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CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado nCertificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
Direccion/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: Idem

Para el producto/For the product:

Categoria/Category: Productos sanitarios para diagnoéstico **in vitro®/ In vitro diagnostic medical devices
Grupo genérico/
Generic group:

Tipo/Type: Especificados en el Anexo de este Certificado/Specified in Annex to this Certificate

Diagnostico de enfermedades infecciosas / Diagnostic of infectious diseases

Elaborado en/In the facilities:

Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy).

Fecha inicial/ Initial date: 11/12/2003

Fecha de prdrroga anterior/ Previous extension date: 26/11/2018

Este certificado debe ir acompariado por certificado de examen de disefio: SI / This certificate must be accompanied
by design examination certificate: YES

Este certificado es consecuencia de la auditoria del sistema completo de garantia de calidad y del examen de la
documentacion técnica contenida en el expediente n°® 2003 05 0240, y garantiza que los productos descritos cumplen
los requisitos de la Directiva./ This certificate is issued on the full quality assurance system audit, and the examination
of the technical documentation contained in dossier n°® 2003 05 0240, and guarantees that the described products
fulfils the requirements of the Directive.

MaQrid, 19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panolg
.' ' ' med'came"tos de
Productos y

Sanitarjog

Digitally signed by Ceaicovschi Tudor
Date: 2023.12.29 10:08:04 EET
Reason: MoldSign Signature
Location: Moldova

Fdo. M2 JesUs Lamas Diaz
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ANEXO N°9/ANNEX NO: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
Direccion/Address:  Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy)
Representante autorizado ante la UE/Authorized EU representative: ldem

Tipo de producto/ Devices type: Reactivos y productos reactivos, calibradores y materiales de
control para el diagnostico de enfermedades infecciosas humanas./ Reagents, and reagent products,
calibrators and control materials for diagnostic of human infectious diseases.

Clasificacion/ Classification: Lista A del Anexo 11/ List A of Annex Il

1. Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and
quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISA) [NANDO: I'VD 0201; I'VD 0202; 1D 0203]

1.1. HBs Ab

- SAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0390 ED

1.2. HBc Ab

- BCAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0391 ED

1.3. HBc IgM

- BCM.CE (96 tests) Descrito en el certificado/ Described in the

certificate 2004 03 0424 ED

1.4. HBe Ag & Ab

- HBE.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2004 03 0425 ED
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ANEXO N°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.5. HBs Ag Confirmation

- SCONF.CE (20 tests) Descrito en el certificado/ Described in the
- SCONF.CE.40 (40 tests) certificate 2006 11 0511 ED

1.6. HBs Ag one Version ULTRA

- SAG1ULTRA.CE (192 tests) Descrito en el certificado/ Described in the
- SAGIULTRA.CE.96 (96 tests) certificate 2008 12 0588 ED

- SAGLULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGIULTRA.CE.DB (192 tests)

1.7. HCV Ab
- CVAB.CE (192 tests) Descrito en el certificado/ Described in the
- CVAB.CE.96 (96 tests) certificate 2003 12 0392 ED

- CVAB.CE.480 (480 tests)
- CVAB.CE.960 (960 tests)
- CVAB.CE.DB (192 tests)

1.8. HCV Ab Confirmation

- CCONF.CE (12 tests) Descrito en el certificado/ Described in the
certificate 2005 09 0485 ED

1.9. HCV IgM
- CVM.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2007 09 0532 ED
Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: NDASRWLD3A
P ol A G T T
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 3 de 7 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 91 822.57.87 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89




ANEXO N°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.10. HCV Ab (Format 20)

- CVAB.CE.EG (192 tests) Descrito en el certificado/ Described in the
- CVAB.CE.EG.96 (96 tests) certificate 2015 10 0842 ED

- CVAB.CE.EG.480 (480 tests)

- CVAB.CE.EG.960 (960 tests)

1.11. HDV Ab

- DAB.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0393 ED

1.12. HDV Ag

- DAG.CE (96 tests) Descrito en el certificado/ Described in the
certificate 2003 12 0394 ED

1.13. HDV IgM

- DIM.CE (96 tests) Descrito en el certificado/ Described in the

certificate 2003 12 0395 ED

1.14. HTLV I & Il Ab Version ULTRA

- HTLVABULTRA.CE (192 tests) Descrito en el certificado/ Described in the
- HTLVABULTRA.CE.96 (96 tests) certificate 2011 11 0775 ED

- HTLVABULTRA.CE.480 (480 tests)

- HTLVABULTRA.CE.960 (960 tests)

- HTLVABULTRA.CE.DB (192 tests)
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ANEXO N°/ANNEX NO: |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

1.15. HIV Ab & Ag

- IVCOMB.CE (192 tests) Descrito en el certificado/ Described in the
- IVCOMB.CE.96 (96 tests) certificate 2008 02 0539 ED

- IVCOMB.CE.480 (480 tests)

- IVCOMB.CE.960 (960 tests)

- IVCOMB.CE.DB (192 tests)

2. Reactivos y productos reactivos para la determinacién, confirmacién y cuantificacion de
marcadores de infeccion en muestras humanas mediante técnicas de PCR en tiempo real/
Reagents and reactive products for the determination, confirmation and quantification of infection
markers in human samples by Real-Time PCR [NANDO: 1VD 0203]

2.1 HBV DNA Quantitation (QT)

- HBVDNAQT.CE (50 tests) Descrito en el certificado/ Described in the
- HBVDNAQT.CE.25 (25 tests) certificate 2012 09 0790 ED

- HBVDNAQT.CE.100 (100 tests)

- HBVDNAQT.CE.150 (150 tests)

2.2 HDV RNA Quantitation (QT)

- DRNA.CE (50 tests) Descrito en el certificado/ Described in the
- DRNA.CE.25 (25 tests) certificate 2009 11 0660 ED
- DRNA.CE.100 (100 tests)

- DRNA.CE.150 (150 tests)
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ANEXO N°9/ANNEX NO: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

2.3 HDV ONESTEP Quantitation (QT)

- HDVONEQT.CE (50 tests) Descrito en el certificado/ Described in the
- HDVONEQT.CE.25 (25 tests) certificate 2022 04 0973 ED
- HDVONEQT.CE.100 (100 tests)

3 Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion de
marcadores de infecciobn en muestras humanas mediante ensayos de quimioluminiscencia
(CLIA)/ Reagents and reactive products for the determination, confirmation and quantification of
infection markers in human samples by Chemiluminescence Immunoassay (CLIA) [NANDO: VD
0201; 1'VD 0202; 1D 0203]

3.1 DIA.CHEMILUX HCV Ab

- RACVAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2015 01 0834 ED

3.2 DIA.CHEMILUX HBs Ag

- RASAG.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2015 10 0841 ED

3.3DIA.CHEMILUX HIV Ab & Ag

- RAIVCOMB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2016 02 0844 ED
3.4 DIA.CHEMILUX HBc Ab

- RABCAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2017 07 0863 ED
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ANEXO N°9/ANNEX NO: |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/CE
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in accordance with Annex IV (except Section 4) of Directive 98/79/EC

Certificado n°Certificate no Fecha de validez/Date of validity ON n°NB no
2003120388 CT Desde/From  20-05-2022 Hasta/To 26-05-2025 0318

3.5DIACHEMILUX HTLV I & Il Ab

- RAHTLVAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2018 11 0878 ED

3.6 DIA.CHEMILUX HDV Ab

- RADAB.CE (100 tests) Descrito en el certificado/ Described in the
certificate 2020 07 0932 ED

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madrid, 19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

. Panola
.' ' ' med'ca"‘entos de
productos . y

Fdo. M2 JesuUs Lamas Diaz
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ELISA

A complete solution for diagnostic laboratory
testing and blood screening >




BLOOD SCREENING

The sole manufacturer of a COMPLETE ELISA panel
for Blood Bank screening requirements

HEPATITIS B VIRUS

HBs Ag one version ULTRA

Fourth generation Enzyme Immunoassay for the
determination of Hepatitis B surface Antigen or
HBs Ag (REC included)

SAG1ULTRA.CE.96
HBc Ab
Determination of total antibodies

to Hepatitis B core Antigen
BCAB.CE

HEPATITIS C VIRUS

HCV Ab

Version 4.0 Immunoassay

fot the determination of total antibodies
CVAB.CE.96

HTLV

HTLV I&ll Ab Version ULTRA

Third generation Enzyme immunoassay
for the determination of antibodies to
Human T-Cell Lymphotropic Virus type &Il
HTLVABULTRA.CE.96

Also available ...

DENGUE VIRUS

Dengue virus NS1 Ag

Determination od Denqgue Virus NS1 Antigen
DENS1AG.CE

Kit formats: 96, 192, 480, 960 tests

HIV

(HIV Ab&Ag)

Fourth generation Enzyme Immunoassay
for the determination of antibodies to
HIV type 1&2&0 and P24 HIV-1 Antigen
IVCOMB.CE.96

MALARIA

Malaria Ab

Third generation Enzyme Immunoassay for the
determination of total antibodies of Plasmodium
species (falciparum, ovale and vivax)
MALAB.CE.96

TRYPANOSOMA CRUZI (Chagas)

T.cruzi Ab

Third generation Immunoassay

for the determination of total antibodies
TCAB.CE.96

TREPOMEA PALLIDUM (Syphilis)

Syphilis Ab

‘Double sandwich” (ULTRA) immunoassay for
the determination of total antibodies.
Available in one short step protocol

(syphilis Ab One Version ULTRA)
SIAB1ULTRA.CE.96

Or in two steps protocol optimized for
automation SIABULTRA.CE.96

HEPATITIS E VIRUS

HEV Ab Version ULTRA

“Double sandwich” (ULTRA) immunoassay
for the determination of total antibodies.
EVABULTRA.CE.96



~ ) COVID-19

Reliable testing for SARS-CoV-2

COVID-19 IGM

determination of IgM antibodies to COVID-19
COV19M.CE COV19M.CE.192

COVID-19 IGA
Determination of IgA antibodies to COVID-19
COV19A.CE - COV19A.CE.192

COVID-19 IGG

MDetermination of IgG antibodies to COVID-19
COV19G.CE COVI9G.CE.192

COVID-19 IGG CONFIRMATION

Confirmation of samples positive for IgG
antibodies to COVID-19 in first screening. The
test can be used in addition to identify the
specificity of antibodies to the major
immunodominant COVID-19 antigens
COV19CONF.CE

COVID-19 SPIKE 1 2 IGG
Determination of IgG antibodies

to COVID-19 Spike antigens
COV19GSPIKE.CE COV19GSPIKE.CE.192

COVID-19 IGG/IGM
CONFIRMATION AND TYPING

Confirmation of samples positive for 1gG and
IlgM antibodies to COVID-19 in first screening.
The test can be used in addition to identify
(a) the specificity (“typing”) of antibodies

to the major immunodominant

COVID-19 antigens and

(b) identify those samples with a titer of
“potentially” neutralizing IgG to Spike antigens
such to select the donor as a candidate for
immunotherapy, as well

COV19TY.CE

Calibrated on the first WHO
International Standard (1S)

for anti-SARS-CoV-2
immunoglobulin (NIBSC 20/136)




SEROLOGY

A wide panel of CE certified Serology kits

HELICOBACTER PYLORI
HP IgG

Quantitative/qualitative determination
of 1gG antibodies HPG.CE

HP IgM
Quantitative/qualitative determination
of IgM antibodies HPM.CE

HP IgA
Quantitative/qualitative determination
of IgA antibodies HPA.CE

CagAIgA

Quantitative/qualitative determination of IgA antibodies
to Helicobacter Pylori cytotoxi associated gene A
antigen CAGA.CE

CagA IgG

Quantitative/qualitative determination of IgG antibodies
to Helicobacter Pylori cytotoxin associated gene A
antigen CAGG.CE

HP Ag
Quantitative/qualitative determination of Helicobacter
Pylori antigen in human stools (respective extraction kit
available) HPAG.CE.96

CHLAMYDIA

Chlamydia Pneumoniae IgA
Qualitative determination of IgA antibodies
CPA.CE

Chlamydia Pneumoniae IgG
Qualitative determination of IgG antibodies
CPG.CE

Chlamydia Pneumoniae IgM
Qualitative determination of IgM antibodies
CPM.CE

Chlamydia Trachomatis IgA
Qualitative determination of IgA antibodies
CTA.CE

Chlamydia Trachomatis IgG
Qualitative determination of IgG antibodies
CTG.CE

Chlamydia Trachomatis IgM
Qualitative determination of IgM antibodies
CTM.CE

COXSACKIE B VIRUS
CoxB IgG

Determination of IgG antibodies
COXBG.CE

CoxB IgM

Determination of IgM antibodies
COXBM.CE

EPSTEIN BARR VIRUS
EBV VCA IgA

Quantitative/qualitative determination of IgA
antibodies to Epstein Barr Virus Capsidic Antigen
VCAA.CE

VCA IgG
Quantitative/qualitative determination of IgG
antibodies to Epstein Barr Virus Capsidic Antigen
VCAG.CE

VCA IgM
“Capture” system quantitative/qualitative
determination of IgM antibodies to Epstein Barr
Capsidic antigen

VCAM.CE

EBNA IgG

Quantitative/qualitative determination of 1gG
antibodies to Epstein Barr Virus Nuclear Antigen
EBNG.CE

EBNA IgM
Qualitative determination of IgM antibodies
to Epstein Barr Virus Nuclear Antigen
EBNM.CE

Ea IgG

Quantitative/qualitative determination of 1gG
antibodies to Epstein Barr Virus Early Antigen
EAG.CE

Ea IgM

Qualitative determination of IgM antibodies
to Epstein Barr Virus Early Antigen

EAM.CE

EBV Avidity Test (NOT CE)

Determination of “Avidity” of I1gG antibodies
VCAA.CE

MENINGITIS
Meningitis 1gG

Determination of IgG antibodies
MENG.CE

MEASLES VIRUS
Measles Virus IgG

Semi-quantitative determination of IgG antibodies
MEAG.CE

Measles Virus IgM

Qualitative determination of IgM antibodies
MEAM.CE

TETANUS TOXOID
TETOX IgG

Quantitative determination of IgG antibodies
TETG.CE



HEPATITIS

i A UNIQUE panel of CE certified kits for the
diagnosis of Viral Hepatitis in human serum and plasma

