocTtaBka nw, 61kc Mb
45 MNuwcrtaska wpa tepmoctart NIl
[unpekTop
AN «KOMMAH14 3AMOB1T» O.A. MoTtwupaiino.

M..

(nocana) (Twanu Ta nprasuLe)



[lIupma manatuas LI1-2 npumMensieTcs aiis BbijenaeHus padbouux 30H 10 1,5M,
MIPU 3TOM €€ KOHCTPYKIIHS TIO3BOJISIET YCTAHABIUBATH CEKITUH O] JTFOOBIM yTIIOM
JIpyT K Apyry. JIBe cekmuu mupMbl COSTMHEHBI MEXTY COO0N METAITUYeCKUMU
METISIMU M YCTAaHOBJICHBI HA TJIACTUKOBBIE KOJIeca.

["abapuTHbIC pasmepsl [ITT-2: 1480*520*1810 MM.




[IInpma nanatHas I1-3 gBnaseTcs onTUMAIBHBIM PELICHUEM IS
BBIICJICHUS pA0OUYUX B CPETHUX M OONBIINX MEIUITUHCKUX U KOCMETOJIOTHUECKUX
kabunerax. [[Tupma IIII1-3 cocTouT U3 Tpex CEKINNA, COCTMHEHHBIX MEXTY CO00
METAJTMYECKUMU TETISIMU M YCTAHOBJICHHBIMU Ha TJIACTUKOBBIE KOJIeca.
KoHCTpyKITHs ITUpMBI TTO3BOJISIET YCTAHABIUBATE CEKIIUU IO JIFOOBIM YTJIOM IPYT

K JIpYTY.

["abaputHbie pazmepsr HII1-3: 2220*520*1810 mwm.
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