Certificate ES19/86440

The management system of

DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U.,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

Pol. Ind. La Llana
Plaza de la Verneda, 1
08191 Rubi, Barcelona

has been assessed and certified as meeting the requirements of "00 /i —Sﬁi
1ISO 14001:2015

For the following activities

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiclogical, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis, general labware,
containers and healthcare products. Manufacture and commercialization of
consumables for the laboratory. Commercialization and distribution of equipment for
the storage of prepared samples, cryogenic stored samples, syringes, general
labware and industrial packages. Commercialization and distribution of equipment
and instrumentation for the laboratory, diagnostic kits, healthcare products,
cosmetics and food for special medical purposes. Commercialization, distribution,
installation and technical service of equipment and instrumentation for the
laboratory.

This certificate is valid from.
29 August 2019 until 29 August 2022.
Issue 1.

This is a multisite certification. See following page(s).

Authorised by - :
CERTIFICACION
N°_ 05/C-SC001

Certification Management

SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
CiTrespaderne, 29 28042 Madrid Esparia
£3491 3138115 f 34913138102 www.sgs.com
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Digitally signed by Ceaicovschi Tudor
Date: 2020.12.19 14:59:17 EET

This document s issued by the Company subject fo its General Conditions of Certification Reason: MoldSign Signature
Services accessible at www.sgs.comiterms_and_conditions.htm. Attention is drawn fo the E,

limitations of liability, indemnification and jurisdictional issues established therein. The Location: Moldova

authenticity of this document may be verified at http://www.sgs.com/en/certified-clients-
and-productsicertified-client-directory. Any unauthorized alteration, forgery or falsification

of the content or appearance of this document is unlawful and offenders may be
prosecuted to the fullest extent of the law.



Certificate ES19/86440

DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U.,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

ISO 14001:2015

Issue 1

Sites where these activities are totally or partially carried out

DELTALAB, S.L.
Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi, Barcelona (Espaiia)

Design, manufacture and sale of laboratory material for the collection, transport and conservation of
samples for microbiological, molecular biology, haematology, biochemistry, histology, microscopy
and colorimetric analysis. Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits, healthcare
products, cosmetics and food for special medical purposes.

KEYLAB, S.L.U.
Pol. Ind La L!ana, Avda. de la Llana, 115-117 - 08191 Rubi -Barcelona (Espaiia)

Design, manufacture and sale of laboratory material for the collection, transport and conservation of
samples for microbiological, molecular biology, haematology, biochemistry, histology, microscopy
and colorimetric analysis. Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.

Commercialization of equipment and instrumentation for the laboratory, diagnostic kits, healthcare
products, cosmetics and food for special medical purposes.

NIRCO, S.L.
Pol. Ind. Expansién, Puerto de Navafria, 12 - 28935 Méstoles -Madrid (Espafia)
Pol. Ind. La Llana, Avda. de la Llana, 115-117 ~ 08191 Rubi -Barcelona (Espafia)

Manufacture and commercialization of consumables for the laboratory.

Commercialization and distribution of diagnostic kits.

Commercialization, distribution, installation and technical service of equipment and instrumentation
for the laboratory.

ENVASES FARMACEUTICOS, S.A.
Cl Paralela, 15 - 28860 Paracuellos de Jarama (Madrid)

Design, manufacture and commercialization of laboratory material for the collection, transport and
conservation of samples for analysis, laboratory material for general use, containers and products
for personal care

Commercialisation and distribution of laboratory material for general use, products and equipment
for personal care, syringes and cosmetic products.
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Certificate ES19/86440.01

DELTALAB, S.L.

Pol. Ind. La Llana
Plaza de la Vemneda, 1
08191 Rubi, Barcelona

has been assessed as part of the management system of DELTALAB GROUP
certified organization as meeting the requirements of

1ISO 14001:2015

For the following activifies:

Design, manufacture and sale of laboratory material for the collection,
transport and conservation of samples for microbiological, molecular biology,
hematology, biochemistry, histology, microscopy and colorimetric analysis.
Commercialization of equipment for the storage of prepared samples,
cryogenic stored samples, general labware and industrial packages.
Commercialization of equipment and instrumentation for the laboratory,
diagnostic kits, healthcare products, cosmetics and food for

special medical purposes.

in / from the following sites
Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

Valid from
29 August 2019 until 29 August 2022
Issue 1.