HEPATITIS A

HAV Ab
Determination of total antibodies
AVAB.CE

HAV IgM
“‘Capture” Enzyme Immonuassay for the

determination of IgM class antibodies
AVM.CE

HEPATITIS B

HBc Ab

Determination of total antibodies
to Hepatitis B core Antigen
BCAB.CE

HBc IgM

“‘Capture” Enzyme immunoassay for the
quantitative/qualitative determination
of 1gM class antibody to Hepatitis B
Virus core Antigen

BCM.CE

HBs Ab

Qualitative/quantitative determination
of total antibodies to Hepatitis B
surface Antigen

SAB.CE

HBs Ag one version ULTRA

Fourth generation Enzyme Immunoassy
for the determination of Hepatitis B
surface Antigen

SAG1ULTRA.CE.96

HBs Ag Confirmation

Set of Reagents for the confirmation
of HBs Ag positivity

SCONF.CE

HBe Ag&Ab

Determination of Hepatitis B Virus “e”
Antigen and Antibody

HBE.CE

HEPATITIS C

HCV Ab

Version 4.0 Enzyme Immunoassay

for the determination of total antibody
CVAB.CE.96

HCV IgM

Quantitative/qualitative determianation
of IgM antibodies

CVM.CE

HCV Ab Confirmation

Microstrip based Enzyme Immunoassay
for the confirmation of HCV Ab positivity
CCONF.CE

HEPATITIS D

HDV Ab

Competitive Immunoassay for the
qualitative determination of total antibodies
DAB.CE

HDV Ag
Determination of Hepatitis Delta Virus
DAG.CE

HDV IgM

“‘Capture” Enzyme Immunoassay for the
determination of igM antibodies

DIM.CE

HEPATITIS E

HEV Ab Version ULTRA

“Double sandwich” (ULTRA) immunoassay
for the determination of total antibodies
EVABULTRA.CE.96

HEV IgG

Determination of IgG antibodies
EVG.CE

HEV IgM
Determination of IgM antibodies
EVM.CE



PRENATAL SCREENING

A complete Panel of CE certified Prenatal Screening kits

CYTOMEGALOVIRUS

CMV IgG

Quantitative/qualitative determination
of IgG antibodies

CMVG.CE

CMV IgM

“‘Capture” Enzyme Immuniassay for the
determination of IgM antibodies
CMVM.CE

CMV Antibody Avidity Test (NOT CE)
Determination of “avidity” of IgG class antibodies
CMVAV

RUBELLA VIRUS

RUB IgG

Quantitative/qualitative determination
of IgG antibodies

RUBG.CE

RUB IgM

“‘Capture” Enzyme Immuniassay

for the determination of IgM antibodies
RUBM.CE

RUB Antibody Avidity Test (NOT CE)
Detection of “avidity” of IgG class antibodies
RUBAV

HUMAN PAPILLOMA VIRUS

Papilloma Virus IgG
Quantitative/qualitative determination

of IgG antibodies (R.U.O)
HPVG.CE

PARVO VIRUS B19

Parvovirus B19 IgG
Quantitative/qualitative determination
of IgG antibodies

PARVOG.CE

Parvovirus B19 IgM

Qualitative determination of IgM antibodies
PARVOM.CE

TOXOPLASMA GONDII

Toxo IgG

Quantitative/qualitative determination
of IgG antibodies

TOXOG.CE

Toxo IgM

“‘Capture” Enzyme Immuniassay for the
determination of IgM antibodies
TOXOM.CE

Toxo Antibody Avidity Test (NOT CE)
Determination of “avidity” of IgG class antibodies
TOXOAV

HERPEX SIMPLEX VIRUS

HSV1 IgG

Quantitative/qualitative determination

of 1gG antibodies to Herpes Simplex type 1
HSV1G.CE

HSV1 IgM

“Capture” Enzyme Immuniassay

for the determination of IgM antibodies
to Herpes Simplex Virus type 1
HSV1IM.CE

HSV2 IgG

Quantitative/ qualitative determiation of IgG
antibodies to Herpes Simplex Virus type 2
HSV2G.CE

HSV2 IgM

‘Capture” Enzyme Immunoassay

for the determiation of IgM antibodies
to Herpes Simplex Virus type 2
HSV2M.CE

HSV1&2 I1gG

Quantitative/qualitative determination of 1gG
antibodies to Herpes Simplex Virus type 1&2
HSVG.CE

HSV1&2 IgM

‘Capture” Enzyme Immunoassay

for the determiation of IgM antibodies
to Herpes Simplex Virus type 1&2
HSVM.CE



AUTOIMMUNITY

A wide panel of CE certified Autoimmune disease kits

IGG ANTI SSB

Quantitative determination of 1gG
autoantibodies against SSB autoantigens
SSB.CE

IGG ANTI SSA 52KD

Quantitative determination of 1gG
autoantibodies against SSA-52KD autoantigens
SSA52.CE

IGG ANTI DSDNA

Quantitative determination of 1gG autoantibodies
against double stranded DNA (dnDNA)
DSDNA.CE

ANA SCREENING IGG

Qualitative determination of IgG antibodies

to anti Nuclear Antigens
ANAS.CE

ANA 8 PARAMETERS PROFILE

Qualitative determination of IgG antibodies to
Ro/SSA60KDa, Ro/SSA52KDa, La/SSB, RNP-68,
Sm, Scl-70, CENP-B

ANAS8PRO.CE

ENA SCREENING IGG

Qualitative determination of IgG antibodies
to Extractable anti Nuclear Antigens
ANAS.CE

ENA 6 PARAMETERS PROFILE

Qualitative determination of IgG antibodies against

Ro/SSA, La/SSB, RNP-68, Sm, Scl-70, Jo-1
ENA6PRO.CE

IGG ANTI SSA 60 KD

Quantitative determination of 1gG
autoantibodies against SSA-60KD autoantigens
SSA60.CE

IGG ANTI U1-SNRNP 68

Quantitative determination of 1gG
autoantibodies to RNP-68KDa
RNP.CE

IGG ANTI SM

Quantitative determination of 1gG
autoantibodies against Sm autoantigens
SM.CE

IGG ANTIJO-1

Quantitative determination of 1gG
autoantibodies against Jo-1 autoantigens
JO1.CE

IGG ANTI CENTROMERE B

Quantitative determination of 1gG autoantibodies
against Centromere B autoantigens
CENPB.CE

IGG ANTI SCL-70

Quantitative determination of 1gG
autoantibodies against Scl-70 autoantigens
SCL70.CE



EMERGING TROPICAL DISEASES

A complete panel of tests for the serological
diagnosis of tropical diseases

(-
//__//\,\

J!

DENGUE VIRUS YELLOW FEVER VIRUS
Dengue Virus IgG Yellow Fever Virus IgG
Qualitative/semi-quantitative determination Detection of 1gG antibodies
of IgG antibodies for the follow-ip of the vaccination
DENG.CE YFVG.CE
Dengue Virus IgM
Qualitative determination of IgM antibodies TRYPANOSOMA CRUZI (Chagas)
DENM.CE
T.Cruzi Ab

Dengue Virus NS1 Ag

oo ) ) Third generation Enzyme Immunoassay
Determination of Dengue Virus NS1 Antigen

for the determination of total antibodies

DENS1AG.CE .
to Trypanosoma Cruzi
TCAB.CE.96
WEST NILE VIRUS PLASMODIUM (Malaria)
West Nile Virus IgG Malaria Ab
Detection of IgG antibodies Third generation Enzyme Immunoassay
WNG.CE for the determination of total antibodies
West Nile Virus IgM to Plasmodium species
Detection of IgM antibodies (falciparum, ovale and vivax)
WNM.CE MALAB.CE.96
CHIKUNGUNYA VIRUS ZIKA VIRUS
Chikungunya Virus IgG ZIKV IgG
Detection of IgG antibodies Qualitative and semi quantitative
CHIKVG.CE determination of IgG antibodies
Chikungunya Virus IgM ZIKVG.CE
Qualitative determination of IgM antibodies ZIKV IgM
CHIKVM.CE Qualitative determination of IgM antibodies
ZIKVM.CE

ZIKV lIgG Avidity Test
Determination of the avidity of IgG antibodies

ZIKVAV.CE
Dia.Pro Diagnostic Bioprobes S.r.|
Via Carducci, 27 - 20099 DIA.

Sesto San Giovanni (MI) - Italy
Tel +39 02 27.00.71.61/64.50 PRO

Fax + 39 02 44386771
www.diapro.it
email: info@diapro.it

EN ISO 13485 Certified
BRO-ELISA Rev. 1121




DRGE

DRG Instruments GmbH ¢ FrauenbergstraBe 18 « 35039 Marburg DRG Instruments GmbH
FrauenbergstraBe 18
D-35039 Marburg
Telefon  +49(0) 64 21/17 00-0
Telefax  +49(0) 64 21/17 00-50
e-mail: drg@drg-diagnostics.de
Internet: www.drg-diagnostics.de

Declaration of Conformity according to European Directive of in vitro diagnostic medical devices
(98/79/EC) of the Medical Devices Act (MPG)

We, DRG Instruments GmbH, Frauenbergstr. 18, 35039 Marburg, Germany

Herewith declare under our own responsibility that the products of the attached list which are classified under
Annex Il list B of the European Directive 98/79/EC are in accordance with the requirements of the IVD
Directive 98/79/EC of the European Parliament in regard to the in vitro diagnostic medical devices (IVDs) and
therefore are allowed to be CE marked.

Conformity assessment procedure in accordance with Annex IV excluding (4) and (6) by the notified body:
TUV Rheinland, LGA Products GmbH, Tillystrae 2, 90431 Niirnberg (0197)

This statement of conformity is valid in connection with the release document for the respective batch of
produced devices.

Quality Management and Norms

DRG Instruments GmbH has established a Quality Management System for the design/development,
production and distribution of in vitro diagnostic according to DIN EN ISO 13485:2016.

Marburg, 2022-05-25

a4 S oot

Jorg Schlosser Stef Gansel
General Manager Head of QM & RA

DRG Instruments GmbH
Geschéftsfiihrer:

Jorg Schlosser

Sitz: Marburg, HRB 1165

=

TUVRheinland




DRG €

Declaration of Conformity according to European Directive of in vitro diagnostic medical devices (98/79/EC) of
the Medical Devices Act (MPG).

List of CE-marked DRG products classified under Annex Il, List B:

Product DRG Cat.-No
Pregnancy associated Plasma Protein-A ELISA EIA-2397
Free RB-HCG ELISA EIA-4718
PSA Free ELISA ElA-4189
PSA Total ELISA EIA-3719
Free PSA HYE-5371
PSA (HYBRID-XL) HYE-5370
Chlamydia trachomatis IgA ElA-3461
Chlamydia trachomatis IgG ElIA-3462
Chlamydia trachomatis IgM EIA-3463
Toxoplasma gondii IgA EIA-3683
Toxoplasma gondii IgG EIA-3519
Toxoplasma gondii IgM EIA-3520
Rubella Virus IgG EIA-3510
Rubella Virus IgM EIA-3511
CMV IgG EIA-5778
CMV IgG EIA-3468
CMV IgM EIA-3469

2/2



DRGES

EC DECLARATION OF CONFORMITY

according to Directive 98/79/EC of the European Parliament and of the council of 27 October 1998
on in vitro diagnostic medical devices

in combination with article 110 of Regulation (EU) 2017/746 of the European Parliament and of the
Council of 5 April 2017

We, DRG Instruments GmbH, Frauenbergstr. 18, 35039 Marburg, Germany

herewith declare under our own responsibility that the products listed in the table below,
which are classified as miscellaneous products under Directive 98/79/EC

are in accordance with the requirements of the IVD Directive 98/79/EC annex | and Ill of the European
Parliament in regard to the in vitro diagnostic medical devices (IVDs) and therefore are allowed to be
CE marked.

Quality Management

DRG Instruments GmbH has established a Quality Management System for the design/development,
production and distribution of in vitro diagnostic according to EN ISO 13485:2016.

Disclaimer

This Declaration of Conformity was created after the Date of Application of IVDR (May 26th, 2022). However,
the cause for the creation of this Declaration of Conformity is NOT considered a “significant change” according
to IVDR in combination with MDCG 2022-6 and therefore, the device continues to comply to IVDD.

Marburg, 2023-10-23

S et

Dr. Matthias Herkert

PRRC

Product Name DRG Cat.-No
FSH ELISA EIA-1288
LH-Serum ELISA EIA-1289
Prolactin ELISA EIA-1291
17-OH Progesterone ELISA EIA-1292
C-Peptide ELISA EIA-1293
AFP EIA-1468
HCG ELISA EIA-1469
Testosterone ELISA EIA-1559
Progesterone ELISA EIA-1561

DRG Instruments GmbH
Geschaftsfuhrer:

ege L Jorg Schldsser
Sitz: Marburg, HRB 1165



EC DECLARATION OF CONFORMITY

DRG &

according to Directive 98/79/EC of the European Parliament and of the council of 27 October 1998
on in vitro diagnostic medical devices

Product Name DRG Cat.-No
DHEA-S ELISA EIA-1562
Free Estriol ELISA EIA-1612
Immunoglobulin E (IgE) ELISA EIA-1788
Sperm Antibody ELISA EIA-1826
TGF-R1 ELISA EIA-1864
CEA ELISA EIA-1868
Cortisol ELISA EIA-1887
Anti-GAD ELISA EIA-1910
R-HCG ELISA EIA-1911
Helicobacter pylori IgM ELISA EIA-2111
TGF-R2 ELISA EIA-2396
Estradiol ELISA EIA-2693
Free Testosterone ELISA EIA-2924
Insulin ELISA EIA-2935
SHBG ELISA EIA-2996
CIC C1q ELISA EIA-3169
Androstenedione ELISA, 96 well EIA-3265
Osteocalcin ELISA EIA-3375
Thyroglobulin ELISA EIA-3377
Adenovirus IgA ELISA EIA-3445
Adenovirus 1gG ELISA EIA-3446
Adenovirus IgM ELISA EIA-3447
Bordetella pertussis IgA ELISA, 96 well EIA-3449
Bordetella pertussis IgG ELISA EIA-3450
Bordetella pertussis IgM ELISA EIA-3451
Brucella IgG ELISA, 96 Well EIA-3455
Brucella IgM ELISA EIA-3456
Candida albicans IgA ELISA EIA-3457
Candida albicans IgG ELISA EIA-3458
Candida albicans IgM ELISA EIA-3459
Giardia lamblia Ag (stool) ELISA, EIA-3477
Helicobacter pylori IgA ELISA EIA-3483
Helicobacter pylori IgG ELISA EIA-3484
HSV-1 IgG ELISA EIA-3485

page 2/4



EC DECLARATION OF CONFORMITY

DRG &5

according to Directive 98/79/EC of the European Parliament and of the council of 27 October 1998
on in vitro diagnostic medical devices

