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EC DECLARATION OF CONFORMITY
|
|
ZAD "Vector-Best” herehy ensures under own responsibility and declares that the products
listed on pages 2-4 are in cihinformity with applicablg provisions and fulfill the essential
requirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitre diagnostic
medical devices.

Classification of products: Other device:as {al! devices excent Annex |l and
self-testing clllewces)

Canformity assessment procadurs Annex il (nc;h‘( inciuding section 8).
!
|
Manufacturer: ZAC "Veciol-Best”
Address: AFC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383} 363 20 60,
Fax: +7 (383) 363 35 55

Eurapean authorized repregahtative Bioror Grib,
Rheinnorsisy. 18, D707
Ludwigshatan, Germany
tel : +49 (0) 821 5720 915,
fax: +49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
General Director ZAO «Vector-Best»

Digitally signed by Ceaicovschi Tudor
Date: 2022.02.04 15:04:59 EET
Reason: MoldSign Signature
Location: Moldova
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MNa. Product name ldentification data REF ‘
) le ki stormination of IgM ko hepatitis A| |
| |Vectohep A-lgh ;HEA kit for deﬂtc!‘rmlna lo] g patitis 007352 :
; : ) |ELISA kil -——Fc—:r—.maaéﬁtatatlve anil qualitative J _-!
|2 |Vectahep A-IgG determination of igG to hepatitis A virus | D-0362
E I\/ectohep TTV- UQ ELISA Lut for determination of 19G to TT virus B-C80z2
| 8 gy
4. |Vectohep E-lgG \EIFLIEA kit for ciatmmmahon of 1gG to hepatitls £ D 056
5. |Vectohep S-lg alFLIzEA kit for detérmination of gy 1o hepat\tis E D-1058
5. |Vectohep G-lgG \f;/:lhll:t\ k|t ol dt,ténmmcahon of 1gG ic hepautls G D-1252
. :__ [ELISA kit for determination of gG io infe&ibus o
75 ||LymeBestlgG | borreliosis agents ! Balee
T B = ‘ e e T A
ELISA kit for delerminalion of IgM lo infectious ,
. IL - e i
_8 ymeBest-Igt Iborreliosis dc;cnts ' J Rl o5
9 |RecombiRast antipaf!idum-lqc |ELISA kit for deteummatlon of 1gG to T|eponema D-1852
| pra!lldum
;RecombBost antlpdllsdum- EF.-I. i kIt for n.l_ntr:':rrr!ine:liu:nn -::-F total Euﬁmdies to
. 10 total antibodies Treponama galllcdum b |
iﬂ RecombiBest antipatliidum- ElLISA kit for det@rrnlnatron of UM to Treponema D-1853
C g pd”ldllm
12 'Recomb Best antipallicun |l"l A kit for detdmination of total antibodies to D-1857
" total antibodies Tn,ponoma paflichuin | =
~ | _ _ - El [&=ay kit For doatarm III.-_'I[lrII of |I|L1 Ley |'| |'|_|...Ll L‘||rnr_]|r1y i )
13, E\/ectoHS\/ 1,2 - 1gG R Typeb and 2, -2 IEI.{_i
| 14 VECtOHSV R IQM f ;.II".I|” |I‘l"|”|I I(| r.\J: I::.' 'J‘I:llll'h_ll.lf.l'l af |-! M s |'|"||?F'5 ..=|I1"IP|E‘{ 0-2154 !
| . I | i
15, VectoHH\/-B e B :||| o l\ l-lul | 3 datarmgation of (oo w; human herpes D180
iy = r
s 5 kLt B |
o el =] !
16. | VectoHHV-6 - G SA kit for detenrination of [gG o human herpos D-2156
| VIFLLG lyp(. 6
iﬂ? | Ureaplasma urealylicum IL_I..I'..-'-. kil For deta ]|||]lJl|U|] of IL'IJ lo Lireaplasma D.995:
| 7 gG-EIA-BEST | trealyticum : nligens e
18 Ureaplasrna urealyticum + ELISA kit for dete iminatian of 1ga o Ilreapl%rna Ooo%8
|7 |IgA-EIA-REST LII|:I<J|u' FNTa} 'nll{;u:n ~423
19, | VectoParotitis-1gG ELISA kit for n----lmmrn&hon of qu o pczmtstls Viruis D-2602 |
20. | VecteParctitis-lgM ELISA kit for deterniination of IgM to parulms virus D-2604
21. | Toxocara-lgG-EIA-BES T |_'I_||:_-'._f-._.|-.|| for determination of 1gG Lo toxocara 0.0750
IRe LSTRE
- Opisthorehiasis — IgG-Ela. ELISA kit for detesdination of a6 to op|sthorchiasm
2% lpEsT | antigans D-2952
23. ,'L:.t:t1ll1DCE'CL1L.r5-|i_;JE3-Flr‘-'*---_lillg'-ilz'.'i l—lI S kh r<:| e I:“mnmlmn of Iq("u to: | 1:I|.;.Dr:UCLL|...