This document is part of Certificate N°. ES19/86440.
The validity of this document is subject to the certificate.

Authorized by

Certification Management

SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
ClTrespaderne, 29. 28042 Madrid. Espana.
t 34913138115 f 3491 3138102 www.sgs.com

Page 1 of 1

This document is issued by the Company subject to its General Conditions of Cerfification
Services accessible at www.sgs.com/terms_and_conditions.htm. Attention is drawn to the
limitations of liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at http://www.sgs.com/en/cerfified-clients-
and-products/certified-client-directory. Any unauthorized alteration, forgery or falsification
of the content or appearance of this document is unlawful and offenders may be
prosecuted fo the fullest extent of the law.
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Ministero della Salute 3‘5@; T
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DGFD" @ e e delle Finanze E"d’ 62
0043588-P-26/10/2011 B A IITORICS?
) ﬁﬂﬂ11]d9 cDDDGﬂBEB HOBATNO1
0p468407. 29/06/2011 0B:42:26
T0ENTIFICATI 5

96082648

DIPARTIMENTO DELLA PROGRAMMAZIONE E DELL'ORDINAMENTO DEL SERVIZIO
SANITARIO NAZIONALE
DIREZIONE GENERALE DEI DISPOSITIVI MEDICI, DEL SERVIZIO FARMACEUTICO
E DELLA SICUREZZA DELLE CURE
UFFICIO IV ex DGFDM — DIAGNOSTICI IN VITRO

1.5.1.e.2/1V/2011/37

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.Igs. n .332/2000 recante attuazione della direttiva 98/79/CE;

VISTA Distanza del 29/09/2011 presentata dalla ditta Dia.Pro Diagnostic Bioprobes Srl
con sede in Via G.Carducci, 27 — 20099 Sesto San Giovanni (MI) — C.F./P.lva
11924660159,

CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD t0 98/79/EC directive concerning the in vitro diagnostic medical-
devices,

HAVING REGARD (0 legislative Decree (D.lgs.)n. 332/2000 reporiing the accomplishment
of 98/79/EC Directive;

HAVING REGARD to the request dated 29/09/2011 submiited by the company Dia.Pro
Diagnostic Bioprobes Stl con with legal site in Via Columella, 31 — 20128 Milano — C.F.
and P.Iva 11924660159,

WHEREAS this company paid the fees required by Ministerial Decree (D.M.) May 24, 2004:
HAVING REGARD to the official deeds:

SI ATTESTA
IT IS ATTESTED

che la ditta, Dia.Pro Diagnostic Bioprobes Srl con sede in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M1) — C.F./P.Iva 11924660159, ha prodotto ¢ marcato CE, come
dispositivo medico- diagnostico in vitro, secondo le procedure previste dalla direttiva
98/79/CL, il prodotio:

that the Company Dia.Pro Diagnostic Bioprobes Srl located in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M) — C.F./P.Iva 11924660159, manufactured and affived CE marking
as in vitro diagnostic medical device, according to the Directive 98/79/EC, the following
product.

DP-9 DIA.BLOOD INSTRUMENT

11 suddetto prodotto, in base all’art. 4 della direttiva 98/79/CE, ¢ di libera circolazione ¢
pud essere messo in commercio in Italia e in tutto il territorio dell’Unione Europea.



Sirilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e
per ’esportazione nei paesi extra UE.

The above mentioned product, according to the art. 4 of 98/79/EC directive, can freely
circulate and can be commercialized in lialy and in the whole of the European Union.
This certificate is issued on the interested company's requesi according to the lavw and (o
export to non-European countries

/AL DIRETTORE DELL’UFFICIO IV
[+ (Ddjt.ssa Giovanna Nisfico)
i\ Ova il }Iqﬂ/)‘]{( (,A)

IC/CM
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DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29
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Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2
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ORGENTEC

EG Konformitédtserklarung
EC Declarati f Conf it

ORGENTEC Diagnostika GmbH
Carl-Zeiss-Stralle 49-51, 55129 Mainz, GERMANY

Wir erkldren in eigener Verantwortung, dass das ORGENTEC Produkt
We declare in our sole responsibility that the ORGENTEC product

