™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56

Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TK051
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine

Description of the product:

Name Catalog Number
ELISA test-kit for the determination of antibodies to Ascaris lumbricoides
; s 2 TKO051
«Vitrotest Anti-Ascaris»
Classification: o _ )
According to medical devices technical reguiation Is not a pal‘t of Aand B IIStS, is not a device for Self-testmg,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.

Date of issue: 31.10.2019 A5 > N

Validity of declaration till: 31.10.2024 WA %
i I. f:ll_“:’;'_)'. .. . '
, “‘, e ~  Ihor Nikolaienko, Ph.D.

Director

Edition 1 from 31.10.2019
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™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56
Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY
NeUA-TK084

Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820

Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine

Description of the product:

Name Catalog Number

ELISA test-kit for the qualitative and semiquantitative determination of

IgG antibodies to Borrelia burgdorferi «Vitrotest Borrelia - 1IgG» TKo84

ELISA test-kit for the qualitative semiquantitative determination of IgM

antibodies to Borrelia burgdorferi «Vitrotest Borrelia - IgM» Tt

Classification: 5 i ; 3
According to medical devices technical regulation Is not a part of A and B lists, is not a device for self-testing,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

OCTY EN ISO 14971:2015

OCTY EN 13641:2015

OCTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)
OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

OCTY EN 13612:2015

OCTY EN ISO 18113-1:2018 (EN 1SO 18113-1:2011, IDT; ISO 18113-1:2009, IDT)

OCTY EN ISO 18113-2:2018 (EN 1SO 18113-2:2011, IDT; ISO 18113-2:2009, IDT)

OCTY EN 980:2007

The declaration is made under sole responsibility of the manufacturer.

Date of issue: 10.04.2020
Validity of declaration till: 10.04.2025 e * TR

/ i

A 80ry /17 Ihor Nikolaienko, Ph.D.

Director

Edition 1 from 10.04.2020




™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56

Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TKO030
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine
Description of the product:
Name Catalog Number

ELISA test-kit for the determination of antibodies to Giardia lamblia

(intestinalis) «Vitrotest Anti-Lamblia» TKO030
Classification: o . )
According to medical devices technical regulation ~Is not a part of A and B lists, is not a device for self-testing,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.

Date of issue: 31.10.2019 O
Validity of declaration till: 31.10.2024 A N
i)
it e O f Ihor Nikolaienko, Ph.D.
-..;"‘":I ".-“"

Edition 1 from 31.10.2019




™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56
Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TK058
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine

Description of the product:

Name Catalog Number
ELISA test-kit for the determination of antibodies to Toxocara canis
; : TK058
«Vitrotest Anti-Toxocara»
Classification: o _ )
According to medical devices technical regufation Is not a pal‘t of Aand B IIStS, is not a device for Self-testlng,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.
Date of issue: 31.10.2019

Validity of declaration till: 31.10.2024

Ihor Nikolaienko, Ph.D.

Director

Edition 1 from 31.10.2019




CEPTU®IKAT

CEPTIPICATE * CEKTIPICAT * 2EPTIPIKAT * CEPTU®UKAT * CEPITIPICAPO

OPIAH CEPTU®IKALLT CUCTEM YMPAB/IHHA
I «YKPMETPTECTCTAHIAPT»
3ACBIYYE, LLO

CUNCTEMA YTIPABJIIHHA AKICTHO

TOBAPVCTBA 3 OBME>XXEHOR BIAMNOBIAAJIBHICTHO
«BITPOTECT BIOPEAIEHT»

KOpuaunyHa agpeca: Byn. boiuyka, 18-b, kB. 56, M. KuiB,
01103, YkpaiHa
Appeca BupobHuyrtea: By/n. KypopTHa, 11, m. Kuig, 04075, YkpaiHa

Kog EZIPTIOY 42149820

CTOCOBHO
PO3pP06/IEHHA Ta BUPOOHMLTBA TECT-CUCTEM IMYHODEPMEHTHUX

BIAMNOBIOAE B/IMOI'AM
AOCTY EN 13013485:2018
(EV 150 13485:2016, HOT; 130 13485:2016, HOT)

Ceptudpikat Ne 1IA.C.378-19 B PeecTpi OpraHny ceptudikadii
3apeecTpoBaHuii " 25 " nuctonaga 2019 poky
YMHHUI ao " 24 " nuctonaga 2022 poky

3acTyrnHUK KepiBHUKa

OpraHy ceptudoikauii B.[. Pnmep
KA1
AEPXABHE nignrPnemMcTBO <_§BCEYKI BHU/ HAYKOBO-BUPOBHUYUWN LIEHTP
CTAHOAPTU3ALII, METPONO TUPIKALIT TA 3AXUCTY MPAB CMNOXWBAUIB»

(AN «<YKPMETPTECTCTAHOAPT»)
ByN. MeTposnorivHa, 4, m. KuiB, 03143, YkpaiHa, Ten./dpakc +38 044 452-67-38
ATtecTat akpeguTauii HAAY Ne 80020

Ne 80020 UnHHICTb cepTudpikaty MoxxHa nepeBipuUT Ha caliTi MOTYy.Ceri3y3ieTs.kiey.na B po3gini
ACTY EKI180/LUC 17021-1 oo -
«Mocnyrn / CepTudikaliss cuctem ynpassiiHHSA»
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