D-3356
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Tantigens

TELSA kit for

VETTOR
| VBE]S/T
‘24. Ascarid-lgG-EIA-BEST
| 25. | Lamblia-antibodies-EIA-BEST
|26 | Lamb ia-lgM-EIA-BEST
|27, |Lamblia-antigen-EIA-BEST
28 Helicobacter roviorl- C«u
|77 | antigen-EIA-BEST
28. | TSH-EIA-BEST
[ 30, | T3 totak EIA-BEST
31. | T4 total-ElA-BEST
32, AnG-TPO-EIA-BEST
33. | PAPP-A-EIA-BEST

34 ,Mycoplasma homiiis- In:(,-

EIA-BEST
35 Myco JlaSIﬂd hominis- lluf\ 1A
BEST
26 Mycoplasma pneumon|ae-
lgG-EIA-BEST
37 Mycoplasma pneumonldc,-
" IgM-EIA-BEST
38, |Vectocrimean - CHE - gG
39, | Vectocrimear -- CHI g

CEA-EIA-BEST

AFB-EIA-BEST

CA-125-EIA-BEST

CA 19-G-E|A-BEST
CA 15-3-E|A-BEST

NGE-EIA-BEST

determination of

s to Ascaris

D-3452
lumbncmdo j -
k2. I‘-}f\ l<|1 for dt, prmmahon of 1gG, | M and IgA to 0-3550
lLamblia antibodids
Wﬁ@\ kit for dﬁeterminat‘:on of lght tc Lamblia -
antihodies i D-3554
IﬂLISA iut fon C|EtE‘HTIII“IaT]Oﬂ of Lambm an‘tlgen D- 3556
1 LI“‘ klt for dqtormrnaton of totai antlbomes to
(Jag.i\ Heficobacter py{on D-3752
ELISA mt for dctermmatlon of concentratlon of %3059
thyroid-stimulating hormone e
ELISA kit for determination of c:once niration of total ) |
trnodwthyrou 1ine X-3854

ELISA kil for d@tummatwon of conceanlratlon of total
thyroxine ! A-3956
ELISA kit fof determination of antibody
concentration te l}myroperomda X-3968
ELISA kit for determmatlon of concentration of D-4150
pregnancy- asdoc|d ted plasma | protem A J
EL IE-:A kit ior flofmmnmnon of lgG o Mycoplasma' "
hominis | D-4852
ELISA klt for dc,icrmmdt]on of lgA to Mycoplasmﬂ
hominis ; _ it
ELISf\ k|t 1or deymm nation of IgG o Mycoplasma
pnaumomae ! (adiebe
TELISA kit for clefumma tion of lgl‘u’i to Mycoplasmd o
pneumomm | i adSte
LISA kit for determination of EgGmto Crimean- )
(“onr'o Immon hﬁqm fever virus (Basfioe
ELISA kit for dotermmat;on of lgM to Crimearn- |
| Congo hemarrhadic fever virus | (Baoog
ELISA kit for cie,termlnrltlon of concentratlon Of| T.8454
r*arcmoemhi vonm antlgen | )
lr_l_lSA Klt for ciote,rn"nrldi»on of L,oncenteanon of )
A\phfa Fetal Protein b ISdse
|ELIS,-\ kit for determination of concentration ofi -
loncomarker CA- 1125 | T-8486
||"LIS/\ Iut for demrmmatlon of conc entrfmon of CA T-8470_
ELISA k|t for dotermination of_ccmcentration of |
cmromarka-l CA 15-3 | T-8472
ELISA kit for determination of concentration of | T-8475