ORG 529 Anti-Phospholipid Screen IgG/IgM

zur quantitativen in-vitro-Bestimmung bestimmt ist und entsprechend Art. 9 Abs. Satz 1 der
Europaischen Richtlinie 98/79/EG als ,Sonstige Produkte" (non-A, non-B, keine Selbstanwendung)
klassifiziert ist.

as intended for use in quantitative in vitro determination is classified as “Other Devices”
(non-A, non-B, no self-testing device) according to article 9 paragraph 1 sentence 1 of the
European directive 98/79/EC.
Das Produkt stimmt mit den Grundlegenden Anforderungen und allen zutreffenden Bestimmungen
der Richtlinie 98/79/EG des Européischen Parlaments und des Rates vom 27. Oktober 1998 uber
in-vitro-Diagnostika tberein. Die Konformitat zur Richtlinie wurde durch ein
Konformitatsbewertungsverfahren nach Anhang lll der Richtlinie festgestellt.

This product is conform with the essential requirements and meet the appropriate
provisions of the Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices. Conformity was proved by a
conformity assessment procedure referred to in annex Il of the directive.

Liste angewendeter Normen:

List of standards applied for CE marking:
EN ISO 13485, EN ISO 14971, EN ISO 18113, EN ISO 15223, EN ISO 23640, EN 13612.

£ e A / : ] : b
Mainz, 2020-01-06 Dr. Christian Lébke { . ( | 2 \I
Quality Management Representative B\ ; I)
%, \ /
Gultig ab / Valid from 2020-01-06 bis / until 2021-04-01
Notification pursuant to §25 Abs. 3 Nr. 3 Medical Devices Act, MPG
Type: Reagent
EDMS 12-10-90-90-00
GMDN 55085
ORG 529_CE declaration of conformity_QM120348_2020-01-06_8 F4.018 Declaration of conformity
ORGENTEC Diagnostika GmbH  Telefon: +49 (0)6131/9258-0 Mainzer Volksbank eG Commerzbank AG USt-idNr. DE 149058799 Geschaftsiohrer

Carl-Zeiss-StraBe 49-51 Telefax: +49(0)6131/92 5858 IBAN: DE72 5519 0000 0159 8000 10 IBAN: DE13 55040022 0200 867000 Mainz 14 HRB 4300 Ralf Wehen
55129 Mainz orgentec@orgentec.com BIC:  MVEBMDESS BIC: COBADEFRAXX Dr. Klaus Esperschidt
Deutschland Wvaw.orgentec.com




DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

CepTtudukar NO: [aTa HayanbHOM cepTudUKaLmn: Jenctsutenen:
59878-2009-AQ-MCW-FINAS 20 pexabps 2000 21 nioHs 2018 - 31 aerycra 2021

HacTosawmnm yaoctoBepsaeTcs, YTo CUCTEMa MEHEAXMEHTa OpraHn3aummn:

AO «TEPMO ®ULLUEP CAMEHTU®OUK »

Ky6buHckas, .73, nutep A, kopnyc 1, CaHkT-MNeTepbypr, Poccuinckaa denepauus,
196240

6blnia Npu3HaHa COOTBETCTBYHOLWEN CTaHAApTY:

ISO 9001:2015

HacToawuii ceptudukaTt gencTeButeneH ana cneaytouwen obnacru:
NPON3BOACTBO AO3ATOPOB NMUNETOYHbLIX U CNELUMAJIBHOIO
ANATHOCTUYECKOIO NJIACTUKA.

Ot BbINycKatowero opuca:

DNV GL - Business Assurance
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CpeacTB H3MepPEeHHu

¢ 2009r.
Buecenst B I’ ocynapCTBeWpeHCTB U3MEpEHUN
Jlo3aTopel MUNIETOYHBIE, OJHO- H PerncTpalHoHHEIH HOMep
MHOTr'OKaHaJIbHbIE «BIaKy Baaniser N

Bemyckarorest o TexsugeckuM yenosrsiM TY 9443-008-33189998-2009.
HA3SHAYEHUME 1 OBJIACTB ITPUMEHEHN A

J103aTOphl NUMIIETOYHEIE, OJHO- H MHOTOKaHANbHBIE, «BIoK» (najee - 103aTopbl) IpeaHA3HAYEHE]
UL MO3HPOBAHMS KUAKOCTEH, IMHAMUYecKas BA3KOCTh KOTOPHIX He mpesbimaet 1,3x107 ITa-c.

Jlo3aTOpBl MHIIETOYHBIE, ONHO- M MHOTOKaHAIbHbIE, «BJIdK» IPUMEHAIOTCS B KIMHHKO-
JTHATHOCTHYECKUX M OaKTEPHOIOTHYECKUX Tab0paTOPHIX MEIUIUHCKHUX YUPEXKIECHHH, a TAK)KE B HAYIHO-
UCCNIeIOBATEIECKUX MEAMIIMHCKUX YUPEXKICHHUIX H B APYTHX 00JIACTIX HAPOJHOTO XO3SHCTBA.

OIIMCAHUME

IIpunnun nedcTBHS N03aTOPOB OCHOBAH Ha CO3JaHWH B CHEMHOM, '€DMETHYHO HaJ€BaeMOM Ha
HITYIIEp 103aTOpa HAKOHEYHMKE IIONEPEMEHHO BaKyyMa MM M30BITOYHOTO JAaBIICHHUS, B PE3YJIbTATE YETO
B HAaKOHEYHUK BCACHIBAETCS WM CIMBAETCS M3 HErO JO3HMpyeMasl XXHIKOCTh. BakyymM u H30BITOYHOE
NABJIEHWE CO3JAIOTCS IIPM IIEPEMEIICHHH B KaMepe, PpaclOIOKEHHOH B INTylepe, I'€PMETHYHO
YIUIOTHEHHOIO KanuOpoBaHHOTO IUTyHXepa. OOBEM 03Bl [103aTOPOB OMNpENENSETCS IHAMETPOM
IUTyHXXEPa U €ro IepeMEIeHHeM, KOTOPOE YIPABIISIETCS 3JICKTPOHHBIM JIBHTATEIEM.

Jlo3aTopsl 060pyZOBaHbI aBTOHOMHBIM MOJIYJBHBIM MEXaHH3MOM DEryIMPOBKH 0OBEMa 103,
KOTOPBI IO3BOJIAET YCTAHOBHTH OOBEM JO3MPOBAHHS C HAWUMEHBIIAM IaroM. J[Jis yMeHBbINEHHS
BIMSHHS TENJa pyKM Ha pe3yJbTaT JO3MpPOBAaHHMS MEXaHHU3M YCTAaHOBKH O0beMa J03 HMEET
TEPMOU3OJISIHMIO OT KOpITyca 103aTopa.

3HayeHue oObeMa [03bl, YCTAaHOBICHHOE NpPU HCIOJB30BAHHH OIEPAMOHHON KHOIIKH,
oTOOpa)kaeTcsl Ha YepHO-0€I0OM JHCIIIee, BCTPOSHHOM B PYKOSITKY J03aTOpa.

J103aTOpEI BBEIIIOJHEHB! B YEPHOM aBTOKJIABUPYEMOM KOPITyCe.

Jlst paboTEI 103aTOPOB HCIOJIB3YIOTCS CMEHHBIE HAKOHEYHHKH. KaskipIii 103aTOp CHAabXeH y371oM
cOpoca, obecneunBarOIMM JETKOCheMHOCTh HAKOHEYHUKOB.

Bemyckaercs Tpuauate JaBe MOIUHKALMK J03aTOPOB: TPHHAAIATh  OJHOKAHAIBHBIX C
(uxcupoBaHHEIM 06BeMOM 1103 ([IIOD), neBSTh OMHOKAHANBHEIX ¢ IEPEMEHHBIM 00BeMoM 103 (JITTOIT)
M JECATh MHOIOKAHAJIBHBIX C IEPEeMEHHBIM 00beMoM 103 (JITIMII).

Jlo3aTopbl NpeCTaBISIOT co00M OJHOKAHANBHbIC, BOCBMUKAHAIBLHEIE, JIBEHAATHKAHATIBHEIE U
IIECTHAIIIATHKAHAILHBIE YCTPOMCTBA C U3MEHSIEMBIM 00BEMOM Il 0TOOpa U TO3MPOBAHUS JKHIKOCTH C
BBEICOKOHM TOYHOCTBIO.



OCHOBHBLIE TEXHUYECKUE XAPAKTEPUMCTUKU

IIpenenst
JI0IycKaeMou [Ipenen
CHCTEMAaTH- JIOITyCKaeMoro
] YeCKOH CpeaHEeKBapa-
HaumeHnoranue Huanazon COCTaBJISIOLIEH TUYHOTO
o Juckpernocts | Uwucio .
MoauduUKaruii 00BEMOB OCHOBHOM OTKJIOHEHHS
YCTaHOBKH, MKJI | KAHAJIOB " s
J103aTOPOB JIO3UPOBAHUS, MKJI OTHOCHTEJILHOU ciyvyaitHOU
IIOrPELTHOCTH | COCTABJISIOLLEH
npu OTHOCHUTEIBLHOM
TEMIIEpaType |IMOrpemHoCTH, %
(20+2)°C, %
JIIO®-1-1 1 1 + 8,0 7,0
JIIO®-1-5 5 1 +5,0 5,0
JATIO®-1-10 10 1 +25 3,0
JIIO®-1-25 25 1 +2,0 3,0
JIIOD-1-50 50 1 +2,0 2,5
JI10®D-1-100 100 1 +1.5 2,0
JIIO®-1-250 250 1 +1,5 2,0
HAIIO®-1-500 500 1 +1,0 1,0
HAIIO®-1-1000 1000 1 +1,0 1,0
JATIO®-1-2000 2000 1 +1,0 1,0
JAIMO®-1-3000 3000 1 +1,0 1,0
JAITO®-1-5000 5000 1 +1,0 1,0
JIIIO®-1-10000 10000 1 +1,0 1,0
JIIOIT-1-0,2-2 0,2...2 0,002 1 + 8,0 (7,0...6,0)
JIIOII-1-0,5-5 0,5...5 0,01 1 + (8,0...5,0) (7,0...5,0)
JAIIOIT-1-1-10 1...10 0,02 1 +(8,0...2,5) (7,0...3,0)
HTIOII-1-2-20 2...20 0,02 1 * (8,0...2,0) (6,0...3,0)
JITIOIT-1-10-100 10...100 0,2 1 +(2,5...1.5) (3.0 ..2,0)
JIIIOII-1-20-200 20...200 0,2 1 +(2,0...1,5) (3,0...2,0)
JTIOII-1-100-1000 100...1000 1,0 1 +(1,5...1,0) (2,0...1,0)
JIIOII-1-500-50 000 500...50 000 10,0 1 +1,0 1,0
JITIOII-1-1000-10 000 1000...10 000 20,0 1 +1,0 1,0
JIIIMII-8-1-10 1...10 0,02 8 +(8,0...2,5) (7, 03,0}
JITIMII-8-5-50 5...50 0,1 8 +(5,0...2,0) (5,0...2,5)
JITIMII-8-10-100 10...100 0,2 8 +(2,5...1,5) (3,0...2,0)
JIIMII-8-30-300 30...300 1,0 8 +(2,0...1,5) (3,0...2,0)
JAIMIT-12-1-10 1...10 0,02 12 +(8,0...2,5) (7,0...3,0)
JIIMII-12-5-50 5...50 0,1 12 +(5,0...2,0) (5,0...2,5)
JIIMII-12-10-100 10...100 0,2 12 +(2,5...1,5) (3,0...2,0)
JIIMII-12-30-300 30...300 1,0 12 +(2,0...1,5) (3,0...2,0)
JIIMII-16-1-10 1...10 0,02 16 +(8,0...2,5) (7,0...3,0)
JIIMII-16-5-50 5...50 0,1 16 +(5,0...2,0) (5,0...2,5)




IIpenensr momyckaemoif cucTeMaTHUECKO COCTABIISIIOINEH JOIOIHHUTENBHON OTHOCHTEIHHOMN

TIOTPEIIHOCTH IIPH OTKJIOHCHHWH TEMIICPAaTyphl OKPYIKAFOIIEro Bozzayxa ot 20 °C cocraBmsor + 5 % Ha
Kaxcapie 10 °C.

Jlunamudeckas BI3KOCTH NO3UPYEMBIX JXKHIKOCTeH He 6oee 1.3 x 10 ITac.
Maxcumanbubie rabapuTHBIE Pa3MepBhI 103aTOpOB 6e3 yaKOBKH, BEICOTA, MM, He GoJIee:

— OJHOKaHAIBHBIX (PUKCHPOBAHHOTO 00BEMA 300;
— OIHOKaHAIBHEIX MEPEMEHHOTO 00BEMA 350;
— BOCBMHKAHAIBHBIX 300;
— JIBEHAOaTHKAHAJIbHBIX 300;
— IIECTHAAUATUKAHAIBLHEBIX 300.
Macca nosaropos Ge3 ymakosky, r, He Goree:
— OIHOKaHAJIBHEIX (PUKCHPOBAHHOTO 00BEMA 150;
— OIHOKaHAJBHBIX IIEPEMEHHOr0 06bEMa 150;
— BOCHMHKaHaJIbHBIX 200;
— JABEHAIIATHKAHAJIbHEIX 250;
— IOECTHAOIATHKAHAIBHBIX 300.

YcnoBust sKCIITyaTanmu:
— [manasoH pabouux Temmeparyp, °C
— /JiMara3soH OTHOCHTENILHOH BIaXHOCTH BO3myXa, %
— arMocdepHoe nasieHwue, klla
Cpennss HapaGoTka Ha oTKas3, He Meree 100000 IIUKJIOB JO3UPOBAHHUS
meree 50000 MHKII0B O3MPOBAHMS I MHOTOKAHATBHEIX J103aTOpPOB.
Cpennuit cpok cimy»«6EL, et

or + 10 go + 35

ot 30 1o 80

101,3+4
ALl ONHOKAHAIBHBIX U HE

4.

3HAK YTBEPXJIEHVS TUIIA

3HaK yTBEpIKICHHS THIIA HAHOCUTCS HA 703aT0D (YIaKOBKY € I03aTOPOM) METONOM TepPMOIIEYATH,
Ha TUTYJBHELA JTHCT PyKoBOJCTBa 110 3KCIITyaTamu TUIOrpadckuM crocobom.

KOMIIJIEKTHOCTb

B KOMIUIEKT mOCTaBKH BXOIAT:

1. Jlozatop 1 mr.
2. MHOrobyHKIMOHANBHBIH KITIOY 1 mr.
3. PyxoBozcTBO 110 oKCIUTyaTanuu (P3) 1 5K3.
4. TroOHK ¢ BBICOKOKAYECTBEHHOH CMa3KOil 1 .
5. O6pasisr HaKOHEYHHKA 1-3 m.
6. Kombro ymnoTHHTEIBHOE 1 mr.
7. Metomuka nosepku MIT 2302-0009-2009 1 3Kk3.

[IpumMeuyanus
1 ITocTaBka MOXET OCYILIECTRIATECS B OGBIX COETAHMIX ZI03aTOPOB M COOTBETCTBYIOLIMX UM HAKOHEUHHUKOB.
2 Io TpeGoBaHHIO MOTPEGUTEN HAKOHEYHHKH TIOCTARJISIOTCS 110 OTAEBHOMY 3aKa3y, B OTAE/ILHOM YIIAKOBKE.

ITOBEPKA
IloBepka  mo3atopoB  ocymecTBiasercss B COOTBETCTBHM  C  METOJHMKONH  MOBEpKH
MIT 2302-0009-2009 «Jl03aTOpBl MHUIETOYHEIE, ONHO- H MHOTOKaHallbHEIEe, «Bask». Meromuka

HOBEpKm», yTBepXXaeHHOH "I CU OI'YIT «BHUWM wum, JL.1. Menneneesa» 18.08.2009 .

OCHOBHEIE Cpe/cTBa MOBEPKH: BECHI n1ab0paTOpHEIE CHENUATBHOTO KIIacca TOYHOCTH 1o [OCT
24104-2001; TepmMoMeTp ¢ muanazoHOM u3Mepenus ot 0 no 50 °C ¢ morpermHocTsIO He Gonee + 0,1 °%6C;
BoJa OmauctuiumpoBanHast mo I'OCT 6709-72, TCCCJT 98-2000; GapomeTp ¢ nHana3oHOM H3MepeHHs
ot 80 1o 160 xI1a ¢ morpemHoCTEIO HE Gostee + 200 ITa.

Mesxnosepounsiii uatepsai - 1 rog.



HOPMATUBHBIE U TEXHUYECKUE JOKYMEHTHI

1. TOCT 8.470 «I'CH. TocynapcTBeHHas MOBEpOYHAs cXeMa JULI CPEJICTB M3MEPEHHH 00beMa
KUJKOCTH.

2. TOCT 28311 «Jlo3aTopsl MeauIMHCKAE JabopaTopHble. OOIMe TeXHUIECKHEe TPEOOBAHUS U
METO/bI UCIIBITAHHIY.

3. TOCT 50444 «IIpubopsl, anmapatsl 1 00opyaoBaHHe MequiuHckue. OOmHUe TEXHUYCCKHE
YCIIOBHS.

4. TY 9443-008-33189998-2009 «J{03aTOphI IHUIIETOYHBIE, OJHO- H MHOTOKaHAJbHBIE, «BIoK».

TexHu4eckue ycaoBus».

3AKJIIOYEHHE

Tun 103aTOpPOB MUMETOYHBIX, OJHO- ¥ MHOTOKAaHAIBHEIX, «bBIIoK», yTBEPXKICH ¢ TEXHUYECKUMU U
METPOJIOTHIECKUMH XapaKTePHUCTUKAMHU, TPUBEICHHBIMH B HACTOSAIIEM OIIMCAHUU TUIIA, METPOJIOTHIECKH
obecIieueH TIpH BHITYCKE U3 MPOU3BOJICTBA U B OKCIUTyaTallUM COTNIACHO IOCYJapCTBEHHOM MOBEPOYHOU
CXEME.

Perucrpanuonnoe ynoctopepernne Ne @CP 2009/05681 ot 15.09.2009 Beimano PenepanbHOH
cimyx00# 1Mo Ha/30py B cepe 3paBOOXPAHEHHS U COIMATIBHOTO Pa3BUTHUS.

N3IrOTOBUTEJIb

3A0 «Tepmo ®@umep CaiteHTHGUKY,
196240, r. Canxr-Iletepbypr, yi. Kybunckas, 1.73, nutep A, kopryc 1

C. A. JlammkoB
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EC DECLARATION OF CONFORMITY.

|

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

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

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

Eurapean authorized repregantalive Biororn GmbH, _
Rhenhorstsl. 18, B-B7071
Ludwigshatan, Germany