Product Name DRG Cat.-No
HSV-1 IgM ELISA EIA-3486
HSV-2 IgG ELISA EIA-3487
HSV-2 IgM ELISA EIA-3488
HSV-1+2 IgG ELISA, 96 well EIA-3489
HSV-1+2 IgM ELISA EIA-3490
Mycoplasma pneumoniae IgG ELISA EIA-3499
Mycoplasma pneumoniae IgM ELISA EIA-3500
Tetanus toxin IgG ELISA EIA-3514
Treponema pallidum IgG ELISA EIA-3517
hGH ELISA EIA-3552
Anti TPO Ab ELISA EIA-3561
Anti-Centromere B ELISA EIA-3569
Anti-Cardiolipin IgG/IgM ELISA EIA-3587
Anti-Phospholipid Screen IgG/IgM ELISA, 96 well EIA-3591
Anti-Gliadin IgG ELISA, 96 well EIA-3605
Anti-Gliadin IgA ELISA EIA-3606
Anti-Insulin ELISA EIA-3608
Anti-Tissue-Transglutaminase IgA ELISA EIA-3611
ACTH (Adrenocorticotropic Hormone) ELISA EIA-3647
Calcitonin EIA-3648
Anti TG Ab ELISA EIA-3708
Free T4 ELISA EIA-3775
Free T3 ELISA EIA-3801
Measles Virus IgG ELISA EIA-3844
Measles Virus IgM ELISA EIA-3845
Mumps Virus IgG ELISA EIA-3846
Mumps Virus IgM ELISA EIA-3847
Mycoplasma pneumoniae IgA ELISA EIA-3848
Anti-Tissue-Transglutaminase IgG ELISA EIA-3882
Histamine ELISA EIA-4005
TSH ELISA EIA-4171
EBV-EBNA-1 IgG ELISA (qualitative) EIA-4246
EBV-EBNA-1 IgM ELISA (qualitative) EIA-4247
Treponema pallidum IgM ELISA EIA-4267
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EC DECLARATION OF CONFORMITY

DRG &5

according to Directive 98/79/EC of the European Parliament and of the council of 27 October 1998
on in vitro diagnostic medical devices

Product Name DRG Cat.-No
Ferritin ELISA EIA-4408
EBV VCA IgA ELISA (qualitative) EIA-4472
PLGF ELISA EIA-4529
Mycoplasma hominis IgG ELISA EIA-4559
Mycoplasma hominis IgM ELISA EIA-4560
Ureaplasma urealyticum IgM ELISA EIA-4561
T4 Total ELISA EIA-4568
T3 Total ELISA EIA-4569
NSE ELISA EIA-4610
Ureaplasma urealyticum IgG ELISA EIA-4623
TM-CA 15-3 ELISA EIA-5068
TM-CA 19-9 ELISA EIA-5069
TM-CYFRA 21-1 ELISA EIA-5070
TM-CA 72-4 ELISA EIA-5071
TM-CA 125 ELISA EIA-5072
Mycoplasma hominis IgA ELISA EIA-5097
Ureaplasma urealyticum IgA ELISA EIA-5098
Calprotectin (Serum) ELISA EIA-5111
Procalcitonin (Human) ELISA EIA-5291
Aldosterone ELISA EIA-5298
Anti-CCP ELISA EIA-5653
Anti-C1q ELISA EIA-5762
Strongyloides IgG/IgM ELISA EIA-5812
Folic Acid ELISA EIA-5847
Hanta Virus IgG ELISA EIA-5858
Hanta Virus IgM ELISA EIA-5859
Aspergillus fumigatus 1gG ELISA EIA-6129
Aspergillus fumigatus IgM ELISA EIA-6130
AMH (Anti-Mullerian Hormone) EIA-6141
Estriol total ELISA EIA-6193
EBV (EA) IgG ELISA EIA-6203
EBV (EA) IgM ELISA EIA-6204

end of list
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JTABOPATOPHAA AVATHOCTUKA

IMMyHODEpMEHTHbIN aHanus
www.drgtech.ru

Mukpobunonorus




AYTOUMMYHHBIE
3AGEO/IEBAHUA

AYTOUMMYHHbIE
3AEO/IEBAHUA

DRG L1

Texcucremc, 3A0

Hyscraurens- Kon-so Hon-so0 Viemtnenosaims Kar. Mo Bpema c F— HyscTBuTENb- Kon-so Kon-so

Haumexosanme Har. Ne Bpemn 'c Cranaaptsl
HOCTE obpasya, Mkn Tectos HOCTE 06pasua, MK Tectos

AUATHOCTUKA AYTOMMMYHHbIX 3AE0/IEBAHNIA AUATHOCTUKA AYTOUMMYHHbIX 3ABOIEBAHUIA

MAsycnupansuan AHK g6 . Taukonpotent |, IgG/lgM i
(dsDNA, IZGELISA) EIA3438 65 KT 0- 200 ME/mn 1,0 ME/mn wcn 96 (Glycoprotein | 1g6/1gM) EIA3590 65 KT 0-100 E/mn 0,5 E/mn wocn %
ANTMRAEDALIC BHYWTE S, FIA3S62 65 KT Kaugcraentbih wcn %6 Bera:2:fausonpaneun |gh
ckpuHUHT (ANA Screen) (Glycoprotein | IgA, EIA3884 65 KT 0-100 Efmn 0,5 Efmn wocn 96
AHTHAfEPHBIE AHTHTENE, anti-beta2)
KOMBMHNPOBAHHbIM B
" EIA3563 65' KT KauecTsenHbii 1wocn 96 era-2-Mikonparent |,
(ANACombIEIA cupusmnr (anti Beta2 EIA3911 65' KT 3,3-90 E/mn 0,5 Efmn ocn 96
(ANA-8-Profile]) Glycoprotein | Screen)
AHTHTENa K MepuHykneapHbie
AsycnupancHo# AHK, EIA3566 65" KT 0-200E/mn 1,0E/mn wocn 96 aHTUHeHTpobUAbHBIE
ckpuHmHr (dsDNA ScreenEilA) UMTONAAIMATHYECKHE aHTWTERA  EIA3597 65' KT 0-100 Efmn 1,0 E/mn wcn 96
AHTHTENa K K MrenonepokcHaase
opHocnHpanbHoi iHK EIA3567 65' KT 0- 200 Efmn LOE/mn 1w0cn 9% {p-ANCA MPO)
(ssDNA, anti)
?n'M‘A! e EIAZE04 65 KT 0-2008/mn LOE/mn 10cn 9
3KCTParvpyembie AOEPHbIE
AHTUreHbI, CKPUHMHT EIA3571 65' KT HauecTseHHbii wcn 96 HyHneocoml npH EHCTBMHOR
[ENA Screen) KPacHOi BoMuaHKe £1A3610 & KT 0-200€/mn 0,5 E/mn 10cn 9%
IKCTparMpyembie AAEPHbIE (Nucl mes SLE)
AHTWrEHBI, i ny mBuH IgG/IgM
EIA3572 5 KT 12,5 - 100 E/mn 1,0 Efmn 10cn 96 paTPO 2G/lgl . -
S S {Prothrambin 1gG/lgM anti) EIA3612 65 KT 0-100 E/mn LOE/mn wcn 9
(ENA Combi)
MpotpomBuu IgA "
PesmaTonaHbii daxtop (Prothrambin IgA) EIAR6LE €5 KT o200/ LeHie aoen %
12A/1£6/1gM, cpununr EIA3S83  65' KT 0-500 E/mn 1LOE/mn 10cn 96
(Rheumatoid Factor MpPOTPOMBHHOBBIA CKPUHMHT EiAzeis " W 0-100€/ LOE/ 96
Screen IgA/IgG/igM) {Prothrombin Screen) 65 - mn L0 Efmn wocn
PesmatonaHeiit haktop Igh AntvHeRTpOgMALHBIE
EIA3586 ' 0- 500 E/mn 1,0E/mn oc 96
(Rheumatold Factor IgA) Hhas 53 i 4 & 108 UMTONNA3MaTHYECKHE aHTHTena,  EIA3776 65' KT Kaqectaenmulii wocn 96
crpuHmnnr (ANCA Screen)
i !
PespaTONAIIA SaOR 6 ElA3S84 65 KT 0 500 E/pn 1,0 E/mn 1oen 9% Tianepan TpaHCrayTaMANa3a IgA
(Rheumatoid Factor IgG) 3 EIA3B11 65' KT 0-200 E/mn LOE/mn wcn 96
(Transglutaminase IgA anti Tissue)
PesmarouaHsii pakTop IgM
: EIA3585 65' KT 0 - 500 E/mn 1,0 E/mn w0cn 96
{Rheumatoid Factor IgM) TKaHeoaR TPaHCTAYTaMHKA3a IgG oo &5' KT 0-200 Efmn 1,0 Efmn wcn 96

(Transglutaminase IgG anti tissue)

ABBpeBUaTypbl M COKPALEHHAT
KT - KOMHaTHaR TemMnepaTypa

C - Cbisopotia kpoay, M - Mna3sma kpoa, M - Maua,

PO - pazbasneHHan CEMEHHAA MUAKOCTS,
pC - pazBeAeHHan CLIBOPOTKA KPOBM,
Pl - pazseaeHHAR NN33Ma KPOBK

MNpowussogurens: DRG Instruments GmbH, fepmanva
PerucTpaumoHHoe yaocToseperue Ne @C3 2010/06818 ot 21 man 2010 roga

www.drgtech.ru

zakaz@drgtech.ru

+7 (499) 277 0720




AYTOUMMYHHBIE PeareHTbl AN AMArHOCTUKN ayTOMMMYHHbIX 3aBoneBaHuii
‘ 3ABO/IEBAHMA npouseoactea ZEUS Scientific, CLUA

YyBCTBUTENL- Kon-so Kon-Bo

HaumeropaHve Har. Ne Bpemna *C Cranpaprsl
HOCTH ofpaiua, Mkn  TecToB

AUATHOCTUKA AYTOUMMYHHbIX 3AEO/IEBAHUA

TkaHeBan TPaHCINYTaMHHA3E,
ckpuHnir (Anti-Tissue ElA4464 65" KT 0-200 E/mn 1,0 Efmn wocn 9%
Transglutaminase Screen)

~ ANCA

ENA
®ocatuanankucnota IgG/IgM : 0-100 E/mn IgG 1,0 E/mn IgG
{Phosphatidic Acid 1gG/1gh, anti) =994 65 KT 0-100E/mnlgM  1,0E/mnlgM tocn %
DochatuaunnHosuTon IgG/IgM .
[Phosphatidyl Inositol E1A3593 60" KT 0-100 E/mn 1,0 E/mn wen 9% AnTnHenTpodunbHbie aHTuTena ANCA SCREEN 2Z9681G
1eG/1gM, anti: AHTWTENa K MUenonepokcuaaze MPO 279671G
AHTMTENE K napueTanbHbim
KABTKAM KENyAKa EIA3607 65" KT 0-100 E/mn 0,5 E/mn wocn 9% AwnTuTena k nporenHase-3 PR-3 279691G
[Pariertal Call wir) AHTURAEpHbIe aHTUTena ANA SCREEN 2Z29001G
;:;cd:a;m;:n;:w_u 186/1gM I . 0-100E/males  O5E/mn g6 - o AHTUTeNna K aBycnupansHoi OHK dsDNA 2Z2881G
osphatidyl Serine 65" 4
18G/1gM, anti-) 0-100E/mnlgM  OSE/mn IgM JKcTparMpyemble agepHiie aHTureHsl ENA Profile 6 272801G
AHTHBOCHOAMTMANBIR CHpIHMHT i = 0-100E/mnlgE  0,5E/mn 1gG — - JkeTparnpyembie saepHbie aHTUreHb! ckpuHuHr ENA SCREEN 2Z2851G
(1gG/igM, Anti-) 0-100 E/mn IgM 0,5 Efmn lgM AnTuTena k Jo-1 272871G
AHTATENE K KAPAUONHAMHY EIA3E87 5 HT 7.5- 120 E/mn IgG LOE/mn wen 96 AHTuTena k Scl-70 2Z2861G
18G/1gM, CKPUHMWHT 5- 80 E/ma IgM 0,5 Efmn
AxTUTENa K Sm 272831G
AHTHCNEPMAnLHbIE aHTMTENE ElA4249 180°  37°C 31-250 E/mn 50 pCiK %6 AnTtutena kK Sm/RNP 222841G
AnTutena k SSA (Ro) 272811G
AHtucnepmanbuie awtuTena  EIALB26 1200 37°C 31-250E/ma 3.4 Elwn pC 95 AnTuTena k SSB (La) 222821G
IgA-aHTUTENa K KAPAWONUNUHY 2Z51051A
OBsapuaneHble aHTHTeNa EIAZ937 150" 37°C 6-100 E/mn 50pC 96 4G 2751051G
gG-aHTUTENna K Kapauonunuuy
AHTATENA K THPeOTnOBynuHY EIA3708 60" KT 0- 9000 ME/mn 10 ME/mn 100 pCpfl 96 Ig M-anTuTena k kapanonunuHy 2751051M
IgM-aHTUTENa K peBMaTouagHoMy (hakTopy 279291M
Y i
":;:::ﬂ:::p“""m E1A3561 60" KT 0- 3000 ME/mn 5,0 MEfmn 100 pCoN 96 IgG-aHTuTEeNna K TMpeornobynuHy 2725061G
IgG-aHTUTENa K TMPpEOUOHOWM NepokcKuaase 275051G
AuTiTena k peuentopam TTF EIA3369 195' KT+ 1-40 ME/mn 0,21 ME/n 75C 96 IgA-aHTUTENa K FMNaguHy 2Z61001A
lgG-aHTuTENa K rMUaguHy 2761001G
MNpoussogutens: DRG Instruments GmbH, fepmanua Mpoussogurens: Zeus Scientific, Inc., CLUA
PervcTpayuonHoe yaoctosepenne Ne dC3 2010/06818 or 21 man 2010 roga PerucTpauuoHHoe yaoctoseperye Ne ©C3 2012/13470 ot 27.12.2012 .

AGBPEBMATYbI 1 COKPALLEHNA:

www.drgtech.ru AR www.drgtech.ru

zakaz@drgtech.ru e e ™ ©:sEL SA zakaz@drgtech.ru

+7 (499) 277 0720 P et +7 (499) 277 0720




Hll  HABOPBI POCCHIACKOIO MPOU3BOACTBA
JUATHOCTUKA TMMEPTEH3MM
TEMATO/IOTMHECKME MAPKEPbI

DRG

Texcucremc, 3A0

Kon-so Kon-go
oBpasua, MKA TECTos

YyscTeuTeNb-
HOCTB

HABOPbI PEAKTUBOB NMPOU3BOACTBA 3A0 "A4PI TEXCUCTEMC", POCCHA

HaumeHosanue Kar. Ne Bpems “C Cranaaprol

APT 17-a-OH-Nporectepon HOA - 95' KT 0,15 - 20 Hr/ma 0,034 wr/mn 25C 96
APT 3ctpaauon MDA = 120' KT 0-2000 nr/mn 13,3 nr/mn 25cn 96
APT 3crpuon ceoboakbii MDA = 90' KT 0,3 - 40 ur/mn 0,075 wr/mn 10¢C 96
APT UHcynus MDA : 75 KT 6,25 - 100 mcME/mn 1,76 mrME/mn scn 96
APT C-nentua HDA - 110" yraw 0- 16 Hr/mn 0,064 Hrfmn ;ON‘I: Ly 96
APT TecrecrepoH ceoBbogHbIR UBA - 75 37°C 0 - 100 nr/mn 0,04 nr/mn wcn 96

Mpowmseonutens: 3A0 [APT TexcucTemc” : PerncTpaunonHoe yaocToseperue Ne ©CP 2009/05433 ot 22.02.2019r,
Ne P3H 2018/7130 or 26.02.2019r. Ne P3H 2019/8347 or 07.05.2019r,, Ne P3H 2020/10187 or 14.05.2020r.,
Ne P3H 2018/7128 ot 22.02.20196r., Ne &CP 2009/05434 o1 25.02.2019r,

JAMATHOCTUKA HAPYLUEHWUK APTEPUA/ILHOIO [AB/IEHUA

PeHuH EIA5125 195" KT+ 4-128 nr/mn 0,80 nrfman 500 96
Anbpgoctepo EIA5298 1200 Wr+ln 0- 1000 nr/mn 557ne/ma 50C,pM, M 96
0,7 nr/mn M (LoQ]
Anpenanun (InuHedpun) EIA306 210 KT+ 0-200mrfmn oo nf,,nw: FIE(LoCiI ;:oMri %
Hopappenanun (Hopsnunedpun)  E1A4317  210' KT 0- 1000 Hr/mn 25 Hefma 1M, 96
93 nr/mn N 300N

AUATHOCTUKA AHEMMUE, MATOSIOMMIA KPOBM, MATO/IOMMEA OBMEHA MEME3A

fencuamn EIA5782 110 KT 0- 81 Hr/mn 1,149 (LoQ) 000 96
3pUTPONO3THH EIA3646 155! KT Ha dnaxonax 1,2 mE/mn 00cC 96
GeppuTiH ElA4408 &5' KT 15 - 1000 krfmn 5,0 Hr/ma 20¢ %6

PENPOAYKTHUBHAA ®YHKLIMA
FOPMOHbI KOPbI HAANOYEYHUKOB

TPOIHbIE TOPMOHb!

HaumeHosaHue

17-OH-nporectepo

ApPEHOKOPTMKOTPONHBIH TOPMOH
(ACTH)

Hosunkalll

AHTHMIONNEPOB FOPMOH
AHAPOCTEHAWOH

[MOBYANH, CBA3LIBAOWMI
nonossie ropmokbi (SHBG)

araa

Ar3A-Cynsdar

Kopruzon (8 moue)
Kopruzon
Kopruxocrepon

ar

MperxeHonox
Nporecrepon

Mponakrins
ComarorponHsii ropmox (HGH)
TecTocrepoH
TecTocTepoH, AUrHApo
TectocrepoH, ceo6ogHbIA
acr

Jctpagmon

JcTpoH

Kar. Ne

EIA1292

EIA3B47

ElAB141

EIA3265

EIA2996

EIA3415

EIA1562

EIA2989

EIA1887

ElA4164

EIA1289

EIA4170

EIA1561

EIA1291

EIA1787

EIA1559

EIAS761

EIAZ924

EIA1288

EIA2693

ElA4174

Bpema

85

kL

165'

400

65

75

80

°C

KT

KT+

KT

KT

KT

KT

rc

KT

KT

KT

ac

37c

ABGpeanaTypst v COKPALLEHNAT
KT - kommaTHas Temneparypa, C - CoizopoTka kposw, 11 - Mnaama kposm, M - Maua,
PO - paz6aaneHHan CeMENHAR MMAKOCTL, PC - PA3BEABHHAR CHIBOPOTKA KPOBH, Pl - PA3ACAEHHAR NNA3Ma KPOBK

MNpoussoguTens: DRG Instruments GmbH, fepmania
Perncrpaymonnoe yaoctosepeqne Ne ®C3 2007/00067 or 21.06.2016 T,
Ne ©C3 2010/06816 ot 21.06.2016r.

CTaHgapTsl
0,15- 20 ur/mn
Ha dnakoHax
0- 20 Hr/mn
0,1- 10 Hr/mn
4 - 260 Hmons/n
0,37- 30 ur/mn
0,1 - 10 mkr/mn
0-500 Hr/mn
20 - 800 Hifmn
0-240 WMonb/mn
0-200 mME/mn
0,1-25,6 Hr/mn
0- 40 Hr/ma
0 - 200 Hr/mn
0-50 Hr/ma
Q- 16 Hrfmn
0- 1500 nr/mn
0-100 nrfmn
0- 100 MME/mn
0 - 2000 nr/mn

15 - 2000 nr/ma

YyscTeuTeNb-
HOCTh

0,156 Hr/mn

0,22 nrfmn

0,052 Hr/mn

0,021 urfmn

0,4 uMons/n

0,45 Hr/mn

0,044 mur/mn

2,95 Hr/mn

1,3 ur/mn

0,589 nMonb/n

1,27 mME/mn

0,05 Hrfmn

0,045 ur/ mn

0,35 Hr/mn

0,5 Hrfmn

0,083 nr/mn

15,4 nrfmn

0,2 nrfmn

0,856 mME/mn

10,6 nr/mn

6,3 nrfmn

Kon-so
obpasua, Mk

5C

200n

25¢cn

wocn

S50pCpn

wocn

25cn

10pM

20cn

cn

25C

s0C

scn

5C

50C

2scn

75¢Cn

ocn

25¢cn

socn

Hon-so
TecTos

96

96

96
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96
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96
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96
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B} [OPMOHbI B CJIOHE  kApnnOMAPKEPSI, MAPKEPbI ATEPOCK/IEPO3A
MAPKEPbI METAGO/IN3MA KOCTHOU TKAHM

TUPEOUAHAA ®YHKLIMA
Texcuctemc, 3A0 UMMYHO/0MA 4 i

Yyscreutent Kon-8o Kon-so Yyacrautens Hon-so Kon-eo
o e B 8
Haumetosakme Kat.Ne  Bpemn C CrangapTel ot oA, WA TECTOR Haumenosanse Kar. e peMa: %G CravpppTHI HoCTL obpasua, MK1  TecTos
FOPMOHBI B C/TIOHE KAPOMOMAPKEPbBI, MAPKEPbI ATEPOCK/IEPO3A
AHApOCTEHAMOH SLv4780 75 KT 0- 1000 nrfma 5 nrfma 50Cn 96 Muornobun EIA3955 65' KT 0- 1000 Hr/mn 5,0 Hr/mn 20pC 96
Koptuzon 52930 90" KT 0-30 Hr/mn 0,09 Hr/mn 100Cn 9% C-peaTuBHbii Genok, EIA3854 & i 0-0,100 wmr/n 0.1 mi/n 10pC %
YNLTPAYYBCTBHTEN bHBIN " i
Araa SLv3012 80’ KT 0- 1440 nrfmn 2,2 nr/mn 50Cn 96
3crpaguon SLv4188 150" KT 0- 100 nr/ma 0,21 ni/mn 100 Cn 96 TUPEOUAHAA (I’YHHHMH
17-OH-nporecrepox SLv3140 75 KT 0-1000 nr/ma 2,5 nrfmn 25Cn 96 3 EIAL1780 80 KT 0-10 Hr/ma 0,2 ur/mn 50C 96
Nporecrepou sLv2e3l 75' KT 0- 5000 nr/mn 3,8 nrfmn 100Cn 96 T-3, caobogHbii EIA2385 80 KT 0- 19 nrfmn 0,05 nr/mn 50C 96
Tecroctepon 51v3013 ELl KT 0- 1000 nr/mn 2,63 nr/mn 75Cn 96 T4 EIA1781 80' KT 0-25 mur/an 0,5 mrr/an 25¢C 96
T-4, caoBoaHbIH EIA2386 80" KT 0-8,0ur/an 0,05 ur/an 50C 96
MAPKEPbI METABO/TU3MA KOCTHOW TKAHH
TTT, ynbTpauyBscTBUTEnbHBIA EIA1790 1400 KT+l 0-10MKME/mn 0,054 mrME/mn 100¢C 96
OcTeonpoterepuH EIA3551 330" KT 0-20 nMonb/n 20cn 96
SEOHB B T EIA4171 120 KT 0- 15 mME/mn 0,06 mME/n 25C 96
= -BuTtamuH
(NpAmoii) EIA5396 108’ 37°C 0-120 Hr/mn 3,22 Hrfmn socn 96
AnTuTEna K THpEOTNGGYNUHY EIA3708 60' KT 0- 9000 ME/mn 10 ME/mn 100 pCpM 96
Naparipenkasl ropon EIA3645 210' KT+l Ha dnaKoHax / CoA 1,8 nrfmn 25C 96
(el st Aumerens K Tpecuatio ElA3561 kT 0-3000 ME/) 5,0 ME/ 100 pC p 9
nepos ag 60/ = M 1 mn pCpl 6
HanbyutoHuH EIA3648 270 KT+l 10 - 1000 nr/mn 1,0 nrfmn 100C 96
Tupeornobynun EIA3377 140' KT 0 - 300 Hr/mn 1,0 Hr/mn 50C 96
UMMYHOIOTWA flapamypeajy e ropmon EIAIG45 2100 KT+l wadmavowax/CoA  18nr/mn 25¢C 96
(PTH Intact)
WmmyHornoBynuH E, oBuymii EIAL788 80' KT 0 - 800 ME/mn 5,0 ME/mn 20¢C 96
AnTuTena k peuentopam TTT EIA3369 195  KT+W 1-40 ME/mn 0,21 ME/n sc 96
HomnoHent Komnnementa Clq CIC  EIA3169 75 37°c 064 mur Ixs./mwn 1,0 mur ke./mn 100 pCpl 96
HomnoHext Komnnementa C3d CIC  EIA3170 75 37°C 0- 64 mir Ixe./mn 1,0 mrakeme./ma 100 pCpll 96

KomnoHent Komnnementa C5a

EIA3327 s0' KT 0,1-10 mrr/n 0,02 mkr/n 500 M 192
(aHadmnarokcuH)

AB6pEBUaTYPbI M CORPALLEHUA]
KT - KOMHaTHaR TeMMEpaTypa
C - CrisopoTka kpoau, M- Mnaama kposw, M - Moua,
pCH - pasbasnenHan CemeHHan MUAKOCTD,
pC - pa3seAeHHan CHIBOPOTKA KPOBK,
pfl - pazsepenHan naaima kposu, Cn - cniosa

www.drgtech.ru
zakaz@drgtech.ru
+7 (499) 277 0720
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D R G oo OHKOMAPKEPB/ JIMATHOCTUKA IMABETA, }MPOBOTO
' MPEHATA/IbHAA AMATHOCTIKA ~ OBMEHA, OYHKLIMV IKE/IVIIKA

Texcucremc, 3A0 M KULLIEYHUKA
. YyacranTens- Kon-so Kon-so i YyBCTEATENE- Kon-ao Kon-eo
8 . Ne. C . Na
HanmeHoBaHHe Kar. Ne Bpemn CrakaapTsl R o6pasua, MKn Tectos Haumenosanue Kar. No Bpems (] Crampaptel HOCTL oBpasua, MR TECTOB
OHKOMAPKEPbB! MPEHATA/IbHAA AAMATHOCTHKA
XY, Gera EIA1911 75 KT 0- 200 ME/mn 0,044 ME/mn 8¢ 96
Ca12s EIAS072 75! KT 25 - 600 E/mn 0,25 E/mn socn 96
NnayeHTapHbIA NaKTores ElA1283 40' KT 0; 1,25 - 20 me/n 0,043 mr/n 10 pC a6
CA15.3 EIA5068 138 HT 25- 200 E/mn 0,5 E/mn wocn 96

MnasmenHbiid Genok A,

CA19.9 EIA5069 150' KT 15- 240 E/mn 0,26 E/ma socn 96 ACCOUMUPOBAHHBIN € EIA2397 75" KT 0-30 mur/mn 0, 133 msr/mn wocn 9%
BGepemenHocTeio (PAPP-A)

CA72.4 EIA5071 150' KT 0- 100 Efmn 0,79 E/mn cn 96 Anspaperonporenn EIA1468 40 KT 0- 160 ME/mn 1,78 ME/mn 25¢C 96
Cyfra21.1 EIAS070 75' KT 0-50 Hr/mn 0,079 Hr/mn socn 96 XTY, 6eta, ceoBoaHbIi EIA4718 20" 37°C 0- 200 Hr/mn 0,2 Hrfmn 50C 96
Anbtbaderonporeun EIA1468 20! T 0- 160 MEfmn 1,78 ME/mn 25¢C 96 MnauenTapHsii Euidize 1500 KT 0;25-1000ne/mn 1,062 nr/ma S &
danrop pocra (PLGF) 4 P
Bera-2-mukpornobynmH EIA1789 80' 37rc 0-10 mxr/mn 0,1 mKkr/mn 10¢ 96
AUATHOCTHKA OUABETA, M{UPOBOIO OBMEHA,
KanbunTtoHuH EIA3648 270" KT+ Ha pnakoHax 1,0 nrfmn 100C 96 beHKLI'MM H{EﬂY,ﬂKA U KMLWEYHHKA
Heiipou-cneyndmyeckan eHonasa
ElA4610 75 HT 0- 100 Hr/mn 0,19 nr/mn 25C 96 Hosunualll
(NSE) ALMNOHEHTHH EIA4574 145 KT+ LW 0 - 100 mer/mn 0,026 mrr/mn s0Cn 96
ncA EIA3719 85 KT 0; 1,56-25 wrfmn 0,054 Hr/mn 25¢n 96 C-nentng EIA1293 100 KT+ W 0-16 Hifun 0,064 Hr/mn 100 pMC Tl 9
TCA, ceoboanbii EIA4189 135' KT 0;0,75-12 wr/mn 0,01 Hr/n 25¢cn 86 Mhcyaus EIA2935 75 KT 0;6,25-100 meME/ma 1,76 mkME/mn :scn 9%
P3A ElA1871 B0 KT 0- 120 nrfmn 1,0 Hr/mn s0C 96 AHTMTENE K MHCYAMHY EIA3608 60" KT 0-100 E/mn 0,5 E/mn iocn ag
1 AnTHTena K
Tupeornobynux EIA3377 140 KT 0'- 300 He/ma 1,0 wr/fmn socn 9% '
ryTamaTaexapbuKcunase (GAD) EIA1910 150 KT Ha nakoHax 100 pC a6
DepputnH EIA4408 75 KT 0 - 800 Hr/mn 0,35 Hr/fmn ocn 96 Mukpoansbymun EIA3881 50" KT 0,15 - 400 mKr/mn 0,5 mkr/mn 20M 96
NponHcyAuH EIA1560  Houxan 4°c 0 - 66 nMons/n 0,5 nmonb/n woocn 96
MPEHATAZIbHAA AWATHOCTHUKA
Nentun EIA2395 195' KT 0- 100 nr/mn 0,7 wr/ma 15cn 96
crpuon, caobogHbii EIA1612 30' KT 0 - 40 Hr/mn 0,021 Hr/mn 10C 96
HKanenpotektuy EIA5111 80" KT 0 - 250 urfmn 0,522 nr/mn 100 pC pn 96
JcTpuon, obwmi EIA6193 75' 37°C 0- 200 wr/mn 0,375 Hr/mn wocn 96
Kanbnporektiu (cryn) EIA5415 80 KT 0 - 840 ur/mn 0,957 Hr/mn 15 mr Cr 96
Xy EIA1469 a0 KT 5 - 1000 MME/mn 5,0 MME/mn 25¢cn 96

Al i S—— —— www.drgtech.ru
5 - 2 PernctpaynonHoe yaoctosepeqmne Ne $C3 2010/06818 ot 21.05. 2010+,
C- Coisopotha kpoew, M- Maa3ma kposun, M - Moua,
PCH - pasBasneHHan CeMEHHaA MUAROCTD, Ne ®C3 2010/06816 ot 21.06.2016r, Ne ®C3 2011/10071 ot 04.07.2011r,, Zakaz@drg teCh Ju
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Hig ®AKTOPbI POCTA
3 KATEXO/TAMWHbI
Texcuctemc, 3A0 :
5 YyscrenTens- Kon-so Kon-s0
HaumeHosaHue Har. Ne Bpems € Crangaptsl o oBpasua, Mk TecTos
@PAKTOPbLI POCTA
Tpancdopmupyowmii
daxrop pocta 1-6eta EIA1864  HodwHas 4°c 0- 600 nr/mn 3,35 nr/mn 100 nC CKK 96
{TGF B-1)
TpaxcdopmupyIouLMi
aktop pocra 2-6eta EIA2396 330" HT w:;lﬁ:';::“ 10nr/mn 100nCnM CKK 96
(TGF p-2) F
ComaroTponHbii ,
ropmoH (HGH) EIA1787 [ KT 0- 50 wr/mn 0,5 Hr/mn 50C 96
WHcynuHonopobHbli daxtop
pocTa, cessbieaoumii Genok-1 EIA3780 75! HT 0; 3- 50 ur/mn 50¢C 96
(IGF BP-1, PP12)
WHcynuHonopaoBHbIi dakTop
pocTa, ceAlbiBaoWmMi 6enok- EIAS049 150" KT Ha dnakoHax 10 Hr/mn 100 pC 96
(IGF BP-3)
WHcynuHonopobHbii ganTop 9
pocra | (1-600) (IGF1-600) ElA4140 210 KT 0-600 Hr/mn 1,292 ur/mn 50¢C %
Nnauenrapusii paktop pocra EIA4529  150' HT 25 - 1000 nr/mn 1,062 nrfmn 25¢C 96
(PLGF)
KATEXO/IAMWHbBI, BMOTEHHBIE AMWHbI, HEUPOMELOWATOPBI
| 0,7 Hrfaan - M,
ApnpenanuH (InuHedpuH) EIA4306 210 KT+ 0-200 Hr/mn 18,1 nr/ma- 1 100 nM nn 96
Hopagpenanns . 2,5 Hrfma - M,
(Hopanunedpui) ElA4317 210 KT+ 0 - 1000 Hr/mn 93 nrfman - 11 20 M nn 96
i 4,8 Hr/mn- M, 25nM
Ronamun EIAdIG1 210 KT+l 0-2000wr/mn 7Sar/ma-N 50aN *
HopmeTaHedpuH EIA4319  Houynas KT+ 0 - 7200 ur/mn 11,7 nrfaan 2500 96
Hopmetanedpun ElA4321 60 KT+LU 0- 3000 Hr/mn 14,7 Wrfmn 25 nM 96
Meranedpun EIA4313  Howwaa KT+ 0- 3600 nir/mn 9,9 nr/mn 50nM 96
MeTanedpun ElA4315 60 KT+ 0- 2000 wr/mn 8,6 ur/mn 25 nM 96

EUOTrEHHBIE AMUWHBI
KATEXO/IAMUHbI
HEVIPOMELAMATOPBI
a YyecTeuTens: Kon- Kon-so
HaumeHoBaHHe Kar. Ne Bpema C CraHpaprsi o obpasa; mun  “Tecros
KATEXO/TAMWMHbI, BMOTEHHbBIE AMIHbI, HEUPOMEOMUATOPbI
b &
MerKomBu (meTaHedpuH u 0-3600 W,t‘ 9,9 ,’r 50 :'IF
- nr/mn \3 nrima n
wopmeranedpht) EIA0E2  Howan KTeW o C0 o iy oo 2195
0- 7200 nr/mn 11,7 nr/mn 25nm
meTaHedpuH meTaHedpuH
MerKomGu (meranedphn EIAG083 60 kray O 2000urn Bloni/mn 250M 2x96
HopMeraHedpH) HOpMETaHEPPHH HOPMETAHEDPHH
0 - 3000 Hr/ma 11,7 nr/mn
anpeHanuH
appeHanit 0,9 Hr/mn-M appeHanuy
KatKomBu (agpeHaniH u EIA4309 210' KT+l 0-200 Hr/mn 10,0 nr/mn -1 100 oM al 2%96
HOpaapeHanuH) HOpaspeHaniH HOPaAPEHaNWH  HOPaAPEHANUH
0 - 1000 Hr/mn 1,7 Hr/mn - M 20 nM anl
36 nr/mn-N
3APEHANMH afpeHaniH aApeHanad
0 - 200 urfmn 0,9 ur/mn M 100 nM nn
10nar/mn N
TpuKar (agpenanus, EIA4080 2100 KT+l  Homa 3x96
HOPaAPEHaNH, AONaMUH) 0- 1000 Hr/mn 1,7 Hr/mn M 20 nM nfl
36nr/mn N
DONaMAH AONAMMH AONEAMHH
0 - 2000 Hr/mn 2,5 Hr/ma M 25nM 50N
49 nr/mn N
" 0,19 wr/ma M 25nn
rucTamun EIA4005 2400 KT+l 0-50 Hr/mn 012 vrfmn 1 1010 96
CepoToHMH EIAS061 120" KT+l 0 - 2500 Hrfma 2,9 vrfmn 20 nCnm 96
MenaToHuH cynbdar ElA1432 150 KT+ 0-420 nrfma 1 ur/mn 50 pM 96
MenaroHuH EIA1431 14-204  B°C+W Ha bnakoHax 1,6 nr/mn 50 nM 96

ABBpesnaTypLl M CORPALWLEHMA:
KT - komnarHaa tTemnepatypa, +1l - neobxognm weikep
C - coimopoTka kposw, N - naasma kposy, M - moua, nC - NOAFOTOBAEHHARA CLIBOPOTKA KPOBH,
nfl - noaroToBAeHHas nnasma kpoaw, N - nogroTosnenHas moda, nlicT - noaroToEAeHHan nnasma kposn Ges TpombouyTos
CHK - ¥NbTYpbI KneTok, pC - pazees chiBopaTKa KpoBw, pfl - passegenHas nnaima kpoew, CT - cTyn

www.drgtech.ru
zakaz@drgtech.ru
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DRG

Texcucremc, 3A0

Havmenosanne

FE/IbBMUWHTO3bI

Acxapupa (Ascaris IgG)

IAMHOKOKK
(Echinococcus granulosus 1gG)

Wncrocoma (Schistosoma spp. IgG)

Vrpuua kuweyHas
(Strongyloides stercoralis IgG)

CBMHO# LieneHs
(Taenia solium igG)

Tokcokapa (Toxocara canis 1gG)

TMeyeHouHbIA COCaNnbLIAK
(Fasciola IgG)

Kar. No

EIA3B17

EIA3472

EIA3512

ElA4208

EIA3513

EIA3518

EIA4503

Tpuxunenna (Trichinella spiralis 1gG) EIA3521

Bpema

105"
105"

25!

105"

20

MPOTO30MHBIE MHOEKLMM

Ameba (anTureH B cTyne)
(Entamoeba histolytica Ag stool)

EIA3473

Ameba (Entamoeba histalytica IgG) EIA3474

KpunTocnopuawii (anturex B cryne)

(Cryptosporidium Ag stool)

Nambnva (aHrreH a cryne)
(Giardia Ag stool)

Neitwmanua (Leishmania 1gG)

Tokconnasma IgA
(Toxoplasma gondii IgA)

Tokconaasma IgG
(Toxoplasma gondii IgG)

Tokconnasma IgM
(Toxoplasma gondii IgM)

EIA3467

EIA3477

EIA3492

EIA3B83

EIA3519

EIA3520

45

as'

100

25"

105"

105"

105"

arc

37°C

37°C

37°C

3arc

arc

Konrpanu
(cranpapren)

+, -, Cut-off

+, -, Cut-off

+, - Cut-off

+, -, Cut-off
+,-,50-
100-200 ME/mn

4%, 25
50 - 100 DU/mn

TE/IBMUKHTBI
[POTO30MHbIE UHPEKLIMK

YyscTEMTEND-
HOCTh

100%

100%

100%

100%

88%

87,5%

100%

100%

88%

100%

93%

100%

97%

100%

100%
3,45 ME/mn

100%
2,182 DU/mn

Kon-so
obpasua, MK

Creyudud-

HOCTh

95% 100 pCpn

94% 100 pC pn

85% 100pCpn

100%

100 pC pnl

96 % 100 pCpn

93,3%  100pCpn
100%  100pCpn
100%  100pCpn

Konuuecreo recroe: 96

100% irCr
100%  100pCpn
98% irCr
100% oircr

84%  100pCpn

100 pCpn

98 % 100 pCpn

98 % 100 pCpn

Konnuecrso Tecros: 96

BUPYCHBIE MH®ERKLUN

Hanmerosatine Har. No
BUPYCHbBIE MHDEKLINN
Apevosupyc IgA (Adenovirus IgA)  EIA3445
Agenoeupyc IgG (Adenovirus IgG) ElA3446
Agewosupyc IgM (Adenovirus IgM)  E1A3447
Uuromeranosupyc IgG (CMV IgG) EIA3468
Uuromeranoempyc IgM (CMV 1gM)  E1A3469
Nuxopaaxa aure IgG (Dengue IgG)  EIA3470
B e g Euaers
camesaammren EOVVEAls) 7S
o amren) (RvEA gy E1AS47E
e':::;:ﬁmff (FEFBI\ﬁBNA 1gg) F1A4246
Bupyc 3nwreixa-bapp IgM

(RaepHbiii aHTaren) EIA4247
(EBV-EBNA IgM)

:n:::clrll:;;:mrn repneca 11gG EIA3485
ls:xtll'll;:;mra repneca 1 1gM EipEE
{B:::cll:gcllgcg;m repneca 1+2 IgG Eiksiass
;!::::ﬂ;::;ﬂn}m repneca 142 IgM EiA3490
Bwpyc Npocroro repneca 2 1gG ElA34gT

(HSV 21gG)

Bpemn

105

105"

105

100

105"

105"

105

105"

105"

105"

105'

105

105

105"

105

3rc

37c

37c

37r'c

37'c

ITC

e

37c

3rc

M - moua, pC - p
Cut-off -HoHTpONs OTCeUeHwA, "+" - no

ABBpesUaTypLl 1 CORPALIEHUAT
KT - komHaTHan Temneparypa, +1U - HEoBXOAMM WERKep, € - ChIBOPOTKA Kposu, 1 - NNa3Ma KpoBM,

KpoBw, prl - passege

nnasma kposw, Cr - cTyn,

DU - DRG Units, eaunuiel DRG

P

Npownssogutens: DRG Instruments GmbH, fepmanng
PerucTpauymoHHoe yaocTosepenmne N ®C3 2010/06817 ot 21.05.2010r,,
Ne (3 2009/03994 or 18.03.2009r., Ne ¢C3 2009/03935 ot 10.03.2009r.

Howntponn

(eranpapTel)

+, -, Cut-off

+, -, Cut-off

+, = Cut-off

#-y10-
40-80 DU/ma

+, -, 50-
200-400 DU/mn
+, -, Cut-off

+, =, Cut-off

+, - Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

HyBCTBMTENL-

HOCTL

100%

100%

100%

100%

1,183 DU/mn

100%,

0,83 DU/mn

100%

100%

98,61 %

100%

100%

96,08%

100%

98,11%

100%

95,4%

Creumduy-

HOETE

93,48%

100%

100%

100%

100%

100%

100%

100%

96,36%

100%

96,34%

100%

100%

96,43%

100%

100%

Kon-so
0Bpazua, mkn

100 pC pn

100 pc

100 pC p

100 pC pn

100 pC pll

100 pC ph

100 pCpn

100 pC pn

100 pCpn

100 pC Nt

100 pC ph

100 pC ph

100 pC pn

100 pC pn

100 pC ph

100 pC il

Honuuecrso Tectos: 96

www.drgtech.ru
zakaz@drgtech.ru
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DRG

Texcucrtemc, 3A0

HaumeHosanue Kar. Ne
BUPYCHbIE MHPEKLIWN
[B::‘rf;:::nl;roro IEpre ) EIA3488
i Eia7s2
E:z::;‘:zngllgs EIA3793
:m:‘: :";; ;aM EIA3794
(e BIgR) Ein37os
Pt 3796
Bupyc rpunna B IgM T

(Influenza B IgM)

Bupyc Koph IgG (Measles virus 1gG) EIA3844

3::::|';§3?r.'ﬁ“fg,,u EIA3845
R NOROTTIES  lazaas
ey B azaay
(Parvoi 8191551 En3s03
(Porvoin 81 5) 3504
Hpachyxa (Rubella IgG) EIA3S10
Kpachyxa (Rubella IgM) EIA3511

Fepnec 3ocrep Bupyc IgA (VZV IgA) EIA3522

BUPYCHbBIE MHOEKLIMN
o c oo e e o
05 3I7°C +, -, Cut-off 100% 96,47%  100pC
105" 37°C +, -, Cut-off 97,78% 98,44% 100 pCpl
105 3rC +, -, Cut-off 98,55% 98,21% 100 pCpn
105 3rC +, -, Cut-off 100% 100% 100 pCpfl
105" 37°C +, -, Cut-off 100% 98,48% 100 pCph
105" 37°C +, -, Cut-off 100% 95,92% 100 pCpn
105' 37°c +, -, Cut-off 100% 100%  100pCpn
05 37°¢C +, -, Cut-off 97,01% 100%  100pCpN
105 37°C +, -, Cut-off 100% 100% 100 pCpn
105 37C +, -, Cut-off 93,55% 95,83% 100 pCpn
105 37C +, - Cut-off 100% 97,3% 100 pCpn
105 37°C +, = Cut-off 100% 100%  100pCpn
105" 3Irc +, -, Cut-off 100% 100% 100 pC phl
108! e 50-;6‘0’;‘::%11 O.ASON‘::'MA 100% -
1os'  37°C 150-;;57;#»4:- 1,5?&9119?»«" 100%  100pCen
105 37°C +, -, Cut-off 100% 100%  100pCpn

Konwnyecrao recton: 96

BUPYCHbIE MH®EKLIN
TPUBKOBbLIE MHDEKL|MN

HaumeHoBaHUE Kar. Ng

BUPYCHbIE UHPEKLIMIN

fepnec 3octep supyc IgG (VZV IgG) E1A3523

Tepnec 3octep supyc IgM (VZV IgM) E1A3524

PecnupaTopHbli CHHUMTHANBHBIR

supyc IgA (RSV IgA) EIA3506
PECNMPATOPHBIA CUHLMTHANBHBIA
Bupyc IgG (RSV IgG) EIA3507
PeCnupaTopHbIi CHHLMTHANbHbIF
supyc IgM (RSV IgM) EIA3508
TPUBKOBBLIE MHPEKLIMN
Acneprinn IEG
(Aspergillus fumigatus 1gG) EIAG129
Acni 1gM
perglus EIAB130

(Aspergillus fumigatus lgM)
Kanauaa IgG (Candida albicans IgG) E1A3458

Kaugnaa IgM

(Candida albicans IgM) EIA3459

Bpemn

105

105"

105°

105"

105

108

105

105

108

°C

37°c

3rc

37°c

3rc

37°C

37°C

ABBpesnaTypul ¥ CORPALLEHNA:

KT - komuarHas temnepartypa, +1U - neobxognm weikep, C - colBopotia kposw, - naasma kposu,

M - mova, pC - passeferHan ceiBOPOTHa Kposw, pll - pasene
Cut-off -4OHTPOAL OTceuena, "+" - NOACHKMTENLHBIA KOHTPaNY,

DU - DRG Units, eannmue: DRG

rnnaiama kpoewm, Cr - cryn,
OTPMLATENEHbIR KOHTDOAL

Mpouseoaurens: DRG Instruments GmbH, lfepmanna
PeructpaumonHoe ypoctosepenue No ©C3 2010/06817 or 21.05.2010r.,
Ne ¢:C3 2009/03994 o1 18.03.2009r., N2 #C3 2009/03935 ot 10.03.2009r.

Kowrponm
(cTanaapTel)

+, -, Cut-off

+, -, Cut-off

+, = Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

+, -, Cut-off

Yyacrautens-  Cneuudud-  Kon-so
HOCTB HOCTe  06pa3ua, MK
100% 100% 100 pC pn
100% 100% 100 pCpnl
85,7% 100% 100 pC
100% 100% 100 pC
100 pC
Konuuecrso recros: 96
100% 95,65% 100 pCpn
90,91% 100% 100 pC pn
100% 98% 100 pC
100% 100% 100 pC

Hoawuecrso recroa: 96

www.drgtech.ru
zakaz@drgtech.ru
+7 (499) 277 0720




: LI
DBG BAKTEPUASTBHBIE MHPEKLIMIN BAKTEPUA/IBHBIE MHEKLMA

Texcucremc, 3A0

Hanmenosanie Kar. Ne Bpemn °C KakTpau Syecrantens-  Cnedqubuy- _Han-so Hanmenosanve Kar. Ne Bpema  °C
(cranpapTel) HOCTB Hocte  0Bpasya, mkn
BAKTEPUA/IbHBIE UHPEKLIMA BAKTEPUA/IBHBIE UHPEKLIMAM
Kasomous JeA ElA3449 108 37°C +,-, Cut-off 94,7% 98,4%  100pCpn Nenrocrpa [gM . .
(Bordetella pertussis/toxin IgA) ¥ 3 & {Leptospira igM) EIA5752 105’ 3rc
Kokniow IgG
EIA3450 105" 37°C +, -, Cut-off 95,49% 95,24% 100 pC pn AHTHTENA K NErMoHenne \
(Bordetella pertussis/toxin 1gG) (Legionelia IgA, IgG, IgM) ElIA2814 75 KT
Kokniow IgM < i
(Bordetella pertussis/toxin [gM) ElA3451 105" 3rc +, =, Cut-off 100% 100% 100 pC pn Muronnaima IgG _ FIA3499 105" 37°C
{Mycoplasma pneumoniae IgG)
Boppenua IgG peomBHHaHTHBIA 5 = + 100 pC pn
{Borrelia IgG ) ElA4289 120' 37°C 2-200 E/mn 94,1% 98,3% PCMIK T —
EIA3500 108 37°c
Boppenna IgM peromBUHaHTHBIA — ) . + - " 100 pC pn (Mycoplasma pneumoniae IgM)
(Borrelia IgM) 2 120 3rc 2-100 E/mn 1 95 DO
Bpyuenna IgG (Brucella IgG) EIA3455 105 rc +, = Cut-off 100% 100% 100 pCpfl
Bpyuenna IgM (Brucella IgM) EIA3456 108' 37°C +, =, Cut-off 100% 100% 100 pC pn
Xnamugua IgA ' -
(Chlamydia trachomatis IgA} EIA3461 105 37rc +, -, Cut-off 95,45% 98,21% 100 pCpn
Xnamugma lgG \ - " .
(Chlamydia trachomatis IgG) ElA3462 105 37°C +, -, Cut-off 100% 100% 100pCpn
Xnamuguna lgM i ;
(Chlamydia trachomatis IgM) EIA3463 105 37rc +, -, Cut-off 100% 100% 100 pC pn
Xnamugna IgA | .
(Chiamydia pneumaniae IgA) ElA2942  150'  37°C +, -, Cut-off 96% 99%  10pCpN
Xnamugwa IgG i i
(Chlamydia pneumaniae IgG) ElA3912 105’ 37°c + -, Cut off 91,67% 95,12% 100 pCpn
CronGHsuHbIN TOKCHH 156G 3 s +,-,0,2-
{Tetanus toxin 1gG) EIA3514 105 37°C 0,5-1,0 ME/mn 0,004ME/mn 100 pC pn
Xenuxobakrep IgA . . +, 15
(Helicobacter IgA) EiA3483 105 37°C 50-150 DU/ma 100% 100% 100pCpn
XenukoGakrep IgG , . +-,15-
(Helicobacter 1gG) ElA3484 105 37°C 75-150 DU/ma 100% 100% 100 pC phl
Xenurobaxrep IgM :
[Helicobacter Igh1) ElA2iil 80 KT 80% 97,7%  100pC
MNtentacnwpa lgG EIAS7S1 105 37°C + -, Cut off 100% 97,37%  100pCpN

(Leptospira IgG)

Honuuecrso recros: 96

ABGpeanaTyphl M COKPALLEHMUA
KT - KomHaTHaA TemnepaTypa, +1U - Heobxoaum welikep, C - coiBopoTHA KPOBM, I - NN33M KPOBK
PC - passefienHan CuiBOPOTKA KPoaw, pll - pazseaeHHan NNa3Ma kpow, PCVIMK -pazBeaeHHAn CIMHHO-MOIFOBAR MWAKOCTE
Cut-off -koHTpoNL OTCEUeHMA, "+ - noA i KOHTPON, "™ KOHTPOAL
DU - DRG Units, eanriub DRG

Mpow3eogutent: DRG Instruments GmbH, fepmanmna
PeructpaumroxHoe yocTosepexne Ne @C3 2010/06817 ot 21.05.2010r.,
e ©C3 2009/03994 ov 18.03.2009r,, Ne $C3 2008/03535 or 10.03.2009r.

HKoutponu
{cTangapTol)

+

-, Cut off

-, Cut-off

-, Cut-off

-, Cut-off

YypcrBMTenb-

HOCTH.

100%

92,3%

92,11%

100%

Cneyuduy-  Hon-so

HOCTe  0BPa3Ua, MKA

96%  100pCpM

88,9% 100 pC

100% 100pCen

100% 100 pCpn

Konwuecrso Tecros: 96

www.drgtech.ru
zakaz@drgtech.ru

+7 (499) 277 0720




' i} XPOMOTEHHBIE CPEIbI U v
MPOM3BO/ICTBA

Texcuctemc, 3A0 CHROMAGAR, ®PAHUMNA

06vem Obvem
Onpegennembie OBpasey B a4 °C F Onpegenaemble Obpazey o i~
HaumeHoBaHHe Kar.Ng ol e e riogesa pems, raTescH HavmeHoBsaHHe Hat.Na i finin riocses Bpema,y  °C roToBoi
cpeapl, Ma cpeapl, mn
K/AMHHUYECKAA MIUKPOBMO/IOMNA NPOMBILUISIEHHAA MINKPOBMO/I0MA, UCC/IELOBAHUA BOAbI
Candida albicans, MokpaTa, Koma, ) M
CHROMagar™ Candida CA222 Candida tropicalis, MOH3, BArMHENbHBIE 48 30-37 5000 R V. pam‘ﬁaemofy‘n:us, OPENPOAYKTSI,
Condida krusei o6pastb! CHROMagar™ Vibrio VB912 V. vulnificus, Mmopckan Boaa, 24 37 5000
V. cholerae derandi
E.coli, Enterococcus,
i MepepaboraHHasn
CHROMagar™ Ki_ehsreﬂa, Enterobacter, 18-
s RT412 Citrobacter, Proteus, Moua 24 37 5000 . nLa, chipbie
Orientation Pisiidimni, Satreus, CHROMagar™ E.coli EC168 E. coli MaTepuansi, Boaa, 24 7 5000
S.saprophyticus MONOKD, 0Bpa3Ubl
OKPYMEOWeR cpegsl
CHROMagar™ Stonh Bursie Pakbi, MOKpOTa,
Staph. Aureus The72 il 0Bpaiusl AU L W 5000 Nepepaborarnan
E. coli v NHLWA, Chipbie
i Saimaonello spp.: CHROMagar™ ECC 1382 KonuBopMHbIE maTepuansl, 80a3, 24 37 5000
CHROMagar 3 OBpa3us kposu Gakrepin MOAOKD, 0Bpa3Lbl
SA132 S.typhi, 24 37 5000 e
Salmonella S raibbi WAK CTyna OKPYREIOWEN Cpesbl
Streptococcus E. coliw
BarnsansHsie CHROMagar™
iactic N 5000
CHROMagar™ ?g:;caae iipassi. » 4 Liquid ECC EL382 ;:ﬂ)‘:::o“zmnme Bopa 24 37
Strep B 58282 PEKTaNnbHbIE Ma3kKK, 5000 P
CTPenToKOKK
tpynnet B) Pexanun DEKBNUN KHBOTHBIX
ANK YenoBexa,
Hazanbhbie, CHROMagar™ 0157 (227 E. coli 0157 CRERLIEA ARYDAR 24 37 5000
PEINUCTEHTHBIE K METHLIMANMHY nepHHeanbHbie, & of6pa3upl,
CHROMagar™ MRSA MR502 2 24 37 5000
S.aureus peKTanbHbIE, NOAYMEHHBIE OT
ropTaHHbie 06pasubl HHMBOTHbIX
™ OBpaausl M 1
N DeaoreLLIEN AAMKEAWLAY CHROMagar™ Listeria  LM852 L moenacytogenes = SO 24 37 5000
CHROMagar™ VRE VRI52 £ faecalis, E.foecium Cryn 24 37 5000
CHROMagar™ TMoao3puTenshsie
pada & LK970 L maonocytogenes HONGHUIA M3 24 37 250
CHROMagar™ "Tipaw - " yeroRmBsie Listeira Identine CHROMagar™ Listeria
KPC supplement K kapBaneHemam: E.coli, PeKTanbHbliA Ma3oK, 18-
T iy PI02 Klebsiello, Enterobacter, ¥an el L Salmonella spp.:
Citrobacter, Pseudomonas S.typhi, Muwa, maco,
CHROMagar™ S.paratyphi A, caemnE RHLA,
’ ' 5000
CHROMagar™ "lpam - " npogyuenTsl ESBL: Salmonella Plus SA162 NaKTo30- MOAOHHIA G Az
i - i 18-
ESBL supplement 5372 E.coli, Klebs'lelh{. PekTansHbiit masok, 37 5000 NOAOKUTENBHAR NPOAYKUMA W T.M,
[ Enterobacter, Citrobacter, kan 24 Salmonella
8 cpeani CAROMgar Oreetaton (1412) Proteis
Cryn,
Rambach™ Agar RR701 Salmonella ¥ 24 37 5000

HPOBAHOR M30NAT

www.drgtech.ru

M dop o Ha caire: = TR
CHR Magar WWW Ch romaga r ru PerucrpauMnHHmra yaocroseperine Ne QCEEZO'CB;"O38;9 o1 03.03.2010 . Zakaz@drgtECh ru
: i +7 (499) 277 0720

MuoHep XpOMOreHHsIX cpep,




POMOTEHHbIE CPE,LH%I'\»_.;

3B0ACTBA
PPAHUMA
OBAHUIH*

DRG:HYBRiDeXL

ABTOMaTUYECKMIi UMMYHO(EpPMEHTHbI aHanu3aTop

. OMAG:
\JWIAY'-IHHX C

HaumeHosarHue

CHROMagar™ Candida Plus
5000 mn, Kat. Ne CA242

CHROMagar™ mSuperCARBA
5000 mn, Kat. Na 5C172

CHROMagar™ Lin R
5000 mn, Kar. Ne LN762

CHROMagar™ C3GR
5000 mn, Kar. N2 CGRT2

CHROMagar™ Malassezia
5000 mn, Kar.Ne MZ282
CHROMagar™ Y.enterocolitica

5000 mn, Kar. Ne YE492

CHROMagar™ MH Orientation
5000 mn, Kar. No MH482

CHROMagar™ Acinetobacter
5000 mn, Kar. Ne ACO92

CHROMagar™ Pseudomonas
5000 mn, Kar. Ne PS832

CHROMagar™ STEC
5000 mn, Kat.Ne 5T162

CHROMagar™ B.cepacia
5000 mn, Kar. Ne BK992

CHROMagar™ C. difficile
5000 mn, Kar. Ne CD122

CHROMagar™ Campylobacter
5000 mn, Kat. Ne CP572
CHROMagar™ B.cereus
5000 mn, Kar. Ne BC732

CHROMagar™ Mastitis
5000 mn, Kar. Ne M5252

M- — 3,

HazHaueHue

NA OEHAPYMEHUA ¥ ANDDEPEHLMALIAW
OCHOBHBIX KNMHUMECKI JHAHHMBIX
sngoe Candida, B Tom uncne Cauris
ANA 0GHAPYMEHWA ¥ M30NALMK
kapBaneHemabi-NPoayLMPyIoWKX.
Enterobacteriaceae (CPE)

A17 0GHapYHeHHA M AuddepeHunavmin
rpam (+) BaxTepuil, pE3HCTEHTHBIX K
NHHE30NHAY

A7 BicTporo oBHapymeHua
3HTEpobaKTEPUI - NPOAYLEHTOB
GeTa-NaKTamas, PeanCTeHTHbIX K
LedanocnoprHam 3-ro NOKoNeHWA

AA5 OBHAPYMEHUA 1

Malassezia spp.

ANA 0BHAPYHEHNA ¥ AMDHEPEHUHALMM
natorenHsix wr. Yersinia enterocolitica
XpOMOTeHHbIA arap Mionnepa-XuHToHa
(Ana guarnoctim UM u
YCKOPEHHOTO DNpeAeneHnn
AHTMBMOTKOSY BCTAMTEABHOCTH)

Ans obHapywenua Acinetobacter

W NONMPEIUCTEHTHBIX Acinetobocter spp.

BNA BbIAEAEHNA W OBHAPYKEHNA
suaoe Pseudomonas

ANA 0BHAPYHeHUA LLIMTa-TOKCHH-
npoayuupytoux E.coli

A17 0BHapYReHUA M noacHeTa
womnnekca Burkholderia cepacia

AR OBHApyMEHNA

WniyBauna

30-37 °C, 24-48y.

35-37°C, 18-24u.

35-37°C, 36-48 u.

35-37°C, 18-24 4.

30-37°C, 724,

30°C+2°C 36-48u.

35-37°C, 18-24y,

B HEKOTOPBIX CAYHaRX 8 4

35-37°C, 18-24y4

30°C, 24-36.

35-37°C, 18-24y.

35°C-37°C,36-724./
30°C-35°C,36-72 4.
(NOAPOBHO B MHCTPYKLMM

no npUMeHeHuio)

35-37°C, 244

Clostridioides difficile
GHal 3

208 0BHapykeHna, AnddepeHLMaLMn "
W noacyeTa rTepmoTonepaHTHeix Campylobacter
ANA OBHAPYHEHWA M NoAcYeTa "
BanTepwmii rpynne Bacillus cereus 307G 1244
ANR BHAENEHUA M AMbPEpeHLnaLM —
OCHOBHLIX NATOTEHOB, BbIShIBAMLLAX MACTHT

ST

* He mmeioT per o Poc:

® OpueHTauus Ha nonb3oBaTens
® aBTOMaTU3auusa HULLEBbIX UCCreaoBaHUN
® 3¢ hpeKTUBHOCTL ® rMOKOCTL ® COYETaeMOCThb

17-OH-lMporectepoH

TecTOoCTEPOH CBOOOAHLIN

DRGHYBRiDXL
D-aumep

C-peamusumﬁ@eﬂgx’

NHcynuH

MuKnpoBaHHbIW FEMOT. MH
poBa emorno6

PeHuH"

& DRGS
AnbaocTepoH”

MpoKanbLUUTOHWUH}

Hoﬁpoﬁuas:\udﬁopmaunn 0 NPOAYKLMK Ha calfTe:
Wva.chromagar. ru

-

MpouzeoanTens: DRG Instruments GmbH, Ffepmanmna
PerucTpaunonHoe yaocToseperme N P3H 2022/16963 ot 19.04.2022r,
HaBopbl peareHTOR TAKKE HMEIOT PErHCTPALMAHHSIE .
YADCTOBEPEHUA POCIAPABHAA30PA.

CHRl\(/I

agar

',_HMOHep XPOMOTEHHBIX Cpef,
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3A0 "APT Texcucremc”

117218, r. Mocksa

HosouepemywkuHckan yn., 4. 34, kopn. 1, oh.2

Texcunereme, 3A0 Ten.: (499) 277-07-20, E-mail: zakaz@drgtech.ru
www.drgtech.ru / www.chromagar.ru




Product List — CE Marked

Certified by

ISO 13485:2016

EC — Directive 98/ 79 EC
For In-Vitro-Diagnostics

2020-02-1
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NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

NovalLisa ® Virology

Prod. No. Name

ADVA0010 Adenovirus IgA

ADVGO0010 Adenovirus 1gG

ADVMO0010 Adenovirus IgM

CHIG0590 Chikungunya Virus 1gG capture
CHIMO0590 Chikungunya Virus IgM p-capture
CMVGO0110 Cytomegalovirus (CMV) I1gG
ACMV7110 Avidity Cytomegalovirus (CMV) IgG
CMVMO0110 Cytomegalovirus (CMV) IgM
DENGO0120 Dengue Virus 1gG

DENMO0120 Dengue Virus IgM

DVMO0640 Dengue Virus IgM p-capture
NS1D4020 Dengue Virus NS1 Antigen
EBVAQ0150 Epstein-Barr Virus (VCA) IgA
EBVG0150 Epstein-Barr Virus (VCA) 1gG
AEBV7150 Avidity Epstein-Barr Virus (VCA) IgG
EBVMO0150 Epstein-Barr Virus (VCA) IgM
EBVGO0580 Epstein-Barr Virus (EBNA) 1gG
HANGO0670 Hantavirus 19G

HANMO0670 Hantavirus IgM

HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSVG0250 Herpes simplex Virus 1+2 (HSV) 1gG
HSVMO0250 Herpes simplex Virus 1+2 (HSV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
INFA0290 Influenza Virus A IgA

INFG0290 Influenza Virus A I1gG

INFM0290 Influenza Virus A IgM

INFA0300 Influenza Virus B 1gA

INFG0300 Influenza Virus B 1gG

INFMO0300 Influenza Virus B IgM

MEAGO0330 Measles Virus 1gG

AMEA7330 Avidity Measles Virus 1gG
MEAMO0330 Measles Virus IgM

MUMGO0340 Mumps Virus 1gG

MUMMO0340 Mumps Virus IgM

PAIA0360 Parainfluenza Virus 1,2,3 IgA
PAIG0360 Parainfluenza Virus 1,2,3 1gG
PARGO0370 Parvovirus B 19 I1gG

PARMO0370 Parvovirus B 19 IgM

RSVAO0380 Respiratory syncytial Virus IgA
RSVG0380 Respiratory syncytial Virus 1gG
RSVMO0380 Respiratory syncytial Virus IgM
RUBG0400 Rubella Virus 1gG

2

20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

ARUB7400 Avidity Rubella Virus 1gG

RUBMO0400 Rubella Virus IgM p-capture
TICG0440 TBE / FSME 1gG

TICMO0440 TBE / FSME IgM

PTICG044 TBE / FSME 1gG plus

VZVA0490 Varicella-Zoster Virus (VZV) IgA
VZVG0490 Varicella-Zoster Virus (VZV) 1gG
VZVM0490 Varicella-Zoster Virus (VZV) IgM
ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture

NovalLisa Bacteriology

Prod. No. Name

BAR0900 Bartonella

BOPA0030 Bordetella pertussis IgA

BOPGO0030 Bordetella pertussis 1gG

BOPMO0030 Bordetella pertussis IgM

BPTAO0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) IgG
BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

BRUGO0050 Brucella 1gG

BRUMO0050 Brucella IgM

CHLAO0070 Chlamydia trachomatis IgA
CHLGO0070 Chlamydia trachomatis 1gG
CHLMO0070 Chlamydia trachomatis IgM
CHLAO510 Chlamydia pneumoniae IgA
CHLGO0510 Chlamydia pneumoniae I1gG
CHLMO510 Chlamydia pneumoniae IgM
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
COX1G0600 Coxiella burnetii (Q-Fever) Phase 1 IgG
COX2G0600 Coxiella burnetii (Q-Fever) Phase 2 IgG
COX2M0600 Coxiella burnetii (Q-Fever) Phase 2 IgM
HELAO0220 Helicobacter pylori IgA

HELG0220 Helicobacter pylori 19G

PHELAO022 Helicobacter pylori IgA plus
PHELGO022 Helicobacter pylori 1gG plus
LEGG0650 Legionella Pneumophila 1IgG
LEGMO0650 Legionella Pneumophila IgM
LEPGO0660 Leptospira IgG

LEPMO0660 Leptospira IgM

20022020-BZ



NovAaATEC

ImMmunDiagNnOsTICA GmvBH

¥

MYCAO0350 Mycoplasma pneumoniae IgA
MYCGO0350 Mycoplasma pneumoniae 1gG
MYCMO0350 Mycoplasma pneumoniae IgM
TETG0430 Clostridium tetani toxin IgG
TETG5043 Clostridium tetani toxin 5S 1gG
PTETGO043 Clostridium tetani toxin 5S IgG plus
NovalLisa Parasites

Prod. No. Name

CHAGO0560 Chagas (Trypanosoma cruzi) 19G
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

TOXA0460 Toxoplasma gondii IgA
TOXG0460 Toxoplasma gondii 1gG
ATOX7460 Avidity Toxoplasma gondii 1gG
TOXMO0460 Toxoplasma gondii IgM p-capture
NovalLisa Worms

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
ECHGO0130 Echinococcus IgG

FILO760 Filariasis

SCHGO0410 Schistosoma mansoni 1gG
SCHMO0410 Schistosoma mansoni IgM
STRO0690 Strongyloides

TAEG0420 Taenia solium IgG
TOCGO0450 Toxocara canis 1gG
TRIG0480 Trichinella spiralis 1gG
Novalisa Fungi

Prod. No. Name

ASPG0680 Aspergillus fumigatus IgG
ASPM0680 Aspergillus fumigatus IgM
CANAO0060 Candida albicans IgA
CANGO0060 Candida albicans IgG
CANMO060 Candida albicans IgM

20022020-BZ



NovAaATEC

_

ImMmunDiagNnOsTICA GmvBH

®

NovalLisa Hormones

THYROID HORMONES
(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
ATG1010 Anti-TG
ATP0O1020 Anti-TPO
FT41050 Free T4
TSH1030 TSH
Hormones

STEROID HORMONES
(ELISAs for the determination of steroid hormones

in plasma and serum)

Prod. No. Name

DNOVO001 Cortisol
DNOV002 Testosterone
DNOVO003 17 beta-Estradiol
DNOV004 17-OH Progesterone
DNOV005 DHEA-S
DNOVO006 Progesterone
DNOV008 Androstenedione
DNOV009 Free Testosterone
DNOV011 Total Estriol
DNOV012 Aldosterone

STEROID HORMONES IN URINE

(ELISAs for the determination of steroid hormones i n urine)
Prod. No. Name

DNOVO010 Urinary Cortisol

STEROID HORMONES IN SALIVA

(ELISAs for the determination of steroid hormones i n saliva)
Prod. No. Name

DSNOV20 Cortisol Saliva

DSNOV21 Testosterone Saliva

DSNOV24 DHEA-S Saliva

DSNOV27 Androstenedione Saliva

20022020-BZ



NovAaATEC

_

ImMmunDiagNnOsTICA GmvBH

PROTEIN HORMONES

(ELISAs for the determination of proteins in plasma and serum)
Prod. No. Name

DNOV030 LH

DNOV031 FSH

DNOV032 Prolactin

DNOV033 AFP

DNOV034 beta HCG

THYROID HORMONES

(ELISAs for the determination of thyroid hormones a

nd antibodies)

Prod. No. Name
DNOVO051 Free T3
DNOVO053 Total T3
DNOV054 Total T4
DNOV057 Thyroglobulin

DIABETES MONITORING
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV111 Insulin
DNOV112 C-Peptide

CIRCULATING IMMUNO COMPLEXES
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV093 CIC-Clq
DNOV094 CIC-C3d
DNOV096 CH-50

TUMOR MARKERS
(ELISAs for the determination of specific analytes

in plasma and serum)

Prod. No. Name
DNOV 060 CEA
DNOV061 CA 125
DNOV062 CA 15-3
DNOV063 CA 19-9

20022020-BZ
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MISCELLANEOUS

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

DNOV100 Ferritin

DNOV101 HGH

DNOV102 IgE

NovaLisa ® Autoimmune

Autoimmune

(ELISAs for the determination of specific autoimmun e antibodies)
Prod. No. Name

ATG1010 Anti-TG

ATP01020 Anti-TPO

Rheumatology

(ELISAs for the determination of specific analytes in plasma and serum)
Prod. No. Name

RFM3010 Rheumatoid Factor IgM

NovaLisa ®© Recombinant Antigens
Prod. No. Name

BORGO0040 Borrelia burgdorferi 1gG

BORMO0040 Borrelia burgdorferi IgM

CHAGO0560 Chagas (Trypanosoma cruzi) IgG
TRYPO0570 Chagas

HANGO0670 Hantavirus IgG

HANMO0670 Hantavirus IgM

HELAO0220 Helicobacter pylori IgA

PHELAO022 Helicobacter pylori IgA plus
HEVGO0780 Hepatitis E Virus (HEV) IgG
HEVMO0780 Hepatitis E Virus (HEV) IgM
HSV1G0500 Herpes simples Virus 1 (HSV 1) IgG
HSV1M0500 Herpes simplex Virus 1 (HSV 1) IgM
HSV2G0540 Herpes simplex Virus 2 (HSV 2) IgG
HSV2M0540 Herpes simplex Virus 2 (HSV 2) IgM
MALO0620 Malaria

STRO0690 Strongyloides

ZVGO0790 Zika Virus IgG capture

ZVMO0790 Zika Virus IgM p-capture
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NovaLisa © Quantitative Assays (WHO standardized)
Prod. No. Name

BPTA0610

Bordetella pertussis toxin (PT) IgA

BPTG0610 Bordetella pertussis toxin (PT) IgG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebycterium diphtheriae toxin 5S IgG plus
RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani toxin 5S IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

Novalisa Quantitative Assays

Prod. No. Name

ATG1010 Anti-TG

ATPO1020 Anti-TPO

BPTA0610 Bordetella pertussis toxin (PT) IgA
BPTG0610 Bordetella pertussis toxin (PT) 1gG
CORG0090 Corynebacterium diphtheriae toxin 1gG
CORG5009 Corynebacterium diphtheriae toxin 5S 1gG
PCORGO009 Corynebacterium diphtheriae toxin 5S 1gG plus
FT41050 Free T4

HELAO0220 Helicobacter pylori IgA

HELGO0220 Helicobacter pylori IgG

PHELAO022 Helicobacter pylori IgA plus

PHELGO022 Helicobacter pylori 1IgG plus

RFM3010 Rheumatoid Factor IgM

RUBG0400 Rubella Virus IgG

ARUB7400 Avidity Rubella Virus 1gG

TETG0430 Clostridium tetani toxin IgG

TETG5043 Clostridium tetani 5S toxin IgG
PTETGO043 Clostridium tetani toxin 5S IgG plus
TICG0440 TBE / FSME 1gG

PTICGO044 TBE / FSME 1gG plus

TOXG0460 Toxoplasma gondii IgG

ATOX7460 Avidity Toxoplasma gondii IgG

TSH1030 TSH

20022020-BZ
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Antigen Assays

Prod. No. Name

NS1D4020 Dengue Virus NS1 Antigen
NovaLisa © IgM p-capture Assays
Prod. No. Name

CHIMO0590 Chikungunya Virus IgM p-capture
DVMO0640 Dengue Virus IgM p-capture
RUBMO0400 Rubella Virus IgM p-capture
TOXMO0460 Toxoplasma gondii IgM p-capture
ZVMO0790 Zika Virus IgM p-capture
NovaLisa ® Antibody Assays

Prod. No. Name

ASCG0020 Ascaris lumbricoides 1gG
CHAGO0560 Chagas (Trypanosoma cruzi) 1gG
TRYPO0570 Chagas

ENTGO0140 Entamoeba histolytica 1gG
LEIG0310 Leishmania infantum 1gG
MALO0620 Malaria

STRO0690 Strongyloides

TAEG0420 Taenia solium IgG

TOCGO0450 Toxocara canis 1gG

TRIG0480 Trichinella spiralis 19G
NovaLisa ®© Avidity Assays

Prod. No. Name

ACMV7110 Avidity Cytomegalovirus (CMV) IgG
AEBV7150 Avidity Epstein-Barr Virus (VCA) 1gG
AMEA7330 Avidity Measles Virus 1gG
ARUB7400 Avidity Rubella Virus 1gG
ATOX7460 Avidity Toxoplasma gondii IgG
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NovaLisa
Prod. No.

®

Liquor Diagnostic
Name

BORG0040
BORMO0040

Borrelia burgdorferi 1gG
Borrelia burgdorferi IgM
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Novalisa®

Novalisa® is the IVD ELISA Kits product line for the human market. We offer a wide range of
products with focus on Infectious Diseases: Virology, Bacteriology, Parasites, Worms and Fungi.
All the reagents are ready to use and user friendly.

m CE approved

m Standardized methods

m Ready-to-use, color-coded reagents

m Special IgM-buffer to avoid interferences with rheumatoid factors
= EIAs with cut-off-controls

m Snap-off microtiter strips

m QC performed manually as well as on several automated systems

= Avidity tests available

GOLD

STANDARD
DIAGNOSTICS



Virology | Order No. Virology | Order No.
Adenovirus IgA ADVAOO10 SARS-CoV-2 (COVID-19) IgA COVA0940
Adenovirus IgG ADVGOO010 SARS-CoV-2 (COVID-19) IgG COVG0940
Adenovirus IgM ADVMOO010 SARS-CoV-2 (COVID-19) IgM COVMO0940
Chikungunya Virus IgG capture CHIG0590 GSD Novalisa SARS-CoV-2 quantitative IgG CVGQO0970
Chikungunya Virus IgM p-capture CHIMO0590 TBE / FSME 1gG *** TICG0440
Cytomegalovirus (CMV) IgG CMVGOT10 TBE / FSME IgM TICMO0440
Avidity Cytomegalovirus (CMV) IgG ACMV7110 TBE / FSME IgG plus *** PTICGO44
Cytomegalovirus (CMV) IgM CMVMO110 Varicella-Zoster Virus (VZV) IgA VZVA0490
Dengue Virus IgG DENGO120 Varicella-Zoster Virus (VZV) I9G VZVG0490
Dengue Virus IgM DENMO120 Varicella-Zoster Virus (VZV) IgM VZVMO0490
Dengue Virus IgM p-capture DVMO0640 Zika Virus IgG capture * ZVG0790
Dengue Virus NS1 Antigen NS1D4020 Zika Virus IgM p-capture * ZVMO0790
Epstein-Barr Virus (VCA) IgA EBVAOQO150

Epstein-Barr Virus (VCA) IgG EBVGO150 Bacteriology ‘ Order No.
Avidity Epstein-Barr Virus (VCA) IgG AEBV7150

Epstein-Barr Virus (VCA) IgM EBVMO150 Bartonella BARO900
Epstein-Barr Virus (EBNA) IgG EBVGO0580 Bordetella pertussis IgA BOPAOO30
Hantavirus IgG * HANGO0670 Bordetella pertussis IgG BOPGO0030
Hantavirus IgM * HANMO670 Bordetella pertussis IgM BOPMO0030
Hepatitis E Virus (HEV) IgG * HEVGO0780 Bordetella pertussis toxin (PT) IgA ** BPTAO6G10
Hepatitis E Virus (HEV) IgM * HEVMO0780 Bordetella pertussis toxin (PT) IgG ** BPTGO0610
Herpes simplex Virus 1+2 (HSV) IgG HSVG0250 Borrelia burgdorferi IgG * BORG0040
Herpes simplex Virus 142 (HSV) IgM HSVMO0250 Borrelia burgdorferi IgM * BORMO040
Herpes simples Virus 1 (HSV-1) IgG * HSV1G0500 Brucella IgG BRUGO050
Herpes simplex Virus 1 (HSV-1) IgM * HSVIMO500 Brucella IgM BRUMOO050
Herpes simplex Virus 2 (HSV-2) IgG * HSV2G0540 Chlamydia trachomatis IgA CHLAOO70
Herpes simplex Virus 2 (HSV-2) IgM* HSV2MO0540 Chlamydia trachomatis I1gG CHLGO070
Influenza Virus A IgA INFAO290 Chlamydia trachomatis IgM CHLMO0070
Influenza Virus A 1IgG INFG0290 Chlamydia pneumoniae IgA CHLAO510
Influenza Virus A IgM INFM0290 Chlamydia pneumoniae IgG CHLGO510
Influenza Virus B IgA INFAO300 Chlamydia pneumoniae IgM CHLMO510
Influenza Virus B 1gG INFGO300 Corynebacterium diphtheriae toxin IgG ** CORGO0090
Influenza Virus A IgM INFMO300 Corynebacterium diphtheriae toxin 55 1IgG ** CORG5009
Measles Virus IgG MEAGO0330 Corynebycterium diphtheriae toxin 5S IgG plus ** PCORG5009
Avidity Measles Virus IgG AMEA7330 Helicobacter pylori IgA * *** HELAO0220
Measles Virus IgM MEAMO330 Helicobacter pylori IgG *** HELG0220
Mumps Virus 1gG MUMGO0340 Helicobacter pylori IgA plus * *** PHELAO22
Mumps Virus IgM MUMMO0340 Helicobacter pylori IgG plus *** PHELG022
Parainfluenza Virus 1,2,3 IgA PAIAO360 Legionella pneumophila IgG LEGG0650
Parainfluenza Virus 1,2,3 1gG PAIG0360 Legionella pneumophila IgM LEGMO0650
Parvovirus B19 1gG * PARGO0370 Leptospira IgG LEPG0660
Parvovirus B19 IgM * PARMO370 Leptospira IgM LEPMO660
Respiratory syncytial Virus IgA RSVA0380 Mycoplasma pneumoniae IgA MYCAO350
Respiratory syncytial Virus IgG RSVG0380 Mycoplasma pneumoniae IgG MYCGO0350
Respiratory syncytial Virus IgM RSVMO0380 Mycoplasma pneumoniae IgM MYCMO350
Rubella Virus IgG ** RUBG0400 Clostridium tetani toxin IgG ** TETG0430
Avidity Rubella Virus IgG *** ARUB7400 Clostridium tetani toxin 55 IgG ** TETG5043
Rubella Virus IgM p-capture RUBMO0400 Clostridium tetani toxin 55 IgG plus ** PTETGO043



Parasites | Order No. Hormones | Order No.

Chagas (Trypanosoma cruzi) 1IgG * CHAGO560 Urinary Cortisol DNOVO10
Chagas * TRYPO570 Cortisol Saliva DSNOV20
Entamoeba histolytica IgG ENTGO140 Testosterone Saliva DSNOV21
Leishmania infantum 1gG LEIGO310 DHEA-S Saliva DSNOV24
Malaria * MALO0620 Androstenedione Saliva DSNOV27
Toxoplasma gondii IgA TOXA0460 LH (Lutenizing Hormone) DNOV030
Toxoplasma gondii IgG ** TOXG0460 FSH (Follicle Stimulating Hormone) DNOVO031
Avidity Toxoplasma gondii IgG ** ATOX7460 Prolactin DNOV032
Toxoplasma gondii IgM p-capture TOXMO0460 AFP (alpha-Fetoprotein Precursor) DNOV033
beta HCG DNOVO34
Worms | OrderNo.  Anti-TG* ATGI010
ANti-TPO * ATPO1020
Ascaris lumbricoides IgG ASCG0020 Rheumatoid Factor IgM ** RFM3010
Echinococcus IgG ECHGO130 Insulin DNOVIN
Filariasis FILO760 C-Peptide DNOVII2
Schistosoma mansoni IgG SCHGO0410 CIC-Clq DNOV093
Schistosoma mansoni IgM SCHMO0410 CIC-C3d DNOV094
Strongyloides * STRO0690 CH-50 DNOV096
Taenia solium IgG TAEG0420 CEA DNOVO60
Toxocara canis IgG TOCG0450 CA 125 DNOVO062
Trichinella spiralis IgG TRIGO480 CA15-3 DNOV063
CA19-9 DNOVO64
Fungi ‘ Order No. Ferritin DNOV100
HGH DNOV101
Aspergillus fumigatus IgG ASPG0680 IgE DNOV102
Aspergillus fumigatus IgM ASPMO0680 ANti-TG *** ATG1010
Candida albicans IgA CANAOO060 ANti-TPO *** ATPO1020
Candida albicans IgG CANGO060 Free T4 *** FT41050
Candida albicans IgM CANMOO060 TSH ** TSH1030
Free T3 DNOVO5I
Autoimmune | OrderNo.  TotalT3 DNOVOS53
Total T4 DNOVO54
Anti-TG * ATCI1010 Thyroglobulin DNOVO057
Anti-TPO * ATPO1020 Cortisol DNOVOOT
Rheumatoid Factor IgM ** RFM3010 Testosterone DNOV002
17 beta-Estradiol DNOV003
17-OH Progesterone DNOVO0O4
DHEA-S DNOVO005
Progesterone DNOV006
Androstenedione DNOV008
* Recombinant antigen Free Testosterone DNOV009
** Quantitative assays (WHO standardized) Total Estriol DNOVOT
*** Quantitative assays Aldosterone DNOVO12
GERMANY INTERNATIONAL USA
Virotech Diagnostics GmbH Novatec Immundiagnostica GmbH Gold Standard Diagnostics, Inc.
GOLD Loéwenplatz 5, Waldstrasse 23 A6 2795 2m Street, Suite 300
STAN DARD 63428 RL’\#sc\sf\aﬂwﬂ Cm Ma'\ ) 6312<ﬁ D'\cum“badw. Germany ‘[3avE.‘CA 95618
info@virotechdiagnostics.com info@novatec-id.com info@gsdx.us

DIAGNOSTICS www.virotechdiagnostics.com wwx\v:\'wovatmf\'d,aom www.gsdx.us
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aAbbott.

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
(09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N Signature: %“R

u = L (24
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: O . Doe . 0 15 Date of Approval: O/ 4£e 2078

Date Issued: DEC 0 9 2015 Place Issued: Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRIS V7)
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Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-09H69

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H69-01 55866 CELL-DYN 18 Plus Control, Full Pack Self-declared
09H69-02 55866 CELL-DYN 18 Plus Control, Half Pack Self-declared

Representative

(Name and Address)

Authorized European

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

(Name and Address)

Storage site of technical

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

%{ﬁ;}w\,?z—a;ﬁ i Signature:
)

fsp

Director, Regulatory Affairs

February 26, 2015

Lot Number):

CELL-DYN 18 Plus Control

June 2015

chph}l—ftb A5

Barry Simpson Full Name: Marcy Jaqua
Site Quality Manager Position:

1% . Nove. 2045 Date of Approval:

JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V5 Effective (Date or

JUL 06 2015

Declaration of Conformity
(IRIS V6)
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