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Kazan Medical Instruments Plant

DECLARATION OF CONFORMITY

1) Manufacturer: KAZAN MEDICAL INSTRUMENTS PLANT JSC (KMIP JSC)
Address: No.12, Salikh Saidashev str., Kazan, 420021, Republic of Tatarstan, RUSSIA

2) European authorized representative: SKIRGESA JSC
Address: ENERGETIKU STR.8, LT-52461, KAUNAS, LITHUANIA

On product labels printed as:

SKIRGESA JSC, ENERGETIKU STR.8, LT-52461, KAUNAS, LITHUANIA
FAX. +370 37458161, E-mail: info@skirgesa.lt

3) Product(s) (name, type or model/batch number, etc.):

Hard - alloy dental laboratory cutters TS 9433-103-05519988-2005E
see appendix

4) The product(s) described above is in conformity with:

DIRECTIVES

General Applicable Directive:

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 june 1993 Concerning
medical device (MDD93/42/EEC)

Document No. Edition / Date of issue
BS EN 62366 2008-04-30
ENISO 14971:2012 2012-08-30
EN 1639:2009 : 2010-07-07
EN 1041:2008 2009-02 19
EN ISO 17664:2004 2005-09-30
EN ISO 17665-1:2006 2006-11-15

5) Additional information (conformity procedure, Registration nr., etc.):
Conformity assessment procedure for CE marking: Medical Device Directive, Annex VI

KAZAN, RUSSIA , 2017-05-19
(Place & date o_f issue (yyyy-mm-dd))

KAUNAS, LITHUANIA,2017-05-19 WAL |
(Place & date of issue (yyyy-mm-da)) SKIRMANTAS AKELIS, DIRECTOR of SKIRGESA JSC /. /

o
(name, function andssignature of authorized representalive) -

~

Digitally signed by Jighili Tatiana
Date: 2020.05.14 15:51:04 EEST
Reason: MoldSign Signature
Location: Moldova
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Kazan Medical Instruments Plant |

Appendix

Date: 2017-05-19

List of devices.

Type/ model/ref Biak absce Frutel First date of CE-

Device name ;
number marking

Hard - alloy dental | see page 3-6 Class | / Rule1 2006-07-17
laboratory cutters

1 . gy . . § . t -
See risk classification in Medical Device Directive, annex 1X
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CEPTU®PUKAT Ne.
CERTIFICATE N. 9124 . KMIP

HACTOALLM NOATBEPXOAEM, YUTO CUCTEMA MEHEDKMEHTA KAYECTBA, JEVMCTBYIOLLARA B
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

_AKLIMOHEPHOE OBLUECTBO
«KA3AHCKUI MEOUKO-UHCTPYMEHTANbHbIA 3ABO[)»

POCCUNCKARA ®EQEPALINA, PECMYBINKA TATAPCTAH, 420021,
. KASBAHb, YI1. CANUXA CAUOALLEBA, [. 12

KAZAN MEDICAL INSTRUMENTS PLANT
JOINT STOCK COMPANY

12, SALIKH SAIDASHEV STR., KAZAN, 420021,
THE REPUBLIC OF TATARSTAN, RUSSIAN FEDERATION

COOTBETCTBYET TpeboBaHuUaM cTaHaapTa
IS IN COMPLIANCE WITH THE STANDARD

EN ISO 13485:2012

NS CNEAYIOWEN OBNACTU AEATENLHOCTI
FOR THE FOLLOWING ACTIVITIES

PaspaboTka 1 Npor3BOACTBO BPALLALLMXCH CTOMATOMNOMYECKUX UHCTPYMEHTOB;
3HAOKaHAMbHbIX CTOMaTOMNOMMYECKUX UHCTPYMEHTOB; MUKPOXPYPrYeCcKnX
WHCTPYMEHTOB; CTOMaTONOMMYECKNX HaKOHEYHUKOB U MUKPOMOTOPOB
Design and manufacture of dental rotating tools, dental endodontic instruments,
microsurgical instruments, dental handpieces and micromotors

lNansHedlwwe pa3bACHEHWA OTHOCUTENBHO NPUMEHUMoCTY TpeBosanuin EN 1SO 13485:2012 moryT BbiTh Nony4eHsl OT opraHusaLumu
Further clarifications regarding the applicability of EN 1SO 13485:2012 requirements may be obtained by consulting the organization

UCIONb30BAHWE W1 CPOK AEACTBMS CEPTU®UKATA JOIMKHbE! YOOBETBOPATH
TPEEOBAHWAM MPABWI IO CEPTU®UKALIMWN CUCTEM MEHEXKMEHTA
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS
OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

AATA: EPBUYHAS CEPTUOUKALINS [IATA BbITTYCKA CPOK AEACTBUS
DATE: FIRST CERTIFICATION CURRENT ISSUE EXPIRY DATE
2017-01-19 2017-01-19 2020-01-18

OpraHuaauvs o6s3aHa NpoiTy NpoLecc cepTudMiaLmn B COOTBETCTENM C (TpebosaHuamMu)
1ISO 13485:2016 go 28.02.2019; 8 NPOTUEHOM CNy4ae CPoK AefcTBUA AaHHOro cepTiudukara uctekaet
The Organization shall obtain the certification according to 1ISO 13485:2016
within 2019/02/28; otherwise the validity of this certificate will expire

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO
Management Systems Division - Flavio Omago

Only the English text is authentic

FEDERAZIONE

CISQ
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