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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ S >

G

HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
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NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.
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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: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

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

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ 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+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2018-11-28

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2018-04-14
Expiry Date: 2021-04-13

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+69326&ReIssueDate=28%2f11%2f2018&Template=uk

CERTIFICATE

This is to certify that the quality management system of:

Medica Corporation

Main Site: 5 Oak Park Drive

Bedford, Massachusetts 01730 United States

has been assessed by Intertek as conforming to the requirements of:

1ISO 13485:2016

The quality management system is applicable to:

The Design, Development, Manufacture, Service, Distribution of in-vitro
diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic
reagents, in-vitro diagnostic analyzers/software used in the diagnosis and
management of cancer, immune status, disease status, autoimmune
status, cardiac markers, protein metabolism, endocrine disorders, blood
analytes, urinalysis, blood gases.

intertek

Total Quality. Assured.

Certificate Number:
0082581-01

Initial Certification Date:
2009-04-17

Certificate Issue Date:
2019-01-01

Certificate Expiry Date:
2021-04-16

SCC Accredited
CB-MS

©

OCSM
Accrédité CCN

il

President

Intertek Testing Services NA Ltd.,

1829, 32nd avenue, Lachine, QC, H8T 3J1,

Canada

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon

request.



DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA




Lloyd’s
Reqister

Certificate of Approval

This is to certify that the Management System of:

ELITechGroup B.V.

Van Rensselaerweg 4, 6956 AV Spankeren, Netherlands

has been approved by LRQA to the following standards:
ISO 13485:2016

D :JD.,M‘/\

David Derrick - Area Operations Manager UK & Ireland
Issued By: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the
locations applicable to this approval are listed.

Current Issue Date: 22 June 2018 Original Approvals:

Expiry Date: 21 June 2021 ISO 13485 21 November 2016
Certificate Identity Number: 10093739

Certificate Approval Number: LRQ 00000428
Product Approval Number: ISO 13485 — 0016037
The scope of this approval is applicable to:

Design, development, manufacture and distribution of clinical chemistry analyzers and erythrocyte
sedimentation rate analyzers and tubes for the in vitro diagnostic investigation of samples of human origin..

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register'. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 2



Lloyd’s
Register

Certificate Schedule

Certificate Identity Number: 10093739

Location Activities
Van Rensselaerweg 4, 6956 AV Spankeren, ISO 13485:2016
Netherlands Design, development, manufacture and

distribution of clinical chemistry analyzers and
erythrocyte sedimentation rate analyzers and
tubes for the in vitro diagnostic investigation of
samples of human origin.

Kanaaldijk 90, 6956 AX Spankeren, Netherlands ISO 13485:2016

Warehousing of parts, finished instruments and
erythrocyte sedimentation rate tubes.

o

v

UKAS

MANAGEMENT
SYSTEMS

001

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as
‘Lloyd’s Register'. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.

Issued By: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 2 of 2



ining

Instrument Tra

ELITechGroup

VITAL

Vital Scientific BV hereby declares that the participant has
attended a four days seminar for service engineers and the
participant is now a certified engineer for the declared
instruments.

Participant: Mr. A. Legun
Company: Global Biomarketing Group-Moldova SRL
Moldova
Instrument: Vitalab: XL Series
E Series
Junior Series
Dry ISE
Micro Series
ProXS

Date of training: April 20th — April 23rd, 2010

System jgpgort Mapager: System Support Engineer:

. Fobs
Fr :

/7 Jan Oostendorp




Ceptudgukar

mdc medical device certification GmbH
YOOCTOBEPSAET, YTO Ha NpeAnpUAaTUiA

BEKTOP

vB/E/IC/TA

AO «BekTtop-bBect»
630559, HoBocubupckasa obnactb, p.n. KonsuoBo,
Hay4yHo-npousBoacTBeHHas 30Ha, kopnyc 36, k. 211,
Poccuinckasa Pepepauus

C NPOU3BOACTBEHHbIMU NIOLWAAKaMM1 COrNacHo npunoxexuto k Ceptudukary

npuMeHuTenbHO K obnactam

NpoeKkTUpPoOBaHKe U pa3paboTka, NPOM3BOACTBO U peanu3auusa
MeOuLMHCKUX U3nenui in-vitro ouarHocTuku
(NUP, UDA, Guoxumms)