| neuren spocmt enolase




EEGTEN s :.'.I'-..I‘i.'.i'l'iH:" Hest e _H_m*.‘ i — |
fﬁfﬁgﬁﬁ,{:{h i I __|-: ' I'}.;fT;-r';Hifln of conforminy | .P”H‘—"'* af4 _‘
. = ' | LLISA kit for determinalion of concentration of ]
46 | Ferrlin-EIA-BEST P4 o 78552 |
2 | ELISA kit for determination of concentration of total i |
47.| ok lotal-El4-BEST IgE ) A 8660_
: = o . LI SA kit for gzlerminzlion of concentration of tatal
48.| 189G tetal-FIA-BEST | Iqli"an ; A-BBE2
' iL = W i'ii-..-l_E“. A Kit a-élefﬁ:i-inllc-l*. of concantralion of tatal ]
49.| 1M total-EIA-BEST it dtddiagel il A-8664
T TELSA K iatermination of concentration of total =]
50.| igh total-EIA-BEST | |?;LAIM kit for ootummla g A-8668
= . - 1l Uy ‘EL.ISI\. kil for determination of conceniration of )
51, Lamma-lnterferon-EiA-BE ST yamma-interieron i A-8752
e ELISA kit for determination of concentration of
52.. Interleuking-4-E|p:RiEST | interieuking-4 : o | _ A-8754 i
s amer | | ELISA K for determinetion of cANCENralion of
~TNF-ElA-BES -
SS' Aipha-TNF-EIA-BES r-. _L_| alpha-lumaor necrosis factor == S Ao8756
54.| Alpha-Interfaron-EIA-BEST !;I..'En !ul .u:f.r .rle’.r:rn'nnr_-mon ol goheentratinn of A-8758
alphe-inlerfaron
55. | Interleukine-6-E4-grEsT ELISA Hu_.t_‘u determinglien of concentration of A-8768
Interleuking-6
== | . _.I-»?._.". & r'.:r-'l"."—: '_r'fr—':_'— B
58 Interleukine-2-E |A-Hi S | f_l_.l.‘?lr"-. ®il fu.ILJcL.mnilfl.|I..':-l ab-conzantration of A-8772
et ~— | |melleukines2 L
ELISA ki for determinalion of concaniraing ]
57.| Procalcitonin-E1A-BEST ._!_lm"'. fr.li far determination of corcentralion of A-S004
Procaleitani
_I_i“*“_"ﬁ"w_ i o tHalsrmie T, enltafion of N- |
66. | NTproBNP-EIA-BES T ____Iuﬂ ml— I.fcrl i :,|-.I I'I'_II'I:.IIII‘..'JTI II:If CDI'II:,DI.[I-.EIJ[ID"! _pl’ N A-5102
ol el prohormone: of brain natriuretic peptide
. ) ) ELISA kit for detarminat soncentration | N
59.| Troponin I-EIA-BEST ‘ '|-||1}1|"|?|1'||.l}'.|lllr lor determination of soncent itian of A-9108
| 61, HBSAG-EIABEST kil2 | | ELISA kil for the delection of HRs-antigen, D-0543 |
5. HBsAQ-EIA-BEST kil 3 ELISAKIt for the detagtion of | lE3s-antigan D-0544_
S N, L LLISA kil for the HE!C"L‘[EIWDf_IlJld-'EI'I.[_I-la-DEi.E_ - N
8] - @ .
03] VectoHBoAg-antibadies | against hepatilis B cotesantigen o
HepaBest anti-HREc-1aG [ IE.".\:a_vn"-r:_w:ﬂ_lumﬁss;ﬂy kit for the detection of IgG i
4 = _ i}
6__ = | arainst hepatilis B corgeanligen e D-0574
s | B s Py LCizyme immunoassay kit for the delection of nG i
2y FAonA 6 || o s e
Best anti-HCV (sel 2) Enzyme infmunoassay kit for the detection of igQ
i i ang \aM against hepatitis C virus, | D772
67, Vectohep D-laia I'---z_ﬁ_,fmn ..-1*|r.u|1o:-_|_55.:u,- Kit for e delsclion of lghd D-0952 ]
R T |...-"'“.'.@”Eﬂ‘?i}*““5 Lopusl S
68.| Chlamydia tr 19G-EIA o ELISA kit for determination of 196 lo Chiamidia ]
4T D EABEST I vachomatis o s e
- . . 5T || EHISA Kit for determinatibh of Igh to Ghiamidia v
89.| Chlamydia tr, IgM-E(A-F =% . ; -
_ ydia tr_gM_I/iEEE{ f_ir,scl'romatls__ S N D-1968
70.| Chiamydia i gA-EIA-BEST | :}'L..irrla-:?ﬁllrifm getermination of IgA'to Chiamidia D-1968
I | AWEGhamatls
_—_"_'___\_‘_\——-——_._ = —'-—_--——_‘--—-.-—r*---‘—ﬁ—_- —— —~—\_—____
714 CMV-gG-EIA-BEST o [NJI:[_IE:/-\ kit for tha qualitat ve a0 auantitative D-1555
Al ey Utorminalion of 190 against Cylomegalovirug ]
72,| VectoCMV-igh ELISA kit for he detaction of gV against e
==

Clomegatovius D-1552




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 4ﬁon 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

Peifd

Heaw Certification Body




		2022-02-04T15:04:59+0200
	Moldova
	MoldSign Signature




