b medical device certi

Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TS.

AO Vector-Best
Research and Production area
building 36, Office 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

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

Valid from 2018-07-13
Valid until 2020-07-03
Registration no. D1213100017
Report no. P18-00489-117996
Stuttgart 2018-07-13

(-

fication Head of Certification Body
d C (( DAKKS

Deutsche
Akkreditierungsstelie
D-ZM-16002-06-00



No. D1213100017

Attachment of the certificate

date 2018-07-13 Page 1 of 1

Location

Scope

AO Vector-Best,
Arbuzova str, 1/1,
630117 Novosibirsk, Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area,

building 36, Koltsovo,

630559 Novosibirsk region, Russian Federation

design and development, production of medical
devices for in vitro diagnostics

AQO Vector-Best,
Pasechnaya str, 3,
630117 Novosibirsk, Russian Federation

design and development, production of medical
devices for in vitro diagnostics

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

Wi Vs

Hega/of Certification Body




mdc medical device certification GmbH
y,D,OCTOBepﬂeT, YTO Ha npeanpuatTum

BEKTOP

vB/E/IC/T,

AO «Bektop-bect»
630559, HoBocubupckast obnactb, p.n. Konbuoso,
HayuyHo-npousBoacTBeHHasi 30Ha, kopnyc 36, k. 211,
Poccumckaa ®enepauums

C Npou3BOACTBEHHbIMU NoWagKaMi COrfmacHO NPUITOXXeHUKo K Cemepm(aTy
NMPUMEHNTENbHO K obnactsam

npoekTUpoBaHue U pa3paboTka, NPOM3BOACTBO U peanusauus
MeAULMHCKUX usgernui in-vitro guarHoCTUKK
(NUP, NDA, Buoxumus)

Oblna BBEAEHA U npumMeHAaeTcA
CNCTEMA YTNPABJIEHNA KAHECTBOM

npOBEﬂ,eHHaﬂ rnpoBepKa CUCTEMbI ynipaBneHUAa Ka4eCTBOM nokasana,
4YTO AaHHaga cucTtema CoOTBETCTBYET Tpe6OBaHI/IF|M cTaHfapTa:

EN ISO 13485

WNapenus meamumuHckme — CUCTEMbI MEHEXKMEHTA Ka4ecTBa —
PerynupytoLime CUCTEMHbIE TpeboBaHus

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

[ata Belgaun 2018-07-13
Cpok genctaus ao 2020-07-03
PeructpauuoHHbin Ne D1213100017
OTtyet N P18-00483-117996
LWrytrapT, l'epmanus 2018-07-13
st el st tiication Pykosoaugeny cepTntnkaLmoHHoro opraHa
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MpunoxeHnune k CepTudumkary

Ne D1213100017

ot 2018-07-13

Ctp.1us 1

MecTopacnorioxxeHue

O6nacTb geicTBUA

AO «BekTop-bect»,

yn. ApBysoga, 1/1,
630117, r. HoBocubupck,
Poccuiickas Pepepanus

NpoeKTUpoBaHue 1 paspaboTka, NPOU3BOACTBO
1 peanusauus MeaULMHCKUX U3LENuii in vitro
LUarHOCTUKU

AO «Bektop-becT»,

630559, Hoeocubunpckas obnacTtb, p.n. KonbLoBo,
HayuHo-npoussoacTeeHHas 30Ha, kopnyc 36,
Poccuiickas ®egepauus

npoekTnuposaHue n paspaborka, NPOM3BOACTBO
MeONUMHCKX n3gennia in vitro guarHocTuku

AO «BekTop-becty,

yn. [NaceyHas, 3,
630117, r. HoBocubupck,
Poccuiickast PefepaLus

NPOEKTMPOBaHIe 1 paspaboTka, NPoU3BOACTBO
MeauLIMHCKUX U3henuit in vitro guarHocTuku

medical device certification

MacC
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PykoBoAMreE

CepTUUKaLMOHHOro opraHa
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