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mdc medical device certification GmbH
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VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 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)
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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 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

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

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

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
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BEKTOP

vB/E/C/T):

AO "Bekmop-Eecm"
630117, 2 Hosocubupck, a/sa 492
men.: (383) 227-73-60, 332-36-34

OrPH 1025404347550 men./chakc: 332-67-49, 332-67-52
WIHH 5433104584 / KIMM 543301001 e-mail: vbmarket@vector-best.ru
p/c 40702810244020101090 internet: http://www.vector-best.ru
8 Cubupckom baHke MAO Cbepbark,

BUK 045004641

Kopp. cy. 30101810500000000641
Kod no OKB34: 21.20.2
Kod no OKT1O: 23548172

om AL 73 K0/7 Ne A5

Ha Ne om

[To mecTy TpeboBanus

B oTseT Ha Baw 3anpoc coo0iaem:

Ha naboper peareHTOB [Jsl onpejaeneHns OMOXHUMHUECKHX IToKa3aTenel, UMMYHO(pepMEHTHOH
u TP muarHoctuxu npouspoactBa AO «Bexrtop-becr», mo meiicTByromemy 3aKOHOAATEILCTBY
Poccuiickoit ®enepanuu, He NpeanonaracTcs BblJada cepTH(QHKATOB COOTBETCTBHS, TaK KaK OHH
soinyckatoTes He o ['OCT, a B cooTBeTcTBHH ¢ TeXHUYECKUMH YCIOBHSIMH.

PerucrpaiiioHHble YI0OCTOBEPEHHS HAa IOCTABIEHHYIO IIPOAYKIHIO TPUIIAraioTCs.

qgacmm mupextop AO «Bekrop-bect» ///v/?; // IO.M. I'yces
- 7
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VECTOR AO Vector-Best Rev. 01

EEEE/‘ EC Declaration of conformity Page 1 of 3

EIA-1-17

EC DECLARATION OF CONFORMITY

AO Vector-Best hereby ensures under own responsibility and declares that the products listed
on pages 2-3 are in conformity with applicable provisions and fulfill the essential requirements
of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic medical devices.

Classification of products:
Other devices (all devices except Annex Il and self-testing devices)

Harmonized standards applied:

EN ISO 18113-1:2011; EN ISO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definitions and general requirements. In vitro
diagnostic reagents for professional use); EN ISO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN ISO 13485:2012+AC:2012 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical devices); EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents); EN ISO 14971:2012 (Medical
devices. Application of risk management to medical devices).

Conformity assessment procedure:
Annex Il (not including section 6).

Manufacturer:
AO Vector-Best

Address: 630559, Koltsovo, Novosibirsk Region, Research and Production area, building 36, office
211, Russian Federation, tel. +7 (383) 336-73-486, tel./fax +7 (383) 332-67-49

European authorized representative:

Bioron GmbH
Address: Rheinhorststr. 18, D-67071 Ludwigshafen, Germany, tel.: +49 (0) 621 5720 915, fax: +49 (0)
621 5720 916

Murat Khusainov
General Director AO Vector-Best

Date: 2017/10/16

Valid until: 2022/07/03
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No. Product name Identification data REF

1. | Vectohep A-lgG Enzyme immunoassay kit for the qualitative and

quantitative determination of 19G to hepatitis A virus D-0362

Enzyme immunoassay kit for the quantitative and

2. |VectoMeasles-IgG qualitative determination of IgG to measles virus in| D-1356
blood serum (plasma)
Enzyme immunoassay kit for the detection of IgM to
3. | VectoM . g 1
e measles virus in blood serum (plasma) Eiiicen
4. |Rotavirus-antigen-EIA-BEST Enzyme immunoassay kit for the detection of D-1652
human rotavirus antigen
T Enzyme immunoassay kit for the detection of
5. | Adenovirus-antigen-EIA-BEST human adenovirus antigen D-1654
Enzyme immunoassay kit for the detection of IgG to
6. |VectoEBV-NA-IgG nuclear antigen of Epstein-Barr virus in blood serum| D-2170
(plasma)
Enzyme immunoassay kit for the detection of IgG to
7. |VectoEBV-EA-IgG early antigens of Epstein-Barr virus in blood serum| D-2172
(plasma)
Enzyme immunoassay kit for the detection of IgM to
8. |VectoEBV-VCA-IgM viral capsid antigen of Epstein-Barr virus in blood| D-2176
serum (plasma)
9. |VectoMumps-lgG Enzyme immunoassay kit for the detection of IgG to D-2602
mumps virus in blood serum (plasma)
10. | VectoMumps-igM Enzyme immunoassay kit for the detection of IgM to D-2604
mumps virus in blood serum (plasma)
Enzyme immunoassay kit for the detection of 1gG to ’
11. | Toxocara-lgG-EIA-BEST Toxocara antigens in blood serum (plasma) i
I Enzyme immunoassay kit for the detection of IgG to )
12. | Trichinella-IgG-EIA-BEST Trichinella antigens in blood serum (plasma) B
13 Yersinia-lgG-EIA-BEST Enzyme immunoassay kit for the detection of IgG to D-3202
' causative agents of yersiniosis
14 Yersinia-IgA-EIA-BEST Enzyme immunoassay kit for the detection of IgA to D-3204
' causative agents of yersiniosis
15 Yersinia-lgM-EIA-BEST Enzyme immunoassay kit for the detection of IgM to D-3206

causative agents of yersiniosis

Enzyme immunoassay kit for the detection of IgG to
16. | Echinococcus-IgG-EIA-BEST | Echinococcus granulosus antigens in blood serum| D-3356

(plasma)
Enzyme immunoassay kit for the detection of 19G to

17. | Ascaris-IgG-EIA-BEST Ascaris lumbricoides antigens in blood serum| D-3452
(plasma)

Enzyme immunoassay kit for the quantitative
determination of IgA to tissue transglutaminase in| D-3758
blood serum (plasma)

IgA-Transglutaminase-EIA-

18: BEST

Enzyme immunoassay kit for the quantitative
determination of 1gG to tissue transglutaminase in| D-3760
blood serum (plasma)

19 IgG-Transglutaminase-EIA-
" |BEST

Enzyme immunoassay kit for the determination of

. o= D-3762
pepsinogen 1 concentration in blood serum

20. | Pepsinogen 1-EIA-BEST

Enzyme immunoassay kit for the determination of

pepsinogen 2 concentration in blood serum D-3764

21. | Pepsinogen 2-EIA-BEST
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Enzyme immunoassay kit for the detection of IgG to

2. | VestaHaniarlgs Hantavirus in blood serum (plasma) D-4902
J Enzyme immunoassay kit for the detection of IgM to
23. | VectoHanta-lght Hantavirus in blood serum (plasma) D-4504
- Enzyme immunoassay kit for the detection of IgM to g
% | ViastaNiEHght West Nile Virus in blood serum (plasma) B-5180
- Enzyme immunoassay kit for the detection of IgG to ’
28 | MerehliE-ga West Nile Virus in blood serum (plasma) -0'58
Enzyme immunoassay kit for the determination of
26. | VectoNile-lgG-avidity avidity index of IgG to West Nile Virus in blood| D-5154

serum (plasma)
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