Obina BBegeHa W MpUMeHsieTcs

CUNCTEMA YTTPABJIEHUA KAHECTBOM

I'Ipose.u.eHHaﬂ npoBepKa CUCTEMbI yrnpaeneHna Ka4eCcTBOM nokasana,
YTO JaHHasA cucTtema COOTBETCTBYET Tp66OBaHMRM CTaHgapTa:

EN ISO 13485

Wapennsa meguumHckne — CUCTEMbI MEHEOXMEHTA KavecTea —
Perynupytowme cuctemHele TpeboBaHuns

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

[aTta ebigaun 2020-07-04
Cpok peicteus go 2023-07-03
PernctpaunoHHbIi Ne D1213100019
OTyeT Ne P20-00568-173687
Lrytrapt, Nepmanus 2020-06-02

{ C

medical device certification PyKOBO,DM enb CepTM(bVIKELlMOHHOFO opraHa

[T

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



Mpunoxenune k Ceptudukary

Ne D1213100019 o1 2020-06-02 Ctp. 1131
MecTopacnonoxeHue O6nacTb gencTBUsA
AQ «BekTop-bec», npoeKTUpoBaHue 1 paspaboTka, NPOoM3BOLCTBO
yn. ApBysoea, 1/1, 630117, r. HoBocubupck, W peanusauns MeauuUHCKUX U3aenuii in vitro

Poccuiickas ®enepauus ANarHoCTuku

AO «BekTop-BecTy,
630559, Hoeocubupckas obnacTek, p.n. Konbuoso, | MPOEKTUPOBAHWE W pa§pa69n<a, Npou3BOLCTBO
Hay4Ho-npoussocTBEHHAs 30Ha, KOpnyc 36, MEAULIMHCKUX U3AEeNWiA in vitro AnarHoCTUKN

Poccuiickan ®epepauus

AO «Bekrop-becT»,
yn. Mace4vnas, 3, 630117, r. HoBocuBUpck,
Poccuiickas Pegepaums

npoekTupoBaHue 1 paspaboTka, NPOU3BOACTBO
MEAVNLIMHCKIX N3Aenuii in vitro JuarHoCTUKKM

A

dical devi ficati
mediesl devics pRNGALEN PYKOBOAUTE D& CepTUMbNKALIMOHHOTO OpraHa

Mac

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

N
BN




DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HBs Ab

CODE: SAB.CE (96 tests)

CLASSIFICATION ANNEX I - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0390 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MAY 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANO) — ITALY

PRODUCT HBs Ag one Version ULTRA

CODES: SAGLIULTRA.CE (192 tests)
SAGI1ULTRA.CE.96 (96 tests)
SAGI1ULTRA.CE.480 (480 tests)
SAGI1ULTRA.CE.960 (960 tests)
SAGLULTRA.CE.DB (192 tests)

CLASSIFICATION ANNEX Il — LIST A

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section 1V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — DECEMBER 2008

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2018
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.r.I.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 « http://www.diapro.it « E-mail: info@diapro.it
Capitale sociale €50.000,00 I.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959


http://www.diapro.it/

ISO 9001 -NF EN ISO 13485

Zone Industrielle — 61500 SEES — France
Tél. : +33 (0)233 8121 00/Fax:+33(0)233287751

TO WHOM TO BE CONCERNED

We, Seppim S.A.S., manufacturers of Elitech Clinical Systems reagents, having
our factory at Zone Industrielle, 61500 Sées - France, confirm that our clinical reagents have
been validated on Vital Scientific equipment. As such available Elitech Clinical Systems
reagent applications for Vital Scientific instruments are CE-IVD compliant.

Reagents, other than Elitech Clinical Systems reagents, are not validated on Vital Scientific
equipments, and we also can't know the impact of other reagents on Vital Scientifc
equipments.

May 22™, 2012

Noi, subsemnatii Seppim S.A.S., compania producatoare a regentilor Elitech
Clinical Systems, avand fabrica de producere in Zone Industrielle, 61500, Franta, confirmam,
ca reagentii au fost testati si validati pe echipamentele Vital Scientific. Pentru acesti reagenti
existand si protocoale specializate pentru analizatoarele produse de Vital Scientific. Atat
reagentii cat si echipamentele sunt certificate CE-IVD.

