bsi.

e O
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

Mast Group Ltd

Mast House, Derby Road
Bootle

Liverpool

L20 1EA

United Kingdom

FM 724380

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Design, manufacture and supply of in-vitro diagnostic devices and associated

services.

For and on behalf of BSI:

Original Registration Date: 1994-06-14

Latest Revision Date: 2021-12-03

Digitally signed by Monastirschii Viorica y
Date: 2023.06.07 10:25:54 EEST I
Reason: MoldSign Signature
Location: Moldova
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Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2021-11-11
Expiry Date: 2024-05-31

Page: 1 of 2

..making excellence a habit.

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.



Certificate No: FM 724380

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road and associated services.

Bootle

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacturing, QC and warehousing of IVD kits and
Atlantic House, Derby Road reagents, bacteriological media and other kits and reagents
Bootle for the life sciences industry.

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



IVD solutions through partnership

Mast @

Group

Mast Group Ltd.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44 (0)151 933 7277
Fax +44 (0)151 944 1332

www.mastgrp.com

EC DECLARATION OF CONFORMITY

We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the
European market by Mast Group UK through our appointed EC Authorised Representative Mast
Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the IVD medical devices described below on or after the date hereof, and
which bear the CE mark. It is also valid for all IVD medical devices described below which are
manufactured by Mast and placed on the market on or after the date hereof by third parties with our
consent and which bear the CE mark. All supporting documents relating to this declaration are retained

at the manufacturer’s premises.

Product | Product description IVD Directive EDMS code
code classification
Various | MAST® Dehydrated culture media — Self certification 1401010100, 1401010200, 1403010100

(DM--) | Powdered product formulations for use | annex Il excluding | (Codes registered - 24/03/2003)

in microbial culture media. .
section 6

GMDN codes 30630, 30660

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN I1SO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010.

(JUJ(\ N

Declaration made by Date: 26 May 2022

Christine Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 26th May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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EC DECLARATION OF CONFORMITY

IVD solutions through partnership

Mast

Group

Mast Group Ltd.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44 (0)151 9337277
Fax +44 (0)151 944 1332

www.mastgrp.com

We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the

European market by Mast Group UK through our appointed EC Authorised Representative Mast

Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the IVD medical devices described below on or after the date hereof, and

which bear the CE mark. It is also valid for all IVD medical devices described below which are

manufactured by Mast and placed on the market on or after the date hereof by third parties with our
consent and which bear the CE mark. All supporting documents relating to this declaration are retained

at the manufacturer’s premises.

susceptibility test (AST) disc products.

Each disc contains an antimicrobial agent of stated
content in conformance to recognised AST
standards such as European Committee on
Antimicrobial Susceptibility Testing - EUCAST or
US Clinical and Laboratory Standards Institute -
CLSI.

Product | Product description IVD Directive EDMS code
code classification
Various | MAST DISCS® AST — paper antimicrobial Self-certification | 1402050200

Annex Il
excluding

section 6

(Code registered -

GMDN code - 63834

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN I1SO 15223-2:2010.

Declaration made by ..\....X

C Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 18t May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom

Date: 18" May 2022
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: MD 724379
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture and supply of in-vitro diagnostic devices for clinical microbiology and
molecular biology and bacteriological media.

cni C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 724379

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road for clinical microbiology and molecular biology and

Bootle bacteriological media

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacture of IVD kits and reagents for clinical microbiology
Atlantic House, Derby Road and molecular biology, bacteriological media.

Bootle

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
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IVD solutions through partnership

Mast

Group

SRL SANMEDICO Mast Group Ltd.

Mast House
A. Corobceanu Street 7A, apt. 9, Derby Road
Chiginau MD-2012, Bootle
Moldova Merseyside L20 1EA

United Kingdom
Tel: +44 (0) 151 933 7277

www.mast-group.com

TO WHOM IT MAY CONCERN

LETTER OF AUTHORISATION

This letter is to confirm, SRL SANMEDICO of address A. Corobceanu Street 7A, apt. 9,
Chisinau MD-2012, Moldova is authorised to register products, present proposals, offer
quotations and accept orders and to participate in tenders as required for Mast Group
Limited products.

The undersigned herewith states that the above is true and correct.

Yours faithfully,

Susan Thomson
Bootle UK
December 9th 2021

International business Manager, on behalf of Mast Group

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside L20 1EA, United Kingdom

Certificate No: FM 724380 Certificate No: MD 72379
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Certificate number: 2022-IVDD/CE382

Certificate of CE-Notification

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device Directive
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the
Authorized Representative for

Monocent Inc.
9237 Eton Ave.,
Chatsworth, CA 91311
United States

as stipulated and demanded by the aforementioned Directive. The Dutch Competent
Authorities have accepted the manufacturer’'s medical device registrations by CEpartner4U
as listed on the product list attached to the manufacturer’s
Declaration of Conformity:

IVD devices were registered with the Dutch Competent Authority with

registration number:

IVD Devices groups: Registration number:

CLIA Test Kits NL-CA002-2020-50897
ELISA Test Kits NL-CA002-2020-50898
IFA Test Kits NL-CA002-2020-50899
Instruments NL-CA002-2020-50900
PCR Test Kits NL-CA002-2020-50901
Rapid Tests NL-CA002-2020-50902
Serology Test Kits NL-CA002-2020-50903

see appendix

The manufacturer has provided CEpartner4U with all necessary documentation,
together with an appropriate Declaration of Conformity that the IVD medical devices
fulfil the essential requirements of Directive 98/79/EC.

Issue date: 2022-10-31 This Certificate of CE-Notification is valid until May 26, 2025

R. IQ?;W Esdoornlaan13

3951 DB Maarn NL
Sr. sultant CEpartner4U BV tel: +31 (0)343 442 524

www.cepartner4u.ni
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Appendix
List of devices.
CLIA Device Group Ref. No. IVDD IVDR GMDN First
Risk class | Risk class | code CE-marking
Allergy Assays
IgE CL3-5055 Low Risk 30275 2020-04-14
Thyroid Assays
T3 CL3-5028 Low Risk 30312 2020-04-14
T4 CL3-5029 Low Risk 30314 2020-04-14
TSH CL2-5030 Low Risk 30318 2020-04-14
T3 Uptake CL3-5072 Low Risk 30313 2020-04-14
FT3 CL3-5026 Low Risk 30309 2020-04-14
FT4 CL3-5027 Low Risk 30308 2020-04-14
Tg (Thyroglobulin) CL3-5073 Low Risk 30490 2020-04-14
TBG CL3-5074 Low Risk 30316 2020-04-14
Anti-Tg CL3-5075 Low Risk 30490 2020-04-14
Anti-TPO CL3-5076 Low Risk 30317 2020-04-14
Ultra-Sensitive TSH CL2-5077 Low Risk 30318 2020-04-14
Fertility Assays
LH CL3-5006 Low Risk 38965 2020-04-14
FSH CL3-5004 Low Risk 30322 2020-04-14
Prolactin CL3-5008 Low Risk 30325 2020-04-14
hCG CL2-5005 Low Risk 30513 2020-04-14
AMH CL3-5069 Low Risk 43148 2020-04-14
Beta hCG CL2-5055 Low Risk 30332 2020-04-14
HGH CL3-5007 Low Risk 30333 2020-04-14
PAPP-A CL3-5068 Low Risk 31533 2020-04-14
Diabetes Assays
Insulin CL2-5003 Low Risk 30338 2020-04-14
C-peptide CL2-5002 Low Risk 30336 2020-04-14
Tumor Markers Assays
AFP CL3-5031 Low Risk 30295 2020-04-14
CEA CL3-5036 Low Risk 30288 2020-04-14
Free Beta hCG CL2-5037 Low Risk 30333 2020-04-14
Beta 2 Microglobulin CL2-5032 Low Risk 30296 2020-04-14
NSE CL2-5039 Low Risk 30301 2020-04-14
CA-12-5 CL3-5034 Low Risk 30283 2020-04-14
CA-19-9 CL2-5035 Low Risk 30280 2020-04-14
CA-15-3 CL2-5033 Low Risk 30279 2020-04-14
Ferritin CL3-5001 Low Risk 30377 2020-04-14
Cyfra21-1 CL2-5079 Low Risk 44431 2020-04-14
Pro-GRP CL2-5080 Low Risk 44438 2020-04-14
PAP CL2-5081 Low Risk 34226 2020-04-14
Steroid Assays
Progesterone CL3-5021 Low Risk 30294 2020-04-14
Estradiol CL3-5016 Low Risk 30321 2020-04-14
Testosterone CL3-5022 Low Risk 30327 2020-04-14
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CLIA Device Group Ref. No. IVDD IVDR GMDN First

Risk class | Risk class | code CE-marking
Free Testosterone CL9-5023 Low Risk 30327 2020-04-14
Testosterone (Saliva) CL9-5025 Low Risk 30327 2020-04-14
5a-Androstane-3a, 17b-diol Glucuronide (3a- Diol G) CL9-5009 Low Risk 31533 2020-04-14
17 OH Progesterone CL3-5010 Low Risk 30324 2020-04-14
Androstenedione CL3-5070 Low Risk 30319 2020-04-14
Aldosterone CL3-5011 Low Risk 31428 2020-04-14
Cortisol CL3-5012 Low Risk 31394 2020-04-14
DHEA CL3-5013 Low Risk 39894 2020-04-14
DHEA-S CL3-5014 Low Risk 39894 2020-04-14
uE3 CL3-5041 Low Risk 30330 2020-04-14
Estriol (Saliva) CL9-5018 Low Risk 30329 2020-04-14
Estrone (Saliva) CL9-5019 Low Risk 33293 2020-04-14
Estrone CL3-5020 Low Risk 33293 2020-04-14
Plasma Renin Activity (PRA) CL9-5024 Low Risk 43444 2020-04-14
SHBG CL3-5071 Low Risk 30326 2020-04-14
Procalcitonin CL3-5067 Low Risk 12069016 |2020-04-14
Infectious Disease Assays
Digoxin CL3-5059 Low Risk 30386 2020-04-14
hs-CRP CL2-5060 Low Risk 30499 2020-04-14
CK-MB CL3-5061 Low Risk 30499 2020-04-14
Myoglobin CL3-5062 Low Risk 30264 2020-04-14
cTnl CL2-5063 Low Risk 30266 2020-04-14
Bone Metabolism
ACTH CL3-5017 Low Risk 39005 2020-04-14
Calcitonin CL3-5064 Low Risk 30342 2020-04-14
PTH CL3-5065 Low Risk 30353 2020-04-14
Vitamin D CL3-5066 Low Risk 30350 2020-04-14
Autoimmune Disease
Cardiolipin IgA CL2-5051 Low Risk 30475 2020-04-14
Cardiolipin IgG CL2-5052 Low Risk 30475 2020-04-14
Cardiolipin IgM CL2-5053 Low Risk 30475 2020-04-14
ds-DNA CL2-5054 Low Risk 30458 2020-04-14
RF IgM CL2-5114 Low Risk 30500 2020-04-14
B2GP1 IgA CL2-5115 Low Risk 30478 2020-04-14
B2GP1 IgG CL2-5116 Low Risk 30478 2020-04-14
B2GP1 IgM CL2-5117 Low Risk 30478 2020-04-14
Thyroglobulin IgG CL2-5118 Low Risk 30315 2020-04-14
Anti-CCP CL2-5119 Low Risk 44202 2020-04-14
Anemia Assays
Folate CL3-5056 Low Risk 30378 2020-04-14
Vitamin B12 CL3-5057 Low Risk 30384 2020-04-14
Transferrin Soluble Receptor (sTfR) CL3-5058 Low Risk 30253 2020-04-14
NeoNatal Assays
Neonatal TSH CL2-5078 Low Risk 30310 2020-04-14
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CLIA Device Group Ref. No. IVDD IVDR GMDN First