tel - +49 (0) 621 5720 915,
fas: -+49 (0) 521 5720 916

Date: 2013/04/12 _ Murat Khusainov
| General Director ZAO «Vector-Best»
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MNa. Product name ldentification data REF ‘
) le ki stormination of IgM ko hepatitis A| |
| |Vectohep A-lgh ;HEA kit for deﬂtc!‘rmlna lo] g patitis 007352 :
; : ) |ELISA kil -——Fc—:r—.maaéﬁtatatlve anil qualitative J _-!
|2 |Vectahep A-IgG determination of igG to hepatitis A virus | D-0362
E I\/ectohep TTV- UQ ELISA Lut for determination of 19G to TT virus B-C80z2
| 8 gy
4. |Vectohep E-lgG \EIFLIEA kit for ciatmmmahon of 1gG to hepatitls £ D 056
5. |Vectohep S-lg alFLIzEA kit for detérmination of gy 1o hepat\tis E D-1058
5. |Vectohep G-lgG \f;/:lhll:t\ k|t ol dt,ténmmcahon of 1gG ic hepautls G D-1252
. :__ [ELISA kit for determination of gG io infe&ibus o
75 ||LymeBestlgG | borreliosis agents ! Balee
T B = ‘ e e T A
ELISA kit for delerminalion of IgM lo infectious ,
. IL - e i
_8 ymeBest-Igt Iborreliosis dc;cnts ' J Rl o5
9 |RecombiRast antipaf!idum-lqc |ELISA kit for deteummatlon of 1gG to T|eponema D-1852
| pra!lldum
;RecombBost antlpdllsdum- EF.-I. i kIt for n.l_ntr:':rrr!ine:liu:nn -::-F total Euﬁmdies to
. 10 total antibodies Treponama galllcdum b |
iﬂ RecombiBest antipatliidum- ElLISA kit for det@rrnlnatron of UM to Treponema D-1853
C g pd”ldllm
12 'Recomb Best antipallicun |l"l A kit for detdmination of total antibodies to D-1857
" total antibodies Tn,ponoma paflichuin | =
~ | _ _ - El [&=ay kit For doatarm III.-_'I[lrII of |I|L1 Ley |'| |'|_|...Ll L‘||rnr_]|r1y i )
13, E\/ectoHS\/ 1,2 - 1gG R Typeb and 2, -2 IEI.{_i
| 14 VECtOHSV R IQM f ;.II".I|” |I‘l"|”|I I(| r.\J: I::.' 'J‘I:llll'h_ll.lf.l'l af |-! M s |'|"||?F'5 ..=|I1"IP|E‘{ 0-2154 !
| . I | i
15, VectoHH\/-B e B :||| o l\ l-lul | 3 datarmgation of (oo w; human herpes D180
iy = r
s 5 kLt B |
o el =] !
16. | VectoHHV-6 - G SA kit for detenrination of [gG o human herpos D-2156
| VIFLLG lyp(. 6
iﬂ? | Ureaplasma urealylicum IL_I..I'..-'-. kil For deta ]|||]lJl|U|] of IL'IJ lo Lireaplasma D.995:
| 7 gG-EIA-BEST | trealyticum : nligens e
18 Ureaplasrna urealyticum + ELISA kit for dete iminatian of 1ga o Ilreapl%rna Ooo%8
|7 |IgA-EIA-REST LII|:I<J|u' FNTa} 'nll{;u:n ~423
19, | VectoParotitis-1gG ELISA kit for n----lmmrn&hon of qu o pczmtstls Viruis D-2602 |
20. | VecteParctitis-lgM ELISA kit for deterniination of IgM to parulms virus D-2604
21. | Toxocara-lgG-EIA-BES T |_'I_||:_-'._f-._.|-.|| for determination of 1gG Lo toxocara 0.0750
IRe LSTRE
- Opisthorehiasis — IgG-Ela. ELISA kit for detesdination of a6 to op|sthorchiasm
2% lpEsT | antigans D-2952
23. ,'L:.t:t1ll1DCE'CL1L.r5-|i_;JE3-Flr‘-'*---_lillg'-ilz'.'i l—lI S kh r<:| e I:“mnmlmn of Iq("u to: | 1:I|.;.Dr:UCLL|...

D-3356
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Tantigens

TELSA kit for

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

34 ,Mycoplasma homiiis- In:(,-

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

CEA-EIA-BEST

AFB-EIA-BEST

CA-125-EIA-BEST

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

NGE-EIA-BEST

determination of

s to Ascaris

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

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

| neuren spocmt enolase




EEGTEN s :.'.I'-..I‘i.'.i'l'iH:" Hest e _H_m*.‘ i — |
fﬁfﬁgﬁﬁ,{:{h i I __|-: ' I'}.;fT;-r';Hifln of conforminy | .P”H‘—"'* af4 _‘
. = ' | LLISA kit for determinalion of concentration of ]
46 | Ferrlin-EIA-BEST P4 o 78552 |
2 | ELISA kit for determination of concentration of total i |
47.| ok lotal-El4-BEST IgE ) A 8660_
: = o . LI SA kit for gzlerminzlion of concentration of tatal
48.| 189G tetal-FIA-BEST | Iqli"an ; A-BBE2
' iL = W i'ii-..-l_E“. A Kit a-élefﬁ:i-inllc-l*. of concantralion of tatal ]
49.| 1M total-EIA-BEST it dtddiagel il A-8664
T TELSA K iatermination of concentration of total =]
50.| igh total-EIA-BEST | |?;LAIM kit for ootummla g A-8668
= . - 1l Uy ‘EL.ISI\. kil for determination of conceniration of )
51, Lamma-lnterferon-EiA-BE ST yamma-interieron i A-8752
e ELISA kit for determination of concentration of
52.. Interleuking-4-E|p:RiEST | interieuking-4 : o | _ A-8754 i
s amer | | ELISA K for determinetion of cANCENralion of
~TNF-ElA-BES -
SS' Aipha-TNF-EIA-BES r-. _L_| alpha-lumaor necrosis factor == S Ao8756
54.| Alpha-Interfaron-EIA-BEST !;I..'En !ul .u:f.r .rle’.r:rn'nnr_-mon ol goheentratinn of A-8758
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== | . _.I-»?._.". & r'.:r-'l"."—: '_r'fr—':_'— B
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