Alti reagenti inafara de Elitech Clinical Systems, nu au fost testati si validati la echipamentele
Vital Scientific si noi nu cunoastem compatibilitatea si impactul lor asupra analizatoarelor Vital
Scientific.

22 mai 2012
/ v‘ (
(/’JQ&}_L,C&)“\

Signed on behalf of the manufacturer
Valérie GOURDON

Regulatory Affairs Manager
COMPANY SEPPIM S.A.S

SEPPIM S.A.S

4 rue Auguste Mattin
Zone Industrielle
61500 SEES — FRANCE
Tél. 433 (0)2 3381 2100 - Fax +33 (0)2 332877 51
SIRELT : 318 365 228 00036

Société par actions simplifiée au Capital de 1 219 592.14 €
SIRET 318 365 228 00036 APE 2059Z
RC ALENCON 318 365 228
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EasyLyte EasyBloodGas EasyStat

Training Certificate

This is to certify that

(/ P
LIVDE. PLACy o ey 2/
Of 4//',-{2}’_/’ By f%",azf-': /
I 5 B ‘ e ) .j' o .
has completed training for the operation and service of the

EasyLyte, EasyBloodGas, and EasyStat analyzers.

MEDICA

~\

K“‘_};- Npsd0

7

Signed: Randall Rollins
Technical Service Manager
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: CHCTEMA CEPTHCI)HKAH;EH '
(I)E,I{EPAJ]]:HOE ATEHTCTBO 11O TEXHH‘IECKOMY PEFYJII'IPOBAHIHO nu
' METPOJIOT U
MPAJIOKEHUE Nel
x cepradukary coorserctus Ne ST.RU.0001.M 0013380

: ; I peareHT
n HabopoB peareHToB IA KJIMHHYECKOH GHQXHMHH a TaKJKe KanHGpaTopOB A KOHTPOJIbHBI




CHCTEMA CEPTH(I}EICAI.[HH
(DEI[EPAJTBHOE AIEHTCTBO IO TEXHUHYECKOMY PEI"Y.]]IIPOBAHI’IIO H
METPOJIOI' U

CHCTEMA JIOBPOBOJIHOM CEPTH(I)IIECAI[I/H/I
«CMK CTAHJAPT»
Per. Ne POC C RU.31060.043K3KT1O0

- Opran no cepradpuKAnuA:
PET" Ne SMK STANDART.RU.0005
OB11eCTBO C OrpaHHUEHHOM OTBETCTBEHHOCTBIO ;
«MEXTYHAPOJTHBIN LIEHTP CEPTUDUK AL
Agnpec: 190020, r. Ca}mr—l'lerepﬁypn”}laﬁ O6goanoro xanana, 1. 138, xopryc 1, oduc 421
: Ten +7/(812) 438-76-71 standart@iso-smk.ru
I‘lO,EUlHHHOC’I‘]; cepmcbnxa'ra npoxsepame B peecTpe Ha caiite http [Twww.iso-smk.ru

." /
7

CEPTU®UKAT COOTBETCTBI/I}I
Ne ST.RU.0001.M0013380

BBIJIAH

ObmecTBy ¢ orpansYennoi OTBeTcTBe'unchmo «Arat-Meg»
Anpec: 105173, r. Mocksa, yi. ['naenas, 1.6, ks.12
WMHH 7719187311 OI'PH 1037739078970

Jara Bpinaun: 26.01.2018 r. Cpok nmeficteug no: 26.01.2021 r.

Hacrosmuuii ceprudukaT yaocroBepser:

Hizoenust meduyunckue, Cucmems MEHEONCMEHMA KAYecmaa.,
Cucmemnvie mpebosanus. Ona yeneti pecyruposaHus. RPUMEHUMENbHO K pabomam
coznacno npunosicenuio Nelk nacmosugemy cepmuguxamy
(NpuIOXKEHNUe SBNIAETCA HEOTHEMOMO YacThIo ceprudukaTa)

COOTBETCTBYET TPEBOBAHH}I ML DCT ISO 13485 2011 (EN ISO 13485: 2003)

: i
390235?1 07y, S

~ \,.x‘x\ i UMK Ciz

T, praHa

Kouuen B B
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