Risk class | Risk class | code CE-marking
Infectious Disease Assays
H. pylori IgA CL2-5048 Low Risk 30691 2020-04-14
H. pylori IgG CL2-5049 Low Risk 30691 2020-04-14
H. pylori IgM CL2-5050 Low Risk 30691 2020-04-14
H. pylori IgG (Quantitative) CL2-5082 Low Risk 30691 2020-04-14
H. pylori Antigen CL2-5083 Low Risk 30691 2020-04-14
EBV VCA IgA CL2-5084 Low Risk 30809 2020-04-14
EBV VCA IgG CL2-5085 Low Risk 30809 2020-04-14
EBV VCA IgM CL2-5086 Low Risk 30809 2020-04-14
EBV EA-D IgA CL2-5087 Low Risk 30809 2020-04-14
EBV EA-D IgG CL2-5088 Low Risk 30809 2020-04-14
EBV EA-D IgM CL2-5089 Low Risk 30809 2020-04-14
EBNA IgA CL2-5090 Low Risk 30808 2020-04-14
EBNA IgG CL2-5091 Low Risk 30808 2020-04-14
EBNA IgM CL2-5092 Low Risk 30808 2020-04-14
Measles IgG CL2-5093 Low Risk 44019 2020-04-14
Measles IgM CL2-5094 Low Risk 44019 2020-04-14
VZV IgG CL2-5095 Low Risk 44027 2020-04-14
VZV IgM CL2-5096 Low Risk 44027 2020-04-14
Mumps 1gG CL2-5097 Low Risk 33908 2020-04-14
Mumps IgM CL2-5098 Low Risk 33908 2020-04-14
Dengue IgG CL2-5099 Low Risk 32481 2020-04-14
Dengue IgM CL2-5100 Low Risk 32481 2020-04-14
HSV 1/2 IgG CL2-5101 Low Risk 40176 2020-04-14
HSV 1/2 IgM CL2-5102 Low Risk 40176 2020-04-14
HSV 1 IgA CL2-5103 Low Risk 38870 2020-04-14
HSV 1 1gG CL2-5104 Low Risk 38870 2020-04-14
HSV 1 IgM CL2-5105 Low Risk 38870 2020-04-14
HSV 2 IgA CL2-5106 Low Risk 38875 2020-04-14
HSV 2 1gG CL2-5107 Low Risk 38875 2020-04-14
HSV 2 IgM CL2-5108 Low Risk 38875 2020-04-14
ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Allergy
Total Human IgE Et;:iggg Low Risk 30275 2020-04-14
Human Specific 1gG EL15-1001 |Low Risk 44211 2020-04-14
Human Specific 9G4 EL15-1002 |Low Risk 44211 2020-04-14
Histamine EL30-1003 |Low Risk 30274 2020-04-14
Anemia
Vitamin B12 EL1-1007 Low Risk 30384 2020-04-14
Folate EL1-1005 Low Risk 30378 2020-04-14
sTfR-Transferrin Soluble Receptor EL3-1006 Low Risk 30253 2020-04-14
Ferritin EL1-1004 Low Risk 30377 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Hepcidin EL1-1008 Low Risk 12070190 |2020-04-14
Autoimmune Disease
Anti-CCP EL2-1011 Low Risk 44202 2020-04-14
Anti-CP 1gG EL20-1288 | Low Risk 44202 2020-04-14
Beta 2 Glycoprotein 1 IgA EL2-1017 Low Risk 30478 2020-04-14
Beta 2 Glycoprotein 1 1gG EL2-1018 Low Risk 30478 2020-04-14
Beta 2 Glycoprotein 1 IgM EL2-1019 Low Risk 30478 2020-04-14
Anti-Tissue Transglutaminase 1gG EL20-1015 |Low Risk 44385 2020-04-14
Anti-Tissue Transglutaminase IgA EL20-1014 |Low Risk 44385 2020-04-14
ANA Screen IgG EL1-1009 Low Risk 30454 2020-04-14
ENA IgG Profile-6 EL10-1024 |Low Risk 30455 2020-04-14
ENA Screen IgG EL20-1025 |Low Risk 30455 2020-04-14
Rheumatoid Factor (RF) IgA EL15-1034 |Low Risk 30500 2020-04-14
Rheumatoid Factor (RF) IgG EL15-1035 |Low Risk 30500 2020-04-14
Rheumatoid Factor (RF) IgM EL2-1038 Low Risk 30500 2020-04-14
SM/RNP 1gG EL1-1040 Low Risk 30464 2020-04-14
Sm IgG EL1-1041 Low Risk 17276 2020-04-14
Jo-11gG EL21-1029 |Low Risk 30461 2020-04-14
Scl-70 1gG EL1-1039 Low Risk 30463 2020-04-14
SS-A (Ro) EL1-1042 Low Risk 44202 2020-04-14
SS-B (La) EL1-1043 Low Risk 44202 2020-04-14
dsDNA EL1-1023 Low Risk 30458 2020-04-14
Cardiolipin IgG EL1-1021 Low Risk 30475 2020-04-14
Cardiolipin IgM EL1-1022 Low Risk 30475 2020-04-14
Cardiolipin IgA EL1-1020 Low Risk 30475 2020-04-14
Cardiolipin Total Ab EL1-1044 Low Risk 30475 2020-04-14
Mitochondrial Antibody (MA) EL1-1031 Low Risk 30476 2020-04-14
Thyroglobulin Antigen (Anti-Tg) EL3-1016 Low Risk 30315 2020-04-14
PR3 (c-ANCA) EL20-1033 |Low Risk 30484 2020-04-14
ANCA screen IgG EL10-1010 |Low Risk 30483 2020-04-14
MPO, Myeloperoxidase (p-ANCA) EL20-1032 |Low Risk 30483 2020-04-14
Gliadin 1I9G EL36-1026 | Low Risk 30480 2020-04-14
Gliadin IgA EL36-1027 | Low Risk 30480 2020-04-14
TPO EL1-1012 Low Risk 30317 2020-04-14
Anti-Phospholipids Screen EL20-1013 |Low Risk 30582 2020-04-14
ASMA EL29-1302 |Low Risk 30274 2020-04-14
Beta-2-Glycoprotein IgA EL2-1017 Low Risk 30478 2020-04-14
Beta-2-Glycoprotein 1gG EL2-1018 Low Risk 30478 2020-04-14
Beta-2-Glycoprotein IgM EL2-1019 Low Risk 30478 2020-04-14
Tumor markers
Prostatic Acid Phosphatase (PAP) EL2-1289 Low Risk 34226 2020-04-14
Beta-2-Microglobulin EL2-1277 Low Risk 30296 2020-04-14
AFP (Alpha Fetoprotein) EL1-1276 Low Risk 43480 2020-04-14
CEA EL1-1283 Low Risk 30288 2020-04-14
CA-15-3 EL1-1279 Low Risk 30279 2020-04-14
CA-12-5 EL1-1278 Low Risk 30283 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
CA-19-9 EL1-1280 Low Risk 30280 2020-04-14
NSE EL2-1286 Low Risk 30301 2020-04-14
Free Beta HCG EL1-1284 Low Risk 30333 2020-04-14
Pro-GRP (Gastrin-Releasing Peptide) EL2-1290 Low Risk 44438 2020-04-14
Chromogranin A EL1-1281 Low Risk 30289 2020-04-14
HE4 EL1-1306 Low Risk 30289 2020-04-14
Cyfra21-1 EL2-1034 Low Risk 30289 2020-04-14
Bone Metabolism
Intact PTH EL3-1048 Low Risk 30353 2020-04-14
25-OH Vitamin D EL1-1045 Low Risk 30350 2020-04-14
ACTH EL3-1046 Low Risk 39005 2020-04-14
Cardiac
Digoxin EL3-1051 Low Risk 30386 2020-04-14
CK-MB EL3-1050 Low Risk 30499 2020-04-14
Troponin | EL1-1054 Low Risk 30266 2020-04-14
Myoglobin EL6-1053 Low Risk 30264 2020-04-14
C-Reactive Protein (CRP) EL1-1049 Low Risk 30499 2020-04-14
Diabetes
Insulin EL1-1058 Low Risk 30338 2020-04-14
C-peptide EL1-1055 Low Risk 30336 2020-04-14
Leptin EL9-1059 Low Risk 12069017 | 2020-04-14
Adiponectin EL9-1056 Low Risk 12069017 |2020-04-14
(IGFBP-1) Insulin-Like Growth Factor Binding Protein-1 EL9-1057 Low Risk 42852 2020-04-14
Anti-GAD EL8-1060 Low Risk 30340 2020-04-14
IAA EL8-1061 Low Risk 30339 2020-04-14
IGF-1 EL8-1062 Low Risk 30361 2020-04-14
Pro-Insulin EL1-1063 Low Risk 42852 2020-04-14
Fertility
Human Growth Hormone (HGH) EL1-1083 Low Risk 30333 2020-04-14
hCG Visual EL6-1082 Low Risk 30513 2020-04-14
Beta hCG (Total) EL2-1078 Low Risk 30332 2020-04-14
FSH EL1-1080 Low Risk 31533 2020-04-14
LH EL1-1084 Low Risk 38246 2020-04-14
Prolactin EL1-1086 Low Risk 30325 2020-04-14
PAPP-A EL3-1085 Low Risk 31533 2020-04-14
SHBG EL3-1261 Low Risk 30326 2020-04-14
AMH EL3-1079 Low Risk 43148 2020-04-14
hCG EL1-1081 Low Risk 30332 2020-04-14
Sperm Ab EL8-1087 Low Risk 30486 2020-04-14
Infectious Diseases
Adenovirus 1gG EL15-1102 |Low Risk 39468 2020-04-14
Adenovirus IgA EL15-1101 |Low Risk 39468 2020-04-14
Adenovirus IgM EL15-1103 |Low Risk 39468 2020-04-14
Influenza A IgA EL15-1365 |Low Risk 39463 2020-04-14
Influenza A IgG EL15-1366 |Low Risk 39463 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Influenza A IgM EL15-1367 |Low Risk 39463 2020-04-14
Influenza B IgA EL15-1368 |Low Risk 39463 2020-04-14
Influenza B 1gG EL15-1369 |Low Risk 39463 2020-04-14
Influenza B IgM EL15-1370 |Low Risk 39463 2020-04-14
Chikungunya IgG EL4-1114 Low Risk 32481 2020-04-14
Chikungunya IgM EL4-1113 Low Risk 32481 2020-04-14
COVID-19 IgA EL45-1373 | Low Risk 42994 2020-04-14
COVID-19 IgG EL1-1360 Low Risk 42994 2020-04-14
COVID-19 IgM EL1-1361 Low Risk 42994 2020-04-14
COVID-19 IgG EL36-1360R | Low Risk 42994 2020-04-14
COVID-19 IgM EL36-1361R | Low Risk 42994 2020-04-14
COVID-19 I1gG EL45-1360 |Low Risk 42994 2020-04-14
COVID-19 IgM EL45-1361 |Low Risk 42994 2020-04-14
COVID-19 Total Ab EL45-1379 |Low Risk 42994 2020-12-06
Mycobacterium Tuberculosis (TB) IgA EL15-1317 |Low Risk 30635 2020-04-14
Mycobacterium Tuberculosis (TB) 1gG EL15-1201 |Low Risk 30635 2020-04-14
Mycobacterium Tuberculosis (TB) IgM EL15-1202 |Low Risk 30635 2020-04-14
Herpes Simplex 1 1gG (HSV1 IgA) EL2-1162 Low Risk 38870 2020-04-14
Herpes Simplex 1 1gG (HSV1 IgG) EL1-1163 Low Risk 38870 2020-04-14
Herpes Simplex 1 IgM (HSV1 IgM) EL1-1164 Low Risk 38870 2020-04-14
Herpes Simplex 2 IgG (HSV2 IgG) EL1-1165 Low Risk 38875 2020-04-14
Herpes Simplex 2 IgM (HSV2 IgM) EL1-1166 Low Risk 38875 2020-04-14
Herpes Simplex 1,2 19G (HSV1,2 1gG) EL1-1167 Low Risk 40176 2020-04-14
Herpes Simplex 1,2 IgM (HSV1,2 IgM) EL1-1168 Low Risk 40176 2020-04-14
Epstein Barr Virus VCA IgA (EBV, VCA IgA) EL2-1135 Low Risk 30809 2020-04-14
Epstein Barr Virus VCA IgG (EBV, VCA IgG) EL1-1136 Low Risk 30809 2020-04-14
Epstein Barr Virus VCA IgM (EBV, VCA IgM) EL1-1137 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) IgM EL2-1134 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) 1gG EL2-1133 Low Risk 30809 2020-04-14
Epstein Barr Virus Early Antigen (EA) IgA EL2-1132 Low Risk 30809 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) 1gG EL2-1130 Low Risk 30808 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) IgM EL2-1131 Low Risk 30808 2020-04-14
Epstein Barr Virus Nuclear Antigen (EBNA) IgA EL2-1129 Low Risk 30808 2020-04-14
Measles IgG EL1-1177 Low Risk 44019 2020-04-14
Measles IgM EL1-1178 Low Risk 44019 2020-04-14
Mumps IgG EL1-1179 Low Risk 33908 2020-04-14
Mumps IgM EL1-1180 Low Risk 33908 2020-04-14
Mycoplasma pneumonia IgG EL1-1181 Low Risk 30657 2020-04-14
Mycoplasma pneumonia IgM EL1-1182 Low Risk 30657 2020-04-14
Syphilis (TPA) 1gG EL1-1195 Low Risk 30685 2020-04-14
Syphilis (TPA) IgM EL1-1197 |Low Risk 30685 2020-04-14
Legionela urine Ag detection EL16-1175 |Low Risk 30692 2020-04-14
H. pylori I9G EL1-1140 Low Risk 30691 2020-04-14
H. pylori IgA EL1-1139 Low Risk 30691 2020-04-14
H-Pylori IgM EL1-1141 Low Risk 30691 2020-04-14
H. pylori Antigen EL2-1138, |Low Risk 30691 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
EL32-1138
Varicella-Zoster 19G EL1-1209 Low Risk 44027 2020-04-14
Varicella-Zoster IgM EL1-1210 Low Risk 44027 2020-04-14
HEV IgG EL13-1156 |Low Risk 30757 2020-04-14
HEV IgM EL13-1161 |Low Risk 30758 2020-04-14
HAV Ab EL7-1142 Low Risk 30721 2020-04-14
HAV IgM EL7-1143 Low Risk 30722 2020-04-14
HDV IgG EL7-1153 Low Risk 30750 2020-04-14
HDV IgM EL7-1155 Low Risk 30752 2020-04-14
HDV Ab EL13-1315 |Low Risk 30750 2020-04-14
HDV Ag Et;sligis Low Risk 30747 2020-04-14
HTLV1+2Ab EL7-1160 Low Risk 30789 2020-04-14
Lyme Disease 1gG EL10-1171 |Low Risk 30697 2020-04-14
Lyme Disease IgM EL10-1172 |Low Risk 30697 2020-04-14
Lyme Disease 1gG, M EL10-1173 |Low Risk 30697 2020-04-14
Bordetella Pertussis IgA EL15-1110 |Low Risk 37723 2020-04-14
Bordetella Pertussis 1gG EL15-1111 |Low Risk 37723 2020-04-14
Bordetella Pertussis IgM EL15-1112 |Low Risk 37723 2020-04-14
RSV IgA EL15-1186 |Low Risk 30814 2020-04-14
RSV IgG EL15-1187 |Low Risk 30814 2020-04-14
RSV IgM EL15-1188 |Low Risk 30814 2020-04-14
Tetanus EL5-1205 Low Risk 38876 2020-04-14
Diphtheria IgG EL5-1124 Low Risk 33499 2020-04-14
Salmonella typhi IgG EL1-1193 Low Risk 30709 2020-04-14
Salmonella typhi IgM EL1-1194 Low Risk 30709 2020-04-14
Salmonella Antigen detection EL4-1192 Low Risk 30709 2020-04-14
Anthrax 1gG EL1-1105 Low Risk 32481 2020-04-14
Babesia IgG EL4-1109 Low Risk 32481 2020-04-14
Dengue IgM EL5-1127 Low Risk 32481 2020-04-14
Dengue IgG/IgM EL5-1125 Low Risk 32481 2020-04-14
Dengue IgG EL5-1126 Low Risk 32481 2020-04-14
Dengue NS1 Antigen EL4-1128 Low Risk 32481 2020-04-14
Japanese Encephalitis 1gG EL4-1169 Low Risk 44321 2020-04-14
Japanese Encephalitis IgM EL4-1170 Low Risk 44321 2020-04-14
Leprosy 1gG/IgM EL4-1176 Low Risk 32481 2020-04-14
Parvovirus B19 IgG EL30-1183 |Low Risk 40443 2020-04-14
Parvovirus B19 IgM EL30-1184 |Low Risk 40444 2020-04-14
Rotavirus (fecal) EL16-1185 |Low Risk 30815 2020-04-14
Scrub Typhus IgG EL4-1199 Low Risk 44028 2020-04-14
Scrub Typhus IgM EL4-1200 Low Risk 44028 2020-04-14
TB IgA EL15-1317 |Low Risk 30635 2020-04-14
TB IgG EL15-1201 |Low Risk 30635 2020-04-14
TB IgM EL15-1202 |Low Risk 30635 2020-04-14
Zika Virus IgG EL1-1203 Low Risk 32481 2020-04-14
Zika Virus IgM EL1-1204 Low Risk 32481 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
West Nile IgG EL4-1211 Low Risk 42926 2020-04-14
West Nile IgM EL4-1212 Low Risk 42926 2020-04-14
Parasitology
Schistosoma IgG EL5-1227 Low Risk 30824 2020-04-14
Chagas EL5-1213 Low Risk 30820 2020-04-14
Cysticercosis IgG (T. solium) EL5-1220 Low Risk 39979 2020-04-14
Campylobacter EL16-1229 |Low Risk 33948 2020-04-14
E. coli 0157 Ag detection EL16-1232 |Low Risk 37727 2020-04-14
E. histolytica I9G (Amebiasis) EL5-1221 Low Risk 39979 2020-04-14
E. histolytica Dispar EL16-1233 |Low Risk 39979 2020-04-14
Echinococcus IgG EL5-1222 Low Risk 30822 2020-04-14
Fasciola IgG EL5-1216 Low Risk 34068 2020-04-14
Fasciola gigantica EL5-1217 Low Risk 34068 2020-04-14
Filaria IgG4 EL4-1218 Low Risk 34068 2020-04-14
Leishmania EL5-1223 Low Risk 30823 2020-04-14
Leptospira IgG EL5-1224 Low Risk 30716 2020-04-14
Leptospira IgM EL5-1226 Low Risk 30716 2020-04-14
Leptospira IgG/IgM EL5-1225 Low Risk 30716 2020-04-14
Toxocara IgG EL5-1228 Low Risk 34068 2020-04-14
Trichinella IgG EL5-1215 Low Risk 33379 2020-04-14
Ascaris 1gG EL5-1219 Low Risk 39979 2020-04-14
Strongyloides IgG EL5-1214 Low Risk 34068 2020-04-14
Crypto/Giardia Ag detection EL16-1230 |Low Risk 30675 2020-04-14
Cryptosporidium Ag detection EL16-1231 |Low Risk 30675 2020-04-14
Giardia antigen EL16-1235 |Low Risk 36173 2020-04-14
Giardia coprpantigen in stool EL5-1361 Low Risk 36173 2020-04-14
Anti-Giardia IgA ELISA in saliva EL5-1362 Low Risk 36173 2020-04-14
Entamoeba histolytica coproantigen in stool EL5-1363 Low Risk 39979 2020-04-14
Adenovirus Antigen EL16-1104 |Low Risk 41274 2020-04-14
Steroid
Aldosterone EL3-1247 Low Risk 31428 2020-04-14
Cortisol EL1-1249 Low Risk 31394 2020-04-14
Aldosterone EL3-1247 Low Risk 31428 2020-04-14
Cortisol EL1-1249 Low Risk 31394 2020-04-14
Cortisol Saliva EL9-1250 Low Risk 31394 2020-04-14
Estradiol EL1-1254 Low Risk 30321 2020-04-14
DHEA-S EL1-1251 Low Risk 30320 2020-04-14
DHEA EL3-1252 Low Risk 39894 2020-04-14
Progesterone EL1-1259 Low Risk 30323 2020-04-14
Progesterone Saliva EL9-1260 Low Risk 30294 2020-04-14
Testosterone EL1-1263 Low Risk 30327 2020-04-14
Testosterone Saliva EL9-1265 Low Risk 30327 2020-04-14
Free Testosterone EL1-1264 Low Risk 30327 2020-04-14
Androstenedione EL1-1248 Low Risk 30321 2020-04-14
Free Estriol EL1-1257 Low Risk 30330 2020-04-14
Dihydrotestosterones (DHT) EL9-1253 Low Risk 30327 2020-04-14
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ELISA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
17-OH Progesterone EL1-1245 Low Risk 30324 2020-04-14
5a-Androstane-3a, 17b-diol Glucuronide (3a- Diol G) EL9-1246 Low Risk 31533 2020-04-14
Total Estrogen EL9-1255 Low Risk 38858 2020-04-14
Estrone EL3-1256 Low Risk 33293 2020-04-14
Pregnenolone EL9-1258 Low Risk 33301 2020-04-14
Total Estriol EL8-1266 Low Risk 30330 2020-04-14
Thyroid
T3 EL1-1270 Low Risk 30314 2020-04-14
T4 EL1-1271 Low Risk 30312 2020-04-14
TSH EL1-1273 Low Risk 30489 2020-04-14
U-TSH EL6-1275 Low Risk 30489 2020-04-14
Free T4 EL1-1268 Low Risk 30308 2020-04-14
Free T3 EL1-1267 Low Risk 30309 2020-04-14
Reverse T3 EL9-1274 Low Risk 30311 2020-04-14
T Uptake EL3-1269 Low Risk 30313 2020-04-14
Tg (Thyroglobulin) EL1-1272 Low Risk 30490 2020-04-14
TBG (Thyroxine-Binding Globulin) EL3-1262 Low Risk 30316 2020-04-14
Neo-Natal Panel
Neo-Natal T4 EL1-1240 Low Risk 30273 2020-04-14
Neo-Natal TSH EL1-1239 Low Risk 30310 2020-04-14
Neo-Natal TBG EL3-1242 Low Risk 30316 2020-04-14
Neo-Natal 17-OH Progesterone EL1-1236 Low Risk 30324 2020-04-14
Neo-Natal MSUD EL1-1237 Low Risk 30273 2020-04-14
Neo-Natal PKU EL1-1238 Low Risk 30273 2020-04-14
Neo-Natal IRT EL1-1241 Low Risk 30273 2020-04-14
Neo-Natal Total Galactose EL1-1243 Low Risk 30273 2020-04-14
G6PD EL1-1303 Low Risk 30273 2020-04-14
Neo-Natal Biotinidase EL1-1244 Low Risk 30273 2020-04-14
Others
Procalcitonin EL3-1309 Low Risk 12069016 |2020-04-14
Calcitonin EL3-1292 Low Risk 30342 2020-04-14
Renin EL9-1300 Low Risk 43444 2020-04-14
IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
Autoimmune Diseases and others
ANA Rat Liver IFA Kit IIII:Z11774;,(())0129 Low Risk 41420 2020-04-14
ANA Mouse Kidney IFA Kit IF17-4003 | Low Risk 41420 2020-04-14
IF17-4004,

. IF17-4005, |Low Risk 2020-04-14
ANA Hep-2 IFA Kit IF17-4018 17269
AMA IFA Kit III'—':1177£L(())2223 Low Risk 17267 2020-04-14
AAS Rat Kidney Stomach Liver Tissue IF17-4000 | Low Risk 30274 2020-04-14
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IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
. IF17-4006, .
ASMA IFA Kit IF17-4015 Low Risk 30274 2020-04-14
. F17-4030, .
ATA IFA Kit IF174031 Low Risk 30274 2020-04-14
. IF17-4008, .
ASA IFA Kit IF17-4034 Low Risk 30274 2020-04-14
IF17-4007,
. IF17-4051, |Low Risk 30274 2020-04-14
NDNA IFA Kit IF17-4052
. . . IF17-4032, .
Endomysial (Primate Endomysial) IF17-4033 Low Risk 12109016 |2020-04-14
. - IF17-4041, .
Anti-Reticulin IgA IF17-4042 Low Risk 30526 2020-04-14
. - IF17-4043, .
Anti-Reticulin 1gG IF17-4044 Low Risk 30526 2020-04-14
C-ANCA IF17-4059 |Low Risk 30484 2020-04-14
P-ANCA IF17-4060 | Low Risk 30483 2020-04-14
Bacterial Diseases
. . IF17-4063, .
Legionella pneumophila 1-6 IFA Poly (HT) IF17-4064 Low Risk 30694 2020-04-14
Legionella pneumophila 1-6/bdglmj/C Specimen IF17-4061 |Low Risk 30694 2020-04-14
Legionella pneumophila 1-6/bdgimj DFA Screen IF17-4062 |Low Risk 30694 2020-04-14
. . . IF17-4013, .
FTA-ABS Double Stain (Syphilis) IFA Kit IF17-4066 Low Risk 32455 2020-04-14
. IF17-4012, .
FTA-ABS (T. pallidum) IF17-4067 Low Risk 32455 2020-04-14
FTA-ABS (Syphilis) Titrable IFA Kit IF17-4014 | Low Risk 32455 2020-04-14
Viral diseases
HSV-1 IgG IFA Kit IF17-4016 | Low Risk 39502 2020-04-14
HSV-2 1gG IFA Kit IF17-4080 |Low Risk 39502 2020-04-14
HSV-1 IgM IFA Kit IF17-4017 | Low Risk 39502 2020-04-14
HSV-2 IgM IFA Kit IF17-4081 |Low Risk 39502 2020-04-14
HSV 1&2 IgG IF17-4078 | Low Risk 39502 2020-04-14
HSV 1&2 IgM IF17-4079 |Low Risk 39502 2020-04-14
EBV-VCA IgG IFA Kit IF17-4074 Low Risk 33971 2020-04-14
EBV-VCA IgM IFA Kit IF17-4075 Low Risk 33971 2020-04-14
EBV-EA IFA Kit IF17-4077 Low Risk 33971 2020-04-14
EBNA IFA Kit IF17-4076 Low Risk 33971 2020-04-14
RMSF Rocky Mountain Spotted Fever (R. ricketsii) IF17-4065 |Low Risk 32473 2020-04-14
Measles IgG IFA Kit IF17-4092 | Low Risk 44019 2020-04-14
Measles IgM IFA Kit IF17-4093 | Low Risk 44019 2020-04-14
Mumps IgG IFA Kit IF17-4094 | Low Risk 33908 2020-04-14
Mumps IgM IFA Kit IF17-4095 |Low Risk 33908 2020-04-14
RSV IgG (Respiratory Syncytial Virus) IF17-4096 | Low Risk 30814 2020-04-14
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IFA Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
RSV IgM (Respiratory Syncytial Virus) IF17-4097 | Low Risk 30814 2020-04-14
Varicella-Zoster Virus 1gG IFA Kit IF17-4098 | Low Risk 44027 2020-04-14
Varicella-Zoster Virus IgM IFA Kit IF17-4099 | Low Risk 44027 2020-04-14
West Nile Virus 1gG IF17-4100 | Low Risk 42926 2020-04-14
West Nile Virus 1gG IF17-4101 | Low Risk 42926 2020-04-14
RT-PCR Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
SARS-CoV-2 PR31-8000 |Low Risk 42994 2020-04-14
SARS-CoV-2 PR4-8000 |Low Risk 42994 2020-04-14
SARS-CoV-2 pap-PCR PR45-8000 |Low Risk 42994 2020-12-06
SARS-CoV-2/FIu/RSV RT-PCR PR31-8001 |Low Risk 42994 2020-12-06
Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Tumor Markers Tests
FOB Cassette RT27-2182 |Low Risk 38217 2020-04-14
FOB Strip RT27-2181 |Low Risk 38217 2020-04-14
CEA RT27-2180 |Low Risk 30288 2020-04-14
AFP RT27-2179 |Low Risk 30295 2020-04-14
Cardiac markers
CK-MB Cassette (Serum/Plasma/Whole Blood) RT27-2001 | Low Risk 30499 2020-04-14
CB:l-;(Tja)\ctlve Protein (CRP) Cassette (Serum/Plasma/Whole RT27-2003 | Low Risk 30507 2020-04-14
CB:l-;(Tja)\ctlve Protein (CRP) Strip (Serum/Plasma/Whole RT27-2002 | Low Risk 30507 2020-04-14
D-Dimer Cassette (Plasma/Whole Blood) RT27-2004 | Low Risk 30576 2020-04-14
Myoglobin Cassette (Serum/Plasma/Whole Blood) RT27-2005 |Low Risk 30264 2020-04-14
Troponin | Cassette (Serum/Plasma/Whole Blood) RT27-2007 |Low Risk 30509 2020-04-14
3in 1 Troponin I/Myoglobin/CKMB Cassette .
(Serum /PIF; o a/WIzolg Blood) RT27-2006 |Low Risk 42649 | 2020-04-14
Drug Test
Alcohol Urine Strip RT27-2010 |Low Risk 30443 2020-04-14
Alcohol Saliva Strip RT27-2009 |Low Risk 30443 2020-04-14
Amphetamine Urine Cassette RT27-2012 |Low Risk 30516 2020-04-14
Amphetamine Urine Strip RT27-2011 |Low Risk 30516 2020-04-14
Barbiturates Urine Cassette RT27-2014 |Low Risk 30517 2020-04-14
Barbiturates Urine Strip RT27-2013 | Low Risk 30517 2020-04-14
Buprenorphine Urine Cassette RT27-2016 |Low Risk 31584 2020-04-14
Buprenorphine Urine Strip RT27-2015 | Low Risk 31584 2020-04-14
Benzodiazepine Urine Cassette RT27-2018 | Low Risk 30518 2020-04-14
Benzodiazepine Urine Strip RT27-2017 | Low Risk 30518 2020-04-14
Cocaine Urine Cassette RT27-2022 | Low Risk 30520 2020-04-14
Cocaine Urine Strip RT27-2021 | Low Risk 30520 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking

Cotinine Cassette RT27-2024 | Low Risk 37270 2020-04-14
Cotinine Strip RT27-2023 |Low Risk 37270 2020-04-14
EDDP Urine Cassette RT27-2028 |Low Risk 30521 2020-04-14
EDDP Urine Strip RT27-2027 | Low Risk 30521 2020-04-14
Fentanyl Urine Cassette RT27-2030 |Low Risk 31582 2020-04-14
Fentanyl Urine Strip RT27-2029 | Low Risk 31582 2020-04-14
Ketamine Urine Cassette RT27-2032 |Low Risk 31582 2020-04-14
Ketamine Urine Strip RT27-2031 | Low Risk 31582 2020-04-14
MDMA(Ecstasy) Cassette RT27-2038 |Low Risk 30423 2020-04-14
MDMA(Ecstasy) Strip RT27-2037 |Low Risk 30423 2020-04-14
Methadone (MTD) Urine Urine Cassette RT27-2040 |Low Risk 30521 2020-04-14
Methadone (MTD) Urine Urine Strip RT27-2039 | Low Risk 30521 2020-04-14
Methamphetamine Urine Cassette RT27-2042 | Low Risk 30423 2020-04-14
Methamphetamine Urine Strip RT27-2041 | Low Risk 30423 2020-04-14
Marijuana (THC) Urine Cassette RT27-2057 | Low Risk 30519 2020-04-14
Marijuana (THC) Urine Strip RT27-2056 |Low Risk 30519 2020-04-14
Opiates Urine Cassette RT27-2044 | Low Risk 30522 2020-04-14
Opiates Urine Strip RT27-2043 | Low Risk 30522 2020-04-14
Oxycodone Urine Cassette RT27-2047 | Low Risk 31584 2020-04-14
Oxycodone Urine Strip RT27-2046 |Low Risk 31584 2020-04-14
Phencyclidine (PCP) Urine Cassette RT27-2049 | Low Risk 30523 2020-04-14
Phencyclidine (PCP) Urine Strip RT27-2048 |Low Risk 30435 2020-04-14
Tricyclic Antidepressants (TCA) Cassette RT27-2055 | Low Risk 30524 2020-04-14
Tricyclic Antidepressants (TCA) Strip RT27-2054 |Low Risk 30523 2020-04-14
Tramadol Urine Cassette RT27-2059 |Low Risk 31582 2020-04-14
Tramadol Urine Strip RT27-2058 |Low Risk 31582 2020-04-14
2-Drug Cassette (Any Combination) RT27-2060 |Low Risk 30261 2020-04-14
3-Drug Cassette (Any Combination) RT27-2061 |Low Risk 30261 2020-04-14
4-Drug Cassette (Any Combination) RT27-2062 | Low Risk 30261 2020-04-14
5-Drug Cassette (Any Combination) RT27-2063 | Low Risk 30261 2020-04-14
6-Drug Cassette (Any Combination) RT27-2064 | Low Risk 30261 2020-04-14
7-Drug Cassette (Any Combination) RT27-2065 |Low Risk 30261 2020-04-14
8-Drug Cassette (Any Combination) RT27-2066 |Low Risk 30261 2020-04-14
9-Drug Cassette (Any Combination) RT27-2067 |Low Risk 30261 2020-04-14
10-Drug Cassette (Any Combination) RT27-2068 |Low Risk 30261 2020-04-14
11-Drug Cassette (Any Combination) RT27-2069 |Low Risk 30261 2020-04-14
12-Drug Cassette (Any Combination) RT27-2070 |Low Risk 30261 2020-04-14
2-Drug Strip (Any Combination) RT27-2071 |Low Risk 30261 2020-04-14
3-Drug Strip (Any Combination) RT27-2072 | Low Risk 30261 2020-04-14
4-Drug Strip (Any Combination) RT27-2073 | Low Risk 30261 2020-04-14
5-Drug Strip (Any Combination) RT27-2074 | Low Risk 30261 2020-04-14
6-Drug Strip (Any Combination) RT27-2075 | Low Risk 30261 2020-04-14
7-Drug Strip (Any Combination) RT27-2076 | Low Risk 30261 2020-04-14
8-Drug Strip (Any Combination) RT27-2077 | Low Risk 30261 2020-04-14
9-Drug Strip (Any Combination) RT27-2078 | Low Risk 30261 2020-04-14
10-Drug Strip (Any Combination) RT27-2079 |Low Risk 30261 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
11-Drug Strip (Any Combination) RT27-2080 |Low Risk 30261 2020-04-14
12-Drug Strip (Any Combination) RT27-2081 |Low Risk 30261 2020-04-14
Drug Test/Cup
2-Drug Cup (Any Combination) RT27-2082 | Low Risk 30261 2020-04-14
3-Drug Cup (Any Combination) RT27-2083 | Low Risk 30261 2020-04-14
4-Drug Cup (Any Combination) RT27-2084 | Low Risk 30261 2020-04-14
5-Drug Cup (Any Combination) RT27-2085 | Low Risk 30261 2020-04-14
6-Drug Cup (Any Combination) RT27-2086 |Low Risk 30261 2020-04-14
7-Drug Cup (Any Combination) RT27-2087 |Low Risk 30261 2020-04-14
8-Drug Cup (Any Combination) RT27-2088 |Low Risk 30261 2020-04-14
9-Drug Cup (Any Combination) RT27-2089 |Low Risk 30261 2020-04-14
10-Drug Cup (Any Combination) RT27-2090 |Low Risk 30261 2020-04-14
11-Drug Cup (Any Combination) RT27-2091 |Low Risk 30261 2020-04-14
12-Drug Cup (Any Combination) RT27-2092 |Low Risk 30261 2020-04-14
Infectious Diseases and others
Legionella Urinary Antigen Cassette RT27-2147 | Low Risk 30692 2020-04-14
Legionella Urinary Antigen Strip RT27-2146 |Low Risk 30692 2020-04-14
Adeno/Rotavirus Antigen Cassette RT27-2131 | Low Risk 42994 2020-04-14
Adeno Antigen Cassette RT27-2132 | Low Risk 42994 2020-04-14
Rotavirus Antigen Cassette RT27-2161 |Low Risk 30815 2020-04-14
Chagas Cassette RT27-2133 | Low Risk 30820 2020-04-14
Chikungunya IgG/IgM Cassette RT27-2135 |Low Risk 42994 2020-04-14
Gonorrhoea Cassette RT27-2140 |Low Risk 38851 2020-04-14
Influenza A&B Cassette RT27-2145 |Low Risk 39466 2020-04-14
Leishmania 1gG/IgM Cassette RT27-2149 |Low Risk 30823 2020-04-14
Leishmania Cutaneous Strip RT27-2148 | Low Risk 30823 2020-04-14
Leptospira IgG/IgM RT27-2150 |Low Risk 30716 2020-04-14
Syphilis Cassette RT27-2172 | Low Risk 30687 2020-04-14
Syphilis Strip RR-l';'ZZZl-ZZ%L?i» Low Risk 30687 2020-04-14
Mononucleosis Cassette (Mono) (S/P) RT27-2177 |Low Risk 30826 2020-04-14
Strep A Cassette RT27-2169 |Low Risk 30826 2020-04-14
Strep A Strip RT27-2168 |Low Risk 30826 2020-04-14
Strep B Cassette RT27-2171 | Low Risk 30827 2020-04-14
Strep B Strip RT27-2170 |Low Risk 30827 2020-04-14
H1N1 Strip RT40-2209 |Low Risk 39461 2020-04-14
H. Pylori Ab Cassette (Serum/Plasma) RT27-2141 | Low Risk 30825 2020-04-14
H. Pylori Ab Cassette (Serum/Plasma/Whole Blood) RR-I';'ZZZ-ZZ%L‘LZZ Low Risk 30825 2020-04-14
H. Pylori Antigen Cassette ':1;_221__2212%2 Low Risk 30689 2020-04-14
HAV IgM RT27-2108 |Low Risk 30720 2020-04-14
Dengue IgG&igM ':1_;_221__2211:;87 Low Risk 42994 2020-04-14
Dengue NS1 RT24-2139 |Low Risk 42994 2020-04-14
Dengue IgG/IgM/NS1 RT24-2208 |Low Risk 42994 2020-04-14
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First

class class code CE-marking
Malaria P.f./Pv RT24-2204 |Low Risk 30674 2020-04-14
Malaria Pan RT24-2206 |Low Risk 30674 2020-04-14
Malaria P.f./Pan F;TTZZ‘;'_Zzzl%EZ Low Risk 30674  |2020-04-14
Malaria P.f. Cassette F;{'I;_22472221(E)371 Low Risk 30674 2020-04-14
Malaria P.f. Strip RT27-2152 | Low Risk 30674 2020-04-14
Malaria P.f./vivax RT27-2153 |Low Risk 30674 2020-04-14
Norovirus RT27-2156 |Low Risk 32459 2020-04-14
Salmonella typhi Antigen Cassette RT27-2163 | Low Risk 30709 2020-04-14
Salmonella typhi IgG/IgM Cassette RT27-2164 |Low Risk 30709 2020-04-14
Salmonella typhi/paratyphi antigen RT27-2165 |Low Risk 30709 2020-04-14
Scrub typhus IgG Strip RT4-2166 Low Risk 30717 2020-04-14
Scrub typhus IgM Strip RT4-2167 Low Risk 30717 2020-04-14
Zika Virus IgG/IgM Cassette RT27-2178 | Low Risk 42994 2020-04-14

RT24-2198,

COVID-19 1gG/lgM Eiig:igg' Low Risk 44022 |2020-04-14
SARS-CoV2 Antigen Rapid Test RT45-2214 | Low Risk 44022 2020-08-24
Tuberculosis (TB) Cassette RT27-2175 |Low Risk 44020 2020-04-14
Tuberculosis (TB) Strip RT27-2174 |Low Risk 44020 2020-04-14
HEV IgG/IigM RT27-2119 |Low Risk 30756 2020-04-14
Cryptococcus Ag RT27-2137 |Low Risk 37746 2020-04-14
Hantavirus IgG/IgM RT27-2144 |Low Risk 15048014 |2020-04-14
Mycoplasma pneumoniae Ag RT27-2155 | Low Risk 17311 2020-04-14
Rickettsia IgG/IgM RT24-2160 |Low Risk 30717 2020-04-14
RSV RT27-2162 |Low Risk 30814 2020-04-14
Tetanus RT27-2176 |Low Risk 38876 2020-04-14
Fertility
FSH Urine Cassette RT27-2094 |Low Risk 30512 2020-04-14
FSH Urine Strip RT27-2093 |Low Risk 30512 2020-04-14
Ovulation
LH Urine Cassette RT27-2106 |Low Risk 30515 2020-04-14
LH Urine Strip RT27-2105 |Low Risk 30515 2020-04-14
Pregnancy
hCG 10 mlU/ml Midstream RT27-2099 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml Midstream RT27-2102 | Low Risk 30513 2020-04-14
hCG 10mlU/ml urine Cassette RT27-2095 | Low Risk 30513 2020-04-14
hCG 10mIU/ml urine Strip RT27-2097 |Low Risk 30513 2020-04-14
hCG 10mIU/ml urine/serum RT27-2098 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine Cassette RT27-2101 | Low Risk 30513 2020-04-14
hCG 20 mIU/ml urine Strip RT27-2100 |Low Risk 30513 2020-04-14
hCG 10mIU/ml urine/serum/p RT27-2096 |Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine/serum/p Cassette RT27-2104 | Low Risk 30513 2020-04-14
hCG 20 mlU/ml urine/serum/p Strip RT27-2103 | Low Risk 30513 2020-04-14
Others
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ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @ :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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Rapid Tests Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
Micro-Albumin (HAS) Strip RT27-2197 |Low Risk 30246 2020-04-14
Ferritin RT27-2196 |Low Risk 30377 2020-04-14
H-FABP RT27-2107 |Low Risk 1230190 |2020-04-14
Nt-proBNP RT27-1157 |Low Risk 12130190 |2020-04-14
Procalcitonin (S/P/WB) RT27-2158 |Low Risk 12069016 |2020-04-14
Procalcitonin (S/P) RT27-2159 |Low Risk 12069016 |2020-04-14
Urine Reagent Strips
URS-1G RT27-2185 |Low Risk 17419 2020-04-14
URS-2PK RT27-2186 |Low Risk 30226 2020-04-14
URS-3 GKpH RT27-2187 |Low Risk 30226 2020-04-14
URS-4 GKpHB RT27-2188 |Low Risk 30226 2020-04-14
URS-5GKpHBP RT27-2189 |Low Risk 30226 2020-04-14
URS-6GKpHBPBIli RT27-2190 |Low Risk 30226 2020-04-14
URS-7GKpHBPBIliU RT27-2191 |Low Risk 30226 2020-04-14
URS-8GKpHBPBIlIUN RT27-2192 |Low Risk 30226 2020-04-14
URS-9GKpHBPBIlIUNS RT27-2193 |Low Risk 30226 2020-04-14
URS-10GKpHBPBIlIUNSL RT27-2194 |Low Risk 30226 2020-04-14
URS-11 RT27-2195 |Low Risk 30226 2020-04-14
Serology Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking
. . SL25-3002, .
C- Reactive Protein (CRP) S1L25-3003 Low Risk 30499 2020-04-14
SL25-3008, .
RF S125-3009 Low Risk 30500 2020-04-14
. . SL25-3000, .
Anti- Streptolysin O(ASO) S1L25-3001 Low Risk 30495 2020-04-14
. . . SL25-3004, .
Infectious Mononucleosis Screening (Mono) SL25-3005 Low Risk 30810 2020-04-14
SL25-3011, .
RPR SL25-3012 Low Risk 17393 2020-04-14
Lupus Erythematosus (SLE) SL25-3007 |Low Risk 30487 2020-04-14
TPHA SL25-3016 |Low Risk 32453 2020-04-14
Rotavirus SL25-3010 |Low Risk 17381 2020-04-14
S. Aureus SL25-3013 |Low Risk 33887 2020-04-14
Streptococci Lancefield grouping SL25-3015 |Low Risk 17389 2020-04-14
VDRL Antigen SL25-3017 | Low Risk 17395 2020-04-14
PARATYPHOID A (Salmonella, flagellar a antigen) SL25-3022 | Low Risk 39453 2020-04-14
PARATYPHOID B (Salmonella, flagellar b antigen) SL25-3023 | Low Risk 39453 2020-04-14
PARATYPHOID C (Salmonella typhi, flagellar c antigen) SL25-3024 |Low Risk 39453 2020-04-14
SALMONELLA Group A Antigen (somatic antigen) SL25-3028 |Low Risk 39453 2020-04-14
SALMONELLA Group B Antigen (somatic antigen) SL25-3029 |Low Risk 39453 2020-04-14

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @ :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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Serology Device Group Ref. No. IVDD Risk | IVDR Risk | GMDN First
class class code CE-marking

SALMONELLA Group C Antigen (somatic antigen) SL25-3030 |Low Risk 39453 2020-04-14
TYPHOID H (Salmonella typhi, flagellar d antigen) SL25-3031 |Low Risk 39453 2020-04-14
TYPHOID O (Salmonella typhi, somatic Group D antigen) |SL25-3032 |Low Risk 39453 2020-04-14
Brucella Melitensis SL25-3018 | Low Risk 39536 2020-04-14
Brucella Abortus SL25-3019 | Low Risk 39536 2020-04-14
PROTEUS OX2 (somatic antigen) SL25-3026 |Low Risk 39543 2020-04-14
PROTEUS 0X19 (somatic antigen) SL25-3025 |Low Risk 39543 2020-04-14
PROTEUS OXK (somatic antigen) SL25-3027 |Low Risk 39543 2020-04-14

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @ :+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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This is to certify the Quality Management System of:

MONOCENT, INC.
9237 Eton Avenue
Chatsworth, CA 91311

has been assessed and found to be in compliance with the requirements of

ISO 9001:2015

for the following scope:

Manufacturing and Distribution of IVD Products
(Serology, Rapid, ELISA, CLIA, IFA Test Systems and Instrumentation)

IAF Code: 31 & 35

Certificate Number: SARA-2019-CA-0253-01-A

Originally Registered:
January 10, 2020

Latest Issue:
December 20, 2022

Certification Cycle:
January 10, 2023 — January 9, 2026

Expiration Date:
January 9, 2026

Standards
] Athass
merican
Registrations
Authority

President, SARA Registrar

NS S

\\\V”///

This registration is subject to the company maintaining its system to the required standard which will be monitored annually by SARA Registrar.

remains the property of Standards American Registrations Authority (SARA Registrar) and shall be returned immediately upon request.
SARA Registrar Headquarter Mailing: 1807H Santa Rita Road, #175, Pleasanton, CA 94566

OF MULTL 4

CNITioN ARRANCS

IAS

ACCREDITED

Management Systems
Certification Body

MSCB-194

This certificate
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Certificate of Registrati

= 4
This is to certify the Quality Management System of:
MONOCENT, INC.

9237 Eton Avenue
Chatsworth, CA 91311

has been assessed and found to be in compliance with the requirements of
ISO 13485:2016

for the following scope:

Manufacturing and Distribution of IVD Products
(Serology, Rapid, ELISA, CLIA, IFA Test Systems and Instrumentation)

Medical Device Code: In Vitro Dianostics (IVD) & Non-active Medical Device

Certificate Number: SARA-2019-CA-0253-02-A

Originally Registered:
January 10, 2020

Latest Issue:
December 20, 2022

Certification Cycle:
January 10, 2023 — January 9, 2026

Expiration Date:
January 9, 2026

Standards
] American

IAS

Registrations
Authority

ACCREDITED

Management Systems
Certification Body

MSCB-194

This registratiEr( §§d6§€c% t%ﬁﬁ%a@%ﬁgﬁﬁg its system to the required standard which will be monitored annually by SARA Registrar.
This certificate remains the property of Standards American Registrations Authority (SARA Registrar) and shall be returned immediately upon request.
SARA Registrar Headquarter Mailing: 1807H Santa Rita Road, #175, Pleasanton, CA 94566
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SYNTESYS S.AS. DIRINALDOR. & C.

SYNTESYS VIA G. GALILEL10/3

35037 2.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R.A. FAX +39 049 9903867
COD.FISCALE P.IVA NREG IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

Il sottoscritto. Rinaldo Ruggero legale rappresentante della ditta:
The undersigned: Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo R.- & (.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

0 rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/aguthorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilitd che il prodotto/declares under his own
responsability that the product:

Padella per ammalati+ urinali uomo e donna. speculum vaginalia.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta/ Bed pans Urinal’s man and
woman. Vaginal speculum. Cotton swab. Sterile swab in test tubes
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Description

Polipropilene. Polietilene. Legno/ Polypropylene. Polyethylene:

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislativo di recepimento con D.lgs. del 240271997 n° 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & stato classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dallArt. 9 ed allegato IX dells direttiva sopra citata /It meets
the EC Directive 93/42 about Medical Devicer specifications established by the Italian law n
4L/97, dated Z24th February 1997 The device was classified as belonging to the 15t classs
gccording to the specifications of the established by the art.9. IX enclosure of the above
mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell‘azienda e sara posta alla disposizione di chi
la richiede/ declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07.01.201b
Issued on January 7th 201k

SYNTESYS S.A.S.
Il legale rappresentante

C T

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




1508001 2008
Cert N 6574/0

SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

0 rappresentante il mandatario autorizzato entro 1la Unione Europea or representing the
authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own
responsability that the product:

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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1S09001:2008
Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 035739550288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

Polipropilene. Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene, Polyethylene and
Polymetilmetacrylate

E conforme alle disposizioni della direttiva 98/79/CE concernente i dispositivi medici
diagnostici in vitro e recepito in Italia con D.L. del 08/09/2000 n° 332 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. The device is
made according to the specifications of the III attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell’azienda e sara posta alla disposizione di chi
la richiede/declares that all technical documents attached to this conformity statment are
filed in our company and can be consulted by any authorized body on demand-

Data 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




SYNTESYS
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Cert. N.7111/2 Cert. N.6574/2

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

C€

Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:
The undersigned, Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.r.l.

indirizzo/address

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

O rappresentante il mandatario autorizzato entro la Unione Europea

or representing the authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

Dichiara sotto la propria responsabilita che il prodotto/declares under his own responsability that the product:

Denominazione/Description

Lotto/Lot
Codice/Code
Materiale/Material

Confezione/Pack

Piastre di Petri in polistirolo @ 90 mm sterili ventilate / Sterile polystyrene Petri dish @ 90 mm
with vents
21186394 Data di scadenza/Expire date 06.2026

318246
Polistirolo/Polystyrene
550 pezzi/550 pcs.

E conforme alle disposizioni della direttiva 98/79/CE, concernente i dispositivi medici diagnostici in vitro e recepito in Italia con D.L. del
08/09/2000 n° 332 e smi allegato 1 (requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all’Allegato Il della sopra citata
direttiva./ It meets the EC Directive 98/79 regarding in vitro diagnostic devices specifications established by the Italian law n. 332, dated 8th
September 2000. The device is made according to the specifications of the Ill attached of the above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli uffici
dell’azienda e sara posta alla disposizione di chi la richiede/ declares that all technical documents attached to this conformity statement are
filed in our company and can be consulted by any authorized body on demand.

Data 27.08.2021

SYNTESYS S.R.L.
UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero
=2 f
-

o
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Cert. N.7111/3 Cert. N.6574/3

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPRP.SOC. 20.700,00€¢

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

CE DECLARATION OF CONFORMITY

The Manufacturer

SYNTESYS Srl
Via G. Galilei, 10/3 35037 Zona Industriale
SELVE DI TEOLO (PADOVA) ITALY

Declares under its responsibility that the product:

INVASIVE STERILE COLLECTION SWAB FOR SAMPLE COLLECTION
WITH AND WITHOUT TRANSPORT MEDIUM

Product Cod. Description

X 382201 Amies plastic + viscose swab, sterile
382301 Amies aluminum + viscose swab, sterile
382291 Amies with charcoal plastic + viscose swab, sterile
381201 Stuart plastic + viscose swab, sterile
380101 Wood + cotton dry swab in a tube, sterile
380201 Plastic swab + viscose tip in a tube, sterile
380301 Aluminum swab + viscose tip in a tube, sterile

Lot 32208243

Expiration date  05.2025
CONFORMS TO THE REQUISITES OF THE STANDARDS AND DIRECTIVES:

SWAB
Directive 93/42/ECC Medical Devices Directive
Transposition in Italian legislation in D.Lgs N° 46 of 24 February 1997

Classification: Class lla

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert. N.7111/3 Cert. N.6574/3

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPRP.SOC. 20.700,00€¢

E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

This documentation is supported by the CE Certificate number 561-00-00-DM, Production Quality
Assurance according to Annexes V and VI of Directive 93/42/EEC issue by Italcert - V.le Sarca

336 — 1 20126 Milano, Notified Body number 0426

TUBE WITH TRANSPORT MEDIUM
Directive 98/79/CE in vitro diagnostic Medical Devices Directive.
Transposition in Italian legislation in D.Lgs N° D.Lgs. 8 september 2000, n. 332

Teolo (PD), 02.12.2022
Ruggero Rinaldo

CEO

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Cert. N.7111/2 Cert. N.6574/2

SYNTESYS 8.R.L.. uNPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.|. SELVE DI TEOLO (PD)
TEL. +39 0495 9903866 R.A. FAX +35 OH8 9903867
CF./PL/NREGIMP. PADOVA 03573950288

REA PD-320123 - CARP.SQC. 20.700,00€

E-MAIL INFOBSYNTESYSIT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

AUTHORIZATION LETTER

We, Syntesys S.R.L. having a registered office at Via G. Galilei 10/3,
35037 Selve di Teolo - PD - Italy, assign Sanmedico SRL having a registered
office at A.Corobceanu str., apt. 9, Chigsinau MD-2012, Moldova, as authorized
representative.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical devices on the territory of the
Republic of Moldova.

This letter is valid till 31.12.2021

Teolo, 05.01.2021

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.R.L.

| PRODOTT! E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 9001:2015

Issued on: 2022-06-05
First issued on: 2013-06-05
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: IT-83562

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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CISQ is a member of
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IQNET

The International Certification Network

ICIM www.ignet-certification.com

CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio

e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la

conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative

Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — ltalia *

* Magazzino.

6574/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES
EA: 29 - 14

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio
e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la
conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
05/06/2013 05/06/2022 04/06/2025

.

incenzo Delacq
Rappresentante Djrezione / Managem nt Representative

ICIM S.p.A.
Piazza Don Enrico Mépelll 75 — 20099 Sesto San Giovanni (Ml)
[ www.icim.it

L’ENTE ITALIANO DI ACCREDITAMENTO !

SGQ N° 004 A CISQ ¢ la Federazione Italiana di Organismi di
Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

Wwww.cisg.com



0774CM_03_EN

¢ Building
. | Q N E T trust
'. together.

Certificate

CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization:
SYNTESYS S.R.L.

Head Office and Operative Unit
Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD)
Operative Units
Via G. Galilei, 16 /1 - Zona Industriale - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 Selve di Teolo (PD)
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD)

has implemented and maintains a/an
Quality Management System
for the following scope:
Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the

preservation of biological samples, also for surgical application, with or without transport medium.

which fulfils the requirements of the following standard:

ISO 13485:2016
Issued on: 2022-06-05
First issued on: 2014-06-21
Expires on: 2025-06-04

This attestation is directly linked to the IQNet Partner's original
certificate and shall not be used as a stand-alone document.

Registration Number: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com



CISQ is a member of

IQNET

The International Certification Network

IC I M www.ignet-certification.com

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.R.L.

Sede e Unita Operativa
Via G. Galilei, 10/1-2-3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia
Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di laboratorio e articoli
sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta e la conservazione di campioni
biologici, anche in ambito chirurgico, con o senza terreno di trasporto.
Unita Operative
Via G. Galilei, 16/1 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via San Benedetto, 48/A - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *
Via G. Galilei, 3 - Zona Industriale - 35037 Selve di Teolo (PD) — Italia *

* Magazzino.

7111/3

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Commercializzazione di prodotti per analisi di laboratorio. Produzione di prodotti per analisi di
laboratorio e articoli sanitari. Progettazione e gestione della produzione di tamponi sterili per la raccolta
e la conservazione di campioni biologici, anche in ambito chirurgico, con o senza terreno di trasporto.

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and
sanitary products. Design and production management of sterile swabs for the collection and the
preservation of biological samples, also for surgical application, with or without transport medium.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato e soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
21/06/2014 05/06/2022 04/06/2025

Al

Vincenzo Dela
Rappresentantg Direzione / Manag ment Representative

ICIM S.p.A.

i
Piazza Don EnricoMapelli, 75 — 20099 Sesto San Giovanni (Ml)
www.icim.it ‘ ’SQ
www.cisg.com

CISQ é |a Federazione Italiana di Organismi di
SGQ N° 004 A Certificazione dei sistemi di gestione aziendale. CISQ
is the Italian Federation of management system
Certification Bodies.

0860CM_03_IT
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000 «XEMA»

£3105264, r. Mockea, yn. 9-a Mapkosas, A. 48, 5 31.
(- +7 (495) 510-57-07

[ 8 800 505-23-45

< sale@xema.ru

{» www.xema-medica.com

10.02.2022
Hcx. Ne 10-01/02

STATEMENT

We, XEMA Co., Ltd. Having a registered office at 48, 9t Parkovaya
st., 104264 Moscow, Russia, assign Sanmedico Srl. Having a registered
office at srt. A. Corobceanu 7A, apt. 9, Chisindu MD 2012, Moldova, as
authorized representative in correspondence with the conditions of
directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to

register, notify, renew or modify the registration of medical devices on
the territory of the Republic of Moldova.

Signature: Dmitry S. Kostrikin

Deputy general manager
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List of devices produced XEMA Co., Ltd.

Polmed.de

Vertretung und Reprdisentanz

XEMA Co., Ltd.

bld.48/4, 9th Parkovaya str.
Moscow 105264, RUSSIA,

Doc. 1/2022

| ©

registered in German (BfArM-DMIDS) with CE marking info@xema.ru; www.xema.ru
Form
Nomenclature term Catalog . EDMA number . . Certificate Registration
number Short name: Classification Class All changed by Registration number number date Exp. date
00313369
1. THYROID PEROXIDASE K131 aTPO EIA Cat. Nr K131 00082228
(INCL. MICROSOMAL) ANTIBODIES 12-10-03-01-00 other DE/CA59/1VD/13/44 00055095 2007-10-29
2. THYROGLOBULIN AUTOANTIBODIES | K132 aTG EIA Cat. Nr K132 12-10-03-04-00 other 00082229 DE/CA59/1VD/13/43 00055096 2007-10-29
3. MPO ANCA K133 aMPO EIJA Cat. Nr K133 12-10-90-09-00 other 00082229 DE/CA59/1VD/13/42 00055097 2007-10-29
4. TISSUE TRANSGLUTAMINASE K160; Anti-tTG IgG EIA Cat. Nr K160;
ANTIBODIES K161 Anti-{TG IgA EIA Cat. Nr K161 12-10-90-21-00 other 00082231 DE/CA59/1VD/13/41 00055098 2007-10-29
5. GLIADIN ANTIBODIES K180; Gliadin IgG EIA Cat. Nr K180, 00082232/
K181; Gliadin IgA EIA Cat. Nr K181 ; 00055099
KIS2A, Deamidated Gliadin IgA EIA, 12-10-90-06-00 other C(})lgilzggg;;y DE/CA59/1VD/13/40 2011-08-11
K182G Deamidated Gliadin IgG EIA
6. IMMUNOGLOBULIN E — TOTAL K200 Total IgE EIA Cat. Nr K200 12-02-01-02-00 other 00082233 DE/CA59/1VD/13/39 00055100 2007-10-29
7. THYROID STIMULATING HORMONE K201; TSH EIA Cat. Nr K201;
K201 A TSH Plus EIA Cat. Nr K201A 12-04-01-11-00 other 00082237 DE/CA59/1VD/13/38 00055103 2007-10-29
8. LUTEINISING HORMONE K202 LH EIA Cat. Nr K202 12-05-01-05-00 other 00082238 DE/CA59/1VD/13/37 00055104 2007-10-29
9. FOLLICLE STIMULATING HORMONE K203 FSH EIA Cat. Nr K203 12-05-01-04-00 other 00082239 DE/CA59/1VD/13/36 00055105 2007-10-29
10. HUMAN GROWTH HORMONE K204 GH EIA Cat. Nr K204 12-06-04-02-00 other 00082240 DE/CA59/1VD/13/35 00055106 2007-10-29
11. HUMAN CHORIONIC K205 HCG EIA Cat. Nr K205 00055107
GONADOTROPIN TOTAL 12-05-02-05-00 other 00082241 DE/CA59/1VD/13/34 2007-10-29
12. PROLACTIN K206 Prolactin EIA Cat. Nr K206 12-05-01-08-00 other 00082242 DE/CA59/1VD/13/33 00055108 2007-10-29
13. PROGESTERONE K207, Progesterone EIA Cat. Nr K207 ; 00082243/ 00055109 2025-05-25
K207S Salivary Progesterone EIA 12-05-01-06-00 other changed by DE/CAS59/1VD/13/32 2011-08-11 e
00120953
14. ESTRADIOL K208 Estradiol EIA Cat. Nr K208 12-05-01-03-00 other 00082244 DE/CA59/1VD/13/31 00055110 2007-10-29
15. TESTOSTERONE (WITH DEHYDRO K209 ; Testosterone EIA Cat. Nr K209 ; 00082245/
AND FREE TESTOSTERONE) K209S Salivary Testosterone EIA 12-05-01-10-00 other changed by DE/CA59/1VD/13/30 00055111 2011-08-11
00120954
16. CORTISOL K210 Cortisol EIA Cat. Nr K210 ; 00082246/ 00055112
K2108 Salivary Cortisol EIA 12-06-02-04-00 other changed by DE/CA59/1VD/13/29 2011-08-11
00120955
17. TRIIODOTHYRONINE K211 T3 EIA Cat. Nr K211 12-04-01-05-00 other 00082247 DE/CA59/1VD/13/28 00055113 2007-10-29
18. THYROXINE K212 T4 EIA Cat. Nr K212 12-04-01-07-00 other 00082248 DE/CA59/1VD/13/27 00055114 2007-10-29
19. FREE TRIIODOTHYRONINE K213 Free T3 EIA Cat. Nr K213 12-04-01-01-00 other 00082250 DE/CA59/1VD/13/26 00055115 2007-10-29
20. FREE THYROXINE K214 Free T4 EIA Cat. Nr K214 12-04-01-02-00 other 00082251 DE/CA59/1VD/13/25 00055116 2007-10-29
21. DEHYDRO-EPIANDROSTERONE K215 DHEA-S EIA Cat. Nr K215
SULPHATE (INCL. DHEA) 12-05-01-02-00 other 00082253 DE/CA59/1VD/13/24 00055117 2007-10-29
22. | 17 OH PROGESTERONE K217 (O Progesterone EIA 12-05-01-07-00 | other 00082256 DE/CAS9/TVD/13/22 00055118 |  2007-10-29
23. CANCER ANTIGEN 125 K222 CA 125 EIA Cat. Nr K222 12-03-01-06-00 other 00082257 DE/CA59/1VD/13/23 00055119 2007-10-29
24, CANCER ANTIGEN 19-9 K223 CA 19.9 EIA Cat. Nr K223 12-03-01-03-00 other 00082258 DE/CA59/1VD/13/21 00055120 2007-10-29
25. CARCINOEMBRYONIC ANTIGEN K224 CEA EIA Cat. Nr K224 12-03-01-31-00 other 00082262 DE/CA59/1VD/13/20 00055123 2007-10-29
26. ALPHAFETOPROTEIN K225 AFP EIA Cat. Nr K225 12-03-90-01-00 other 00082264 DE/CA59/1VD/13/19 00055124 2007-10-29
27. CANCER ANTIGEN 15-3 K226 M12 (CA 15.3) EIA Cat. NrK226 12-03-01-02-00 other 00082265 DE/CA59/1VD/13/18 00055125 2007-10-29




Form

Nomenclature term Catalog . EDMA number . . Certificate Registration
number Lo Classification e All changed by Registration number number date L34 GRYEE
00313369
28. | OTHER CANCER ANTIGENS K227, MUCI1 M22 EIA
K228 Cat. Nr K227;
MUCIL Mo0 EIA Cat. Nr K228 12-03-01-90-00 other 00082266 DE/CA59/IVD/13/17 00055126 2007-10-29
29. | OTHER OTHER TUMOUR MARKERS K232 Thyroglobulin EIA Cat. Nr K232 12-03-90-90-00 | other 00082267 DE/CAS59/1VD/13/16 00055127 2007-10-29
30. | B HUMAN CHORIONIC K235 Free beta HCG EIA Cat. Nr K235 00055128
GONADOTROPIN (INCL. SUBUNIT) 12-05-02-06-00 other 00082268 DE/CA59/IVD/13/15 2007-10-29
31. | PREGNANCY ASSOCIATED PLASMA | K238 PAPP-A EIA Cat. Nr K238
PROTEIN - A (DOWNS) 12-05-02-10-00 other 00082269 DE/CAS59/1VD/13/14 00055129 2007-10-29
32. | OTHER OTHER PLASMA PROTEINS K240 Alveomucin EIA Cat. Nr K240 12-01-90-90-00 other 00082270 DE/CA59/IVD/13/13 00055130 2007-10-29
33. | C-REACTIVE PROTEIN K250 CRP EIA Cat. Nr K250 12-11-01-09-00 other 00082271 DE/CA59/IVD/13/12 00055131 2007-10-29
34. | SEX HORMONE BINDING GLOBULIN | K268 SHBG EIA Cat. Nr K268 12-05-01-09-00 other 00082272 DE/CA59/IVD/13/11 00055132 2007-10-29
35. | TROPONIN (T + 1) K291 Troponin I EIA Cat. Nr K291 12-13-01-07-00 other 00082273 DE/CA59/IVD/13/10 00055133 2007-10-29
36. | IMMUNOGLOBULIN G K271 Total IgG EIA Cat. Nr K271 12-01-01-05-00 other 00082274 DE/CA59/IVD/13/9 00055134 2007-10-29
37. | IMMUNOGLOBULIN G SUBCLASS K272; T¢G2 EIA Cat. NrK272;
REAGENTS K274 18G4 EIA Cat, Nr K274 12-01-01-06-00 other 00082275 DE/CA59/1VD/13/8 00055135 2007-10-29
38. | IMMUNOGLOBULIN A K275 Total IgA EIA Cat. Nr K275
12-01-01-01-00 other 00082276 DE/CA59/IVD/13/7 00055136 2007-10-29
MM LOBULIN M K2 Total IgM EIA Cat. Nr K2
39 UNOGLOBU 77 olle Cat. NrK277 12-01-01-07-00 | other 00082277 DE/CASYIVD/13/6 00055137 2007-10-29
KQI13; AutoQon AT immunoassay control set 2025-05-25
Cat. Nr KQ13;
40. RHEUMATOID/AUTOIMMUNE KQ14; AutoQon ANA/ENA immunoassay
CONTROLS control set Cat. Nr KQ14;
KQl15 AutoQon ACL immunoassay control set 12-50-01-14-00 other 00082278 DE/CAS59/IVD/13/5 00055138 2007-10-29
Cat. Nr KQ15
41. | HORMONE CONTROLS KQ21 Pé‘;rtm;?l‘;‘(’)‘z“fm““oa“ay control set 12-50-01-04-00 | other 00082279 DE/CASYIVD/13/4 00055139 2007-10-29
42| TUMOUR MARKER CONTROLS KQ22 82;“3;’%8;’;““0355@ control set 12-50-01-10-00 | other 00082280 DE/CA59/TVD/13/3 00055140 2007-10-29
43. | CYFRA 21-1 K236 CYFRA 21-1 EIA 12-03-01-20-00 other 00120946 DE/CA59/1VD/13/45 00078973 2011-08-11
44. | CANCER ANTIGEN 724 K244 CA 124 EIA 12-03-01-05-00 other 00120947 DE/CA59/IVD/13/46 00078974 2011-08-11
4. Eggﬁ%g% THYROID STIMULATING | K20IN TSH-Neo EIA 12-04-01-03-00 other 00120948 DE/CA59/IVD/13/47 00078975 2011-08-11
46. | ESTRIOL K218 Free Estriol EIA 12-05-02-02-00 other 00120950 DE/CA59/IVD/13/48 00078977 2011-08-11
47. | IMMUNOGLOBULINE - K200S Specific IgE EIA
MONOTEST/MONORESULT - MULTI 12-02-01-04-00 other 00120951 DE/CA59/IVD/13/49 00078978 2011-08-11
AG
48. KAPPA AND LAMBDA CHAIN K279K Free kappa Igg light chain EIA,
K270L Free lambda lgg light chain EIA 12-01-01-20-00 other 00120952 DE/CA59/IVD/13/50 00078979 2011-08-11
49. | TRYPSIN NEONATAL K242 Neonatal IRT EIA Cat. Nr K242 12-01.90-08.00 other 00125311 DE/CASYIVD/13/51 00081283 2013-01-09
50. | NEURON SPECIFIC ENOLASE K234 NSE EIA Cat. Nr K234 12-03.90-08.00 other 00126089 DE/CASO/IVD/13/52 00081687 2013-03-20
51 OTHER OTHER TUMOUR MARKERS K239 HE -4 EIA Cat. Nr K239 12-03-90-90-00 other 00126090 DE/CA59/IVD/13/53 00081688 2013-03-20
52. | HSVIgG K104 HSV %2 1gG EIA (Cat. NrK104) 15-04-03-05-00 other 00127648 DE/CAS9/IVD/13/67 00082628 2013-09-10
53. | HSVIgM K104M HSV 72 1gM EIA (Cat. Nr K104M) 15-04-03-06-00 other 00127649 DE/CAS59/IVD/13/66 00082629 2013-09-10
54. | MYCOPLASMA ANTIBODY ASSAYS | K106 Mycoplasma IgG EIA (Cat. Nr K106) 15-01-08-03-00 other 00127650 DE/CAS59/IVD/13/65 00082630 2013-09-10
55. | SYPHILIS ANTIBODY ASSAYS TOTAL | K111 Treponema pallidum Total Ab EIA
15-01-03-03-00 other 00127651 DE/CA59/1VD/13/64 00082631 2013-09-10

(Cat. NrK111)




Form

Nomenclature term Catalog - EDMA number Certificate Registration
number et x2 Classification : All changed by Reglstration nmuber number date A date
00313369
56. | SYPHILIS ANTIBODY IGG K111G Treponema pallidum lgG EIA _ _
15-01-03-05-00 other 00127652 DE/CAS9/IVD/13/63 00082632 2013-09-10
(Cat. Nr K111G)
57. | SYPHILIS ANTIBODY IGM KI1IM | Treponema pallidum IgM EIA N
15-01-03-06-00 other 00127653 DE/CAS9/IVD/13/62 00082633 2013-09-10
(Cat. Nr K111M)
58 | H PYLORI ANTIBODY ASSAYS K119 H.pylori IgG EIA (Cat. NrK119) 15-01-04-03-00 other 00127654 DE/CA59/IVD/13/61 00082634 2013-09-10
59. | H PYLORIANTIBODY ASSAYS K119M H.pylori IgM EIA (Cat NrK119M) 15-01-04-03-00 other 00127655 DE/CAS9/1VD/13/60 00082635 2013-09-10
60. ASPERGILLUS Ki21 Aspergillus IgG EIA (Cat NrK121) 15-06-01-01-00 other 00127656 DE/CAS9/IVD/13/59 00082636 2013-09-10
61. OTHER OTHER BACTERIOLOGY K126 Ureaplasma 1gG EIA (Cat. Nr K126)
IMMUNOASSAY 15-01-90-90-00 other 00127657 DE/CAS9/1VD/13/58 00082637 2013-09-10
62. GIARDIA LAMBLIA K171 Giardia lamblia Total Ab EIA (Cat Nr171); 00127658 i 00082638 2013-09-10
K171X Giardia lamblialgG/IgM/IgA EIA 15-05-10-08-00 other changed by DE/CASY/IVD/13/57A1 | changed by changed
(Cat. No. K171X) 00147228 00082638 2019-02-27
. T _
o ;),E“S'ITE;‘ TEMOURMAREER BAETD FEIN EENUeaowSecen (08 N X20) 12-70-03-90-00 | other 00127659 DE/CAS9/IVD/13/56 00082639 2013-09-10
- 2%
o ;)EHS'ITE;‘ TUMBPIRMARESEZATD M REREAeC AN (Gl NeXT) 12-70-03-90-00 other 00127660 DE/CAS9/1VD/13/55 00082640 2013-09-10
63 ;)E“;TE'S‘ DURMAREER BAED X239 HERCARCNEIES (02 1 X230) 12-70-03-90-00 other 00127661 DE/CAS9/1VD/13/54 00082641 2013-09-10 2025-05-25
66. | IMMUNOGLOBULIN A IgA K276 SECRETORY IgA ;
(sIgA) EIA (Cat. No. K276) 12-01-01-01-00 | other 00132459 DE/CASYAVIVIMG. | ooosass7 | 20141215
67. ECHINOCOCCUS K175 Cestodes IgG EIA (Cat. No. K175) 15-05-10-04-00 other 00137730 DE/CAS9/1VD/13/72E 00087715 2016-09-08
68, DISTOMATOSIS K176 Fasciola IgG EIA (Cat. No. K176) 15-05-10-03-00 other 00137731 DE/CAS9/1VD/A3TIE 00087716 2016-09-08
69. | TESTOSTERONE (WITH DEHYDRO K219 Free Testosterane EIA (Cat. No. K219) I ; .
AND FREE TESTOSTERONE) 12-05-01-10-00 | other 00137732 DE/CASOAVDAIIOE | go087717 | 2016-09-08
70, HUMAN PLACENTAL LACTOGEN HPL | K246 Human Placental Lactogen EIA e :
(Cat. No, K246) 12-05-02-07-00 | other 00137733 DE/CASIAVD/IGIE | 0087718 | 2016-09-08
71, CANCER ANTIGEN 242 K243 CA 242 HA (Cat. No. K243) 12-03-01-08-00 other 00139880 DE/CAS9/1VD/13/73 00088906 2017-04-11
72. | INSULIN K267N Insulin EIA (Cat. No. K267N) 12-06-01-03-00 other 00145610 DE/CAS9IVD/13/77 00091667 2018-10-05
73, C-PEPTIDE K267C C~pepLidc ELA(Cat No. K267C) 12-06-01-01-00 other 00145608 DE/CAS9IVD/13/76 00091665 2018-10-05
. 9,
. IO{E{RgoINEllEGS NANCY TESTING K245 AMHHIA (Cat. Na K245) 12-05-02-90-00 | other 00145607 DE/CAS9/1VD/13/75 00091664 2018-10-05
7. iQNTU?Cl:’é?IUS CELL CARCINOMA K237 SCCA) HIA (Cat. No. K237) 12-03-01-35-00 | other 00145606 DE/CAS9/1VD/13/74 00091663 2018-10-05
4 7l .
76. | ASPERGILLUS K021 GalM Ag EIA (Cat. No, K021) SO0 000 o P SR ABV S 2019-02-27
“ozuado‘#
T,
- Polmed.de, Beata Rozwadowska
EC REP | Fichtenstr. 124, 90763 Furth
Germany email: info(@polmed.de

Made on the basis of an Exiract from the database www. dimdi de ("German Medical Device Information and Database System” (DMIDS)
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MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
282710-2019-AQ-MCW-FINAS 14 February 2019 15 February 2022 — 14 February 2025

This is to certify that the management system of

XEMA Co, LTD

bld. 48, 9-th Parkovaya str., Moscow, Russian Federation, 105264
and the sites as mentioned in the appendix accompanying this certificate

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

Design and development, manufacturing and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics and forensic investigations.

Place and date Zr Te marg Mo

Espoo. 14 February 2022 DNY - Business Assarance

o Keilaranta 1, 02150 Espoo, Finland
FINAS

S001 (EN ISOAEC 17021-1)

Kimmo Haarala
Management Representative

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv filassurance




Certificate no.: 282710-2019-AQ-MCW-FINAS
Place and date: Espoo, 14 February 2022

Appendix to Certificate

XEMA Co, LTD

Locations included in the certification are as follows;

Site Name Site Address

Site Scope

XEMA Co, LTD bld. 48, 9-th Parkovaya str., Moscow,
Russian Federation, 105264

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

XEMA Co, LTD (production site) 2B, Trubetskaya str., Balashikha, Moscow
region, Russian Federation, 125000

Design and development, manufacturing
and sales of in vitro tests for food and feed
control, clinical and veterinary diagnostics
and forensic investigations.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnv.filassurance
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Instruction for use

MHCTPYKUMA NO NPUMEHEHUIO

HABOPA PEATEHTOB

ana UMMYHO®EPMEHTHOIO OMPEAEJIEHUA
BEFMMAPOSMNMUNAHAPOCTEPOH-CYJ/IbOATA

B CbIBOPOTKE (MJ1IA3ME) KPOBU

«A3AC-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF DEHYDROEPIANDROSTERONE SULFATE
IN HUMAN SERUM OR PLASMA

DHEAS EIA

HOMEP MO KATATNOTY K215
TY Ne 9398-037-18619450-2007

PETMCTPALUMOHHOE YOOCTOBEPEHWE
Ne ®CP 2008/02860 ot 4 ceHTabpa 2013 roaa

W For 96 determinations/Ha 96 onpenenexui

[nA uH 8UMPO ANArHOCTUKM

XEMA Co., Ltd.

o —Q‘\¢

E‘;\ i The 9th Parkovaya str., 48 Authorized Representative in EU:
< =5 105264 Moscow, Russia Polmed.de

ST, Tel /fax: +7(495) 510-57-07 Steinacker 20, D-73773

gs } e-mail: redkin@xema-medica.com Aichwald, Germany

%OK & | internet: www.xema-medica.com e-mail: info@polmed.de
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«YTBEPXOEHA»
Mpukas Poc3apaBHaa3sopa N2 4496-Mp/08 ot 10 uioHsa 2008 roga
KPZ N2 10620 ot 13.03.2008 r.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB
ans AMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
AErMAPO3NMNAHAPOCTEPOH-CYJ/Ib®ATA
B CbIBOPOTKE (NMJIASME) KPOBU «A9AC-UDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB <«[O2AC-UDA» npepgHa3HayeH AN  KOJMYECTBEHHOrO
ornpeaeneHns KOHLEeHTpaumn AernapoanmaHapocTepoH-cynbdarta B CbIBOpOTKe (nia3me)
KpOBW MeToAoM TBepAodasHOro UMMyHodepMeHTHOro aHanumsa.

1.2. JernaposanMaHapocTepoH - aHaporeH C MOJIEKYISIPHOM Maccom
288,4 [anbTOH, CEKpeTUpYIOWMACA B MYYKOBOW M CeTYaTOM 30Hax HaAMNOYEeYHMKOB.
B opraHusame u4enoBeka OH TMpPUCYTCTBYET B OCHOBHOM B BuAe CynbdaTHOro
NpoOM3BOAHOIO — AermapoanuaHapoctepoH-cynbdarta (ADAC). HaunHaa c poxaeHus,
KOHUeHTpauus A3AC B nna3sMe MNoCTerneHHO MOBbIWAETCs, 3aTeEM pe3Ko Bo3pacTaeT
nocne nybepraTHOro nepuoja, AocTuras Makcumyma K 20 rogam, a nocne 3TOro
CHmxaeTca. Mockonbky O3AC aBNAETCA OCHOBHbIM KOMMOHEHTOM 17-KeTocTepouios
(17-KC) B CbIBOPOTKE, 3TOT TECT MOXET 3aMEHWUTb yCTapeBLUMe MeToAbl onpeaeneHuns
17-KC B Moue. lNoBbiweHWe ypoBHSA IDAC 0OTMeYeHO Npu agpeHoreHmMTanbHOM CMHAPOME,
rMpCyTU3Me, akHe, MOJSIMKUCTO3e SNYHMKOB, BPOXAEHHOW ruMnepniasmnm m onyxonsax
KOpbl Hagno4yeyHnkos, 6onesnn KywuHra, cuHapome LTenHa-JleBeHTans. MoHuxeHne
KOHUeHTpauun ISAC nponcxoanT C BO3PaCcTOM Y MYXUYMH M XKEHLLUWH, @ TaKXe oTMeyaeTcs
npu runepanunuaeMmn, NcMxose, ncopmase, HeAoCTaTOYHOCTM KOPbl HAAMOYEYHMKOB.
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2. IPUHUUN PABOTbl HABOPA

OnpeaeneHve AernaposanuaHapoCcTepoH-CyfbdaTa OCHOBAHO Ha MCMOJSb30BaHWUU
KOHKYPEHTHOro  MMMYHOMEpMEeHTHOro aHanmMsa. Ha BHyTpeHHel MOBEPXHOCTU
JIYHOK nnaHweTa MMMO6WIM30BaHbl KPOAUYbWU MOJSIMKIIOHANbHble aHTuTena k [A3AC.
JernapoannaHapoctepoH-cynbdaT M3 obpasua KOHKYpUpyeT C KOHbIrMpPOBaHHbLIM
O2AC 3a cBsi3blBaHME C aHTUTENaMM Ha NOBEPXHOCTM NTyHKN. B pesynbTaTe obpasyeTcs
CBSI3@HHbI C MNACTUKOM «CIHABMY», coAepxalumii nepokcuaasy. Bo BpemMs nHky6aumm
c pactBopoM cybcTpata TeTpameTunbeHsmauHa (TMB) nNpoucxoauT oKpalumBaHue
pacTBOpoB B JlyHKax. WHTEHCMBHOCTb OKpackum o6paTHO nponopuMoHanbHa
KOHLEHTpaumMv  AernaposanuaHapocTepoH-cynbdaTa B uccrneayemoMm  obpasue.
KoHueHTpauuio  AernapoanuMaHApocTepoH-cynbdata B uccneayeMblx — obpasuax
onpeaensioT Mo KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MIOTHOCTU
OT coAepXXaHusl AernapoanmaHapocTepoH-cybdaTa B KanMbpoBOUHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneumndumuyHocTb. [epekpecTHas peakuus KpPOAUYbUX MOAUKIOHANbHbIX
aHTuTen Kk A3AC ¢ apyrumun aHanuTamu npveeaeHa B Tabnuue:

Ananur TNepekpecTHas peakums, %
O3AC 100
O2A 50
[pyrve poacTBeHHble CTEpOUAbI <0.1

3.2. Bocnpon3sBoAuMOCTb.

KoaddurumeHT Bapmauum pesynbTaToB onpeaenenus cogepxxanus J3AC B 04HOM un
TOM >Xe obpasue cbiBOpOTKM (Msiasmbl) KPOBU C Mcnosib3oBaHneM Habopa «J3AC-UDA»
He npesbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHLUeHTpauun O3AC B obpa3uax CbiIBOPOTKM (MaasMbl) KPOBW Mpwu
pa3BeAeHnn nx CbIBOPOTKOM (Nn1a3mMomn) KpoBu, He coaepxatliern 3AC, MeeT NNHENHbIN
XapakTep B AvanasoHe KoHueHTpaunii 0.1-10 mkr/mn u coctasnset £10.0%.

3.4. TOYHOCTb.

[JaHHbIN aHanUTUYeCKM napaMeTp MpPOBEPSETCHd TeCTOM Ha <«OTKpbITue» -
COOTBETCTBME M3MEPEHHOW KoHueHTpauun ODAC npeanucaHHONW, MosyyYeHHOM nyTem
CMeLUMBaHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKW M KannMbpoBOYHOM MNpo6bI
0.3 mkr/mn. MNpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHUManbHas agoctoBepHo onpeaensemas Habopom «ADAC-UDOA» KOHLEHTpaums
O3AC B cbiBOpOTKE (nna3me) Kposu He npesbiwaet 0.025 mkr/mn.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (pOoTOMeTp BEPTUKANbLHOIO CKaHUPOBaHMWS, MO3BONSAIOLWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

- [03aTopbl CO CMEHHbIMU HaKOHe4YHWKaMu, mno3sonswmne oTbupats 0b6bEMBI
B AmanasoHe 25-250 Mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18-25 °C) He mMeHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
cTpmnoB. OcTaBLnecs Hencnonb30BaHHbIMU CTPUMbI, YTOObI NPeAoOTBPaTUTb BO3AENCTBME
Ha HWX BNaru, TwaTenbHO 3aKknenTb byMaron ANs 3akfenmBaHusa naaHweTa u XpaHuTb
npu Temnepatype +2-8 °C B TeyeHue BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «[DAC-UDA» fo/mkeH XpaHUTbCA B yNaKOBKe MpeanpusTus-
M3roToBuTENS NMpu TemnepaTtype +2-8 °C B TeueHme BCEro Cpoka roAHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3aMmopaxuBaHue Lenoro Habopa.

[AonyckaeTca ogHOKpaTHoe 3aMopa)xuBaHue (-20 °C) kannb6poBOUHbIX NPo6
M KOHTPOJIbHOW CbIBOPOTKM B aJIMKBOTaX.

8.2. Habop paccumTtaH Ha npoBeAeHue aHanusa B aybnukatax 41 uccnegyembix
o6bpa3uoB, 6 KanMbpoBOYHbIX Mpob6 M 1 nNpobbl KOHTPONBLHOM CbIBOPOTKM (BCEro
96 onpeneneHui).

8.3. B cnyyae apobHoro mcnonb3oBaHus Habopa KOMMOHEHTbI creayeT XpaHwuTb
cnepytowmm obpasom:

- OCTaBlUMECS HeMCrnosib30BaHHbIMKU CTPUMbl HEO6XOAMMO TLATENbHO 3aK/enTb

bymaror Ans 3aknenBaHus MiaHweTa U XpaHuTb Npu Temnepatype +2-8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- KOHbtorat, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (dakoHOB cneadyet
XpaHuTb Npu TemnepaType +2-8 °C B TeueHne BCero cpoka rogHoctn Habopa;

- KanubpoBOYHble NPobbl M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (D1aKOHOB
cnepyeT XpaHuUTb nNpu Temnepatype +2-8 °C He 6osnee 2 MecsiLeB;

- OCTaBLUMNCA HENCMO/Ib30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHWUTb Npu TemnepaType +2...+8 °C B TedeHne BCero cpoka rogHoctn Habopa.
MpUroTOBAEHHBIN OTMbIBOYHbLIA pacTBOp CleAYeT XpaHWUTb MpuW KOMHaTHOWN
Temnepatype (+18..+25 °C) He 6onee 15 cyTtok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpuMeyaHune. MNocne NCNoNb30BaHUA peareHTa HeMeAsIeHHO 3aKpblBalTe KpbILKY

¢pnakoHa. 3akpbiBaliTe KaxAabl GfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He creayeT WCMNoJb30BaTb MEMOSIM3MPOBAHHYHO,
MYTHYO CbIBOPOTKY (Na3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, coaepxallyto
asua HaTpus. Ecnu aHann3 Nnpon3BoANTCSA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOe 3aMopaxvBaHWe-oTTanBaHue
o06pasLoB CbIBOPOTKK (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nony4vaBlIMX B Lensax AMarHOCTUKM UAW Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAEHUS HECKONbKUMX HEe3aBUCUMMbIX
Cepuin aHanNn3o0B cneayeT UMEeTb B BUAY, YTO A/ KaXA0ro HE3aBMCMMOro OnpeaesieHuns
HeobxoAMMO  MOCTPOEeHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpedefieHne KOHUEeHTpauum AernapoanuaHapoCcTepoH-cynbdaTta
B KOHTPOJIbHOWM CbIBOPOTKE.

8.7. Ins nony4vyeHns HadexHbIX pe3ynbTaToB HeobXoaMMo cTporoe cobniogeHue
NHCTpyKuMm no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM M3 aAHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHui, npoeaeHHbix 000 «XEMA»,
pekoMeHAyeM MoMb30BaTbCA HOpPMaMu, MNpUBEAEHHbIMM HWxe. Bmecte ¢ Tem,
B COOTBETCTBMW C npaBunamum GLP (Xopowein nabopaTopHOM MNpakTUKKW), Kaxaas
nabopatopusi [o/MKHa camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcrnenyemMon nonynsaunn.

MpumeuaHune. 3HauyeHus KoHueHTpauuii [O3AC B wuccneayembix obpasuax,
HaxoAsilWMecs HUXe rpaHuubl YyBcTBUTENbHOCTM Habopa (0.025 mkr/mn), a Takxe
npeBbillaloWmMe 3HavyeHue BepxHeln KannmbpoBouyHor npobbl (10 Mkr/mn) cnepyet
npuBOAMTbL B cleaytouwern ¢opme: B uccneayemom obpasue X KoHueHTpauus O3AC
Huxe 0.025 mMkr/mn nnu Bbiwe 10 MKr/mn.

10.2. B Habope «O2AC-VDA» 3Ha4yeHUS KOHUEHTpauui KannmbpoBOYHbIX Mpob
Bblpa)keHbl B MKIr/MA. 5 nepecyeTa KOHUEHTpauUunii B MKMOJIb/J1, MOJTy4YEHHOE 3Ha4YeHne
KOHUEHTpauMn B MKIr/Mn cnepyeTt yMHOXWUTb Ha 2.6.

1 MKkr/mn = 2.6 MKMONb/N

Uccnepyemas EAuHULbI, MKF/MA EAuHMLbI Aon., MKMONb/N
rpynna Huxnnit npepen | BepxHuii npepen Huxnnit npepen | Bepxuwuii npepen
My>X4MHBI
HOBOPOXAEHHble 1.08 4.06 2.81 10.56
1 mecsau-5 net 0.01 0.41 0.03 1.07
6-9 net 0.03 1.45 0.07 3.77
10-11 net 0.12 1.15 0.31 2.99
12-17 net 0.2 5.55 0.52 14.43
18-30 net 1.25 6.19 3.25 16.09
31-50 net 0.59 4.52 1.53 11.75
51-60 net 0.2 4.13 0.52 10.74
>61 roga 0.1 2.35 0.26 6.11
XKeHLWWHbI
HOBOPOXAEHHbIE 0.1 2.48 0.26 6.45
1 mecau-5 net 0.05 0.55 0.13 1.43
6-9 net 0.03 1.4 0.07 3.64
10-11 net 0.15 2.6 0.39 6.76
12-17 net 0.2 5.35 0.52 13.91
18-30 net 0.29 7.81 0.75 20.31
31-60 net 0.12 3.79 0.31 9.85
MeHonaysa 0.3 2.6 0.78 6.76
BepeMeHHble:
1-4 TpumecTp 0.38 3.6 0.99 9.36
2-1h TpuMecTp 0.42 3.0 1.09 7.8
3- TpuUMecTp 0.32 2.5 0.83 6.5
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Mo BonpocamM, kacatowmumcs kayectsa Habopa «AAC-UDA>»,
cnenyet obpawaTtbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/s 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasbHbIi)

3MeKTPOHHas noyta: info@xema.ru; rgc@xema.ru
WHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyxbbl knueHTckoro cepsnca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF DEHYDROEPIANDROSTERONE SULFATE

IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination
of dehydroepiandrosterone sulfate in blood serum or plasma.

This kit is designed for measurement of dehydroepiandrosterone sulfate in blood
serum or plasma. For possibility of use with other sample types, please, referto Application
Notes (on request). The kit contains reagents sufficient for 96 determinations and
allows to analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Dehydroepiandrosterone (DHEA) is an androgen with a MW of 288.4 Dalton
secreted in adrenals. The main derivate of DHEA present in human tissue is DHEA
sulfate (DHEAS). Since birth, DHEAS serum concentration is increasing continuously
showing a pronounced peak after puberty and maximal levels at the age of 20. After
that, serum DHEAS level continuously decreases. As DHEAS is the main component of
17-ketosteroids in serum, this test may substitute for column tests for determination
of 17-ketosteroids in urine.

Elevated DHEAS concentrations are found in adrenogenital syndrome, hirsutism,
acne, benign hyperplasia of adrenals and adrenal tumors, Stein-Leventhal syndrome,
polycystic ovary syndrome.

Decreased levels of DHEAS are found in hyperlipidemia, psychotic states, psoriasis,
adrenal insufficiency.
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3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific rabbit polyclonal to DHEAS-antibodies
simultaneously with conjugated DHEAS-peroxidase. DHEAS from the specimen
competes with the conjugated DHEAS for coating antibodies. After washing procedure,
the remaining enzymatic activity bound to the microwell surface is detected and
quantified by addition of chromogen-substrate mixture, stop solution and photometry
at 450 nm. Optical density in the microwell is inversely related to the quantity
of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 25-250 pl;

Dry thermostat for 37 °C £ 0.1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE
TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at 2-8 °C before testing. For a longer
storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/thawing
should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:

1 pg/ml = 2.6 pMol/I
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within
the test procedure, a sufficient number of controls for validating the accuracy and
precision of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus dehydroepiandrosterone
sulfate concentration.

9.3. Determine the corresponding concentration of dehydroepiandrosterone sulfate
in unknown samples from the calibration curve. Manual or computerized data reduction
is applicable on this stage. Point-by-point or linear data reduction is recommended due
to non-linear shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Absor::‘n)c: .:jo':;;s (450
CAL 1 0 pg/ml 2184 .
CAL 2 0.1 pg/ml 1376
CAL 3 0.3 pg/mi 1200
CAL 4 1 pg/ml 875
CAL 5 3 pg/mli 628 , ‘
CAL6 10 pg/ml 337 " oion b

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods alone -
all available clinical and laboratory findings should be used by a physician to elaborate
therapeutically measures. Each laboratory should establish its own normal range for
DHEAS. Based on data obtained by XEMA, the following normal range is recommended
(see below). NOTE: the patients that have received murine monoclonal antibodies for
radioimaging or immunotherapy develop high titered anti-mouse antibodies (HAMA).
The presence of these antibodies may cause false results in the present assay. Sera from
HAMA positive patients should be treated with depleting adsorbents before assaying.
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Males
newborn 1.08 4.06 2.81 10.56
1 month-5 yrs 0.01 0.41 0.03 1.07
6-9 yrs 0.03 1.45 0.07 3.77
10-11 yrs 0.12 1.15 0.31 2.99
12-17 yrs 0.2 5.55 0.52 14.43
18-30 yrs 1.25 6.19 3.25 16.09
31-50 yrs 0.59 4.52 1.53 11.75
51-60 yrs 0.2 4.13 0.52 10.74
>61 yr 0.1 2.35 0.26 6.11
Females
newborn 0.1 2.48 0.26 6.45
1 month-5 yrs 0.05 0.55 0.13 1.43
6-9 yrs 0.03 1.4 0.07 3.64
10-11 yrs 0.15 2.6 0.39 6.76
12-17 yrs 0.2 5.35 0.52 13.91
18-30 yrs 0.29 7.81 0.75 20.31
31-60 yrs 0.12 3.79 0.31 9.85
post menopausal 0.3 2.6 0.78 6.76
Pregnancy week:

1st trimester 0.38 3.6 0.99 9.36
2nd trimester 0.42 3.0 1.09 7.8

3rd trimester 0.32 2.5 0.83 6.5

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

DHEAS 100
DHEA 50
other steroids <0.1

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.025 pg/ml.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different
dehydroepiandrosterone sulfate concentrations. Linearity percentages obtained ranged
within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known
dehydroepiandrosterone sulfate concentrations. The recovery percentages ranged from
90 to 110%.

12. LITERATURE
Look page 9.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




(VsamaeMbu?l Knuenrt! )
Ecnnnpouecce paboTbl ¢ Hawmmm Habopamu Bam noHago6mnmch nnacTMKoBble BAaHHOUKM ANA XKUAKNX
peareHTOB, OJHOPa30Bble HAKOHEUHVKW ANA [03aTOPOB UM [JOMOJHUTENbHblIE 0ObeMbl peareHToB
(KOHUEeHTpaT oTMbIBOYHOTO pactBopa, IOA-Bydep, pactBop cybcTpata TeTpametnbeHsmamHa (TMB),
cTon-peareHT), BXoAALmMX B coctaB Habopa, npocum Bac obpatnTbea K noctaswyunky npogykumn OO0
«XEMA» B Bawiem pervioHe.

Bce ykasaHHble pacxofHble MaTepuanbl NpefocTaBaAloTcA 6ecnnatHo, B Heo6xoaumom ans
\nposeneuvm aHanunsa Konmnyecrse. )
MepeyeHb Ha6opoB peareHTOB ANA ANArHOCTUKN MHPEKLMOHHbIX \
3aboneBaHuii npousBoacTBa 000 «XEMA»

N2 no kKatanory HanmeHoBaHmne

K101 «Toxoplasma lgG-UDA» Semion gt

K101M «Toxoplasma IgM-NDOA» o dn

K102 «Rubella IgG-VI®A»

K102M Rubella IgM-MDA ‘ A

K103 «Cytomegalovirus IgG-UOA> e

K103M «Cytomegalovirus IgM-VIOA» —— —

K104 «HSV 1,2 IgG-NDA»

K104M «HSV 1,2 IgM-VIOA»

K105 «Chlamydia IgG-VOA»

K106 «Mycoplasma IgG-VIOA»

K111G «Cudpunuc IgG-NOA»

K111 «Cndunuc cymmapHble aHtutena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsauein nuHumn rexHnyeckom nopaaepxku KnneHros:
8800505 2345
Bce 3BOHKM Ha HOMep ropAYen NMHUK 6ecnnaTHbl ANA 3BOHALLEro ¢ nto6oro
MOOMIbHOIO UNK CTalMoHapHoro TenedoHa no Bcel Tepputopmmn Poccum.

Kpem Bawux oT3bIBOB 1 NpeAsioKeHuUl No agpecam:
LleHTpanbHbiit opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. Mockga, a/a 58 S
105264, r. Mocksa, yn. 9-a lNapkosas, 4. 48, 1-11 noA., 5 stax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xemay, Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, [lertapHoiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CNM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, . Knes, yn. Akafemuka Eppemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

XEMA

MHCTPYKUMA NO MPUMEHEHWIO HABOPA PEATEHTOB
Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAHOIO TECTOCTEPOHA B CbiIBOPOTKE (IMJIA3SME) KPOBU

«cBTECTOCTEPOH-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF FREE TESTOSTERONE IN HUMAN SERUM OR PLASMA

free Testosterone EIA

HOMEP MO KATASIOTY K219

TY N2 9398-219-18619450-2016

PETMICTPALIMOHHOE YOOCTOBEPEHWE
Ne ®CP 2017/6050 ot 04 aBrycta 2017 1.

W For 96 determinations/Ha 96 onpepenexui

TOJNbKO pns uH 8UMPO ANATHOCTVKN

The 9th Parkovaya str., 48

B 105264 Moscow, Russia
Tel./fax: +7(495) 510-57-07
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«YTBEPXJEHA»
P 14161/67912 ot 27.10.2016.

MHCTPYKUNA NO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHNA CBOBOAHOIO
TECTOCTEPOHA B CbiIBOPOTKE (MJIASME) KPOBU
«cBTECTOCTEPOH-U®DA»

1. HASBHAYEHME

1.1. Habop peareHToB «CBTECTOCTEPOH-NDA» npefaHasHayeH ans
KOJIMYECTBEHHOIO OnpefeneHns KOHLEHTpaumMm TeCcTOCTEPOHa B CbIBOPOTKe (nnasme)
KPOBW MeToAOM TBepAodasHOro MMMyHO(EpPMEHTHOro aHanun3a.

1.2. TecTocTepoH - cTepoug C MonekynsapHon maccon 288.4 [a. OCHOBHbIM
MecToM o6pa3oBaHWsi TECTOCTEpOHa B CEMEHHWMKax SABASKTCA KneTku Jlengura
(MHTepcTULManbHasa TKaHb). Y XEeHLWNH TeCTOCTEPOH CUHTE3MPYETCS B HaANo4YeyHuKax,
a KOHTPOJIb 3@ €ro NpoAyKLuMel oCcyLWecTBAsSeT NIOTENHMU3NPYIOLWMA TOPMOH. TeCTOCTepOoH
CTUMYNIMPYET PasBUTUE MYXCKUX MNOSIOBbIX OPraHOB M BTOPUYHbLIX MOJIOBbLIX NMPU3HAKOB.
Cekpeumsa TeCToCcTepOHa UMeeT onpeaeseHHbIW LMpKaaHbId pUTM. HanBbICLUWIA YPOBEHb
ropMoHa oTMeyaeTcs B 6 YacoB yTpa, HaMMeHbLWKNi — B 20 4acoB. Y XeHLWMH NpoAyKLNs
TECTOCTEPOHA 3aBUCUT OT dasbl MEHCTPYasbHOMO LMKIA: MakcMManbHoe obpa3oBaHue
ropMoHa NpoOVUCXOAMUT B NHOTEMHOBOM ase U B Nepuos OBYISLNN.

TectocTepoH cBobogHbI  (CBOGOAHbLINM  TecTocTepoH, Free testosterone)
npeacraBnser cobol @pakuu TeCTOoCTepOHa CbIBOPOTKM KPOBWU He CBS3aHHYHO
HU C rNobynMHOM, CBSI3bIBAlOLWMM MOMOBble FOpMOHbI (SHBG), HM Cc anbbyMuHOM.
CB060AHbIN TECTOCTEPOH B KOIMYECTBEHHOM OTHOLLEHWU cocTasnsieT 2 — 3% oT obwero
TecTocTepoHa. buonorvyeckn akTUBHbIM SIBASIETCA TOSIbKO TECTOCTEPOH CBOGOAHbLIN
W CBSI3@aHHbIM C anbbyMMHOM («BMONOrMYEeCcKM AOCTYMHbIA TEeCTOCTEPOH»). YPOBEHb
«bmMonorMyeckn AOCTYMHOrO TEeCTOCTEPOHa» OTpaