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EC DECLARATION OF CONFORMITY

ZAO “Vector-Best” hereby ensures under own responsibility and declares that the products
listed on pages 2-4 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:

Conformity assessment procedure:

Manufacturer:

European authorized representative:

Digitally signed by Ceaicovschi Tudor
Date: 2021.03.31 16:38:55 EEST
Reason: MoldSign Signature
Location: Moldova

Date: 2013/04/12

Other devices (all devices except Annex Il and
self-testing devices)

Annex Il (not including section 6).

ZAO “Vector-Best”

Address: AHC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383) 363 20 60,

Fax: +7 (383) 363 35 55

Bioron GmbH,
Rheinhorststr. 18, D-67071
Ludwigshafen, Germany.

tel.: +49 (0) 621 5720 915,
fax: +49 (0) 621 5720 916

Murat Khusainov
General Director ZAO «Vector-Best»
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No. Product name Identification data REF
1. |Vectohep A-IgM EIF&!JEA kit for determination of IgM to hepatitis A D-0352
p ELISA kit for quantitatve and qualitative
2 [eacabepAg determination of IgG to hepatitis A virus C-on2
3. |Vectohep TTV-IgG ELISA kit for determination of IgG to TT virus D-0802
4. |Vectohep E-lgG EI!I:-LEA kit for determination of IgG to hepatitis E D-1056
5. |Vectohep E-IgM Elll'_ngA kit for determination of IgM to hepatitis E D-1058
6. |Vectohep G-IgG Elr_tIJES;A kit for determination of IgG to hepatitis G D-1252
. ELISA kit for determination of IgG to infectious
7. |LymeBestigG borreliosis agents 1452
’ ELISA kit for determination of IgM to infectious |
8. |LymeBastight borreliosis agents Dot
9. |RecombiBest antipallidum-IgG Eéllliiﬁr:it for determination of 19G to Treponema D-1852
10 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1856
" | total antibodies Treponema pallidum :
11 RecombiBest antipallidum- ELISA kit for determination of IgM to Treponema D-1858
L | IgM pallidum i
12 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1857
" | total antibodies Treponema pallidum )
13. | VectoHSV-1.2 - IgG Elr_ﬁl?yglé ;‘011' gﬁge;mlnatmn of IgG to herpes simplex D-2152
. - ELISA kit for determination of IgM to herpes simplex
14. | VectoHSV - IgM virus types 1 and 2 D-2154
15. | VectoHHV-8 - 1gG \I’EHI-_LIETY :a; f80r determination of 1gG to human herpes D-2160
16. | VectoHHV-6 - IgG Elr_;??yl;g gr determination of IgG to human herpes D-2166
17 Ureaplasma urealyticum — ELISA kit for determination of IgG to Ureaplasma D-2254
" |1gG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — ELISA kit for determination of IgA to Ureaplasma D-2258
" | IgA-EIA-BEST urealyticum antigens
19. | VectoParotitis-IgG ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-IgM ELISA kit for determination of IgM to parotitis virus D-2604
21. | Toxocara-lgG-EIA-BEST Ellq_tliggnsklt for determination of IgG to toxocara D-2752
29 Opisthorchiasis — IgG-EIA- ELISA kit for determination of IgG to opisthorchiasis D-2952
" |BEST antigens
23. | Echinococcus-IgG-EIA-BEST | ELISA kit for determination of IgG to Echinococcus | D-3356
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antigens
24. | Ascarid-lgG-EIA-BEST Elrtﬁfi‘co‘i(ge Sft:)r determination of IgG to Ascaris| o 4,0
25. | Lamblia-antibodies-EIA-BEST E;:T?Qiakg:ggod;gm‘”a“°” of 19G, IgM and lgAte| passs
26. | Lamblia-lgM-EIA-BEST E#:iigdizg for determination of IgM to Lamblia D-3554
27. | Lamblia-antigen-EIA-BEST ELISA kit for determination of Lamblia antigen D-3556
8 Helicobacter pylori-CagA- ELISA kit for determination of total antibodies to D-3752
" | antigen-EIA-BEST CagA Helicobacter pylori i
ELISA kit for determination of concentration of
26. | TSR-EIA-BEST thyroid-stimulating hormone X-3852
30. | T3 total-EIA-BEST tErili_cﬁgt#:rfo%ri :eetermlnatlon of concentration of total X.3954
31 | T4 total-EIA-BEST 511;:22‘:2 for determination of concentration of total X-3956
; ELISA kit for determination of antibody
3R AntTECERBEST concentration to thyroperoxidase Keouan
ELISA kit for determination of concentration of
33 | RAPR-A-EIA-BEST pregnancy-associated plasma protein A D-4160
34 Mycoplasma hominis-lgG- ELISA kit for determination of 1gG to Mycoplasma D-4352
" | EIA-BEST hominis )
35 Mycoplasma hominis-IgA-EIA- | ELISA kit for determination of IgA to Mycoplasma D-4358
" | BEST hominis 2
36 Mycoplasma pneumoniae- ELISA kit for determination of IgG to Mycoplasma D-4362
" | 1gG-EIA-BEST pneumoniae
37 Mycoplasma pneumoniae- ELISA kit for determination of IgM to Mycoplasma D-4366
" | IgM-EIA-BEST pneumoniae
o : ELISA kit for determination of IgG to Crimean-
38. | Vectocrimean — CHF - 19G Congo hemorrhagic fever virus B-3tBe
. ELISA kit for determination of IgM to Crimean-
39. | Vectocrimean — CHF — IgM Congo hemorrhagic fever virus D-5054
ELISA kit for determination of concentration of
40. | CEA-EIA-BEST carcinoembryonic antigen T-8454
41. | AFP-EIA-BEST i:;ﬁ:-Fgltta Ifg:mgie;ermmatlon of concentration of T.8456
42. | CA-125-EIA-BEST Erl;clggair(ilte rfg:\ j;t;rmmatnon of concentration of T.8466
43 |CA 19-9-EIA-BEST '%EA kit for determination of concentration of CA| - g,-9
44. | CA 15-3-EIA-BEST Erl;clzsoﬁair(llte rfonA Elig’fgrmmatlon of concentration of T-8472
45. | NSE-EIA-BEST ELISA kit for determination of concentration of T-8476

neuron specific enolase
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ELISA kit for determination of concentration of

46. |Ferritin-EIA-BEST feritin T-8552
47. | IgE total-EIA-BEST :EQLEISA kit for determination of concentration of total A-8660
48. | 1gG total-EIA-BEST EIéSA kit for determination of concentration of total A-8662
49. | IgM total-EIA-BEST :EQIRLSA kit for determination of concentration of total A-8664
50. | IgA total-EIA-BEST FgLAISA kit for determination of concentration of total A-8666
ELISA kit for determination of concentration of
51. | Gamma-Interferon-EIA-BEST gamma-interferon A-8752
: ELISA kit for determination of concentration of
52. | Interleukine-4-EIA-BEST Interetiking-4 A-8754
ELISA kit for determination of concentration of
53. | Alpha-TNF-EIA-BEST alpha-tumor necrosis factor A-B730
ELISA kit for determination of concentration of
54. | Alpha-Interferon-EIA-BEST alpha-interferon A-8758
55 | Interleukine-6-EIA-BEST ELISA k_it for determination of concentration of A-8768
Interleukine-6
56. | Interleukine-2-EIA-BEST ELISA lgit for determination of concentration of A-8772
Interleukine-2
57 | Procalcitonin-EIA-BEST ELISA _kit_for determination of concentration of A-9004
procalcitonin
ELISA kit for determination of concentration of N-
58. | NTproBNP-EIA-BEST terminal prohormone of brain natriuretic peptide A0
59. | Troponin I-EIA-BEST ELISA kit for determination of concentration of A-9106

troponin |




Certificate

mdc medical device certification GmbH
certifies that

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)

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 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

medical device certification I Head 4ﬂon Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 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 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

Peitd

Head,é Certification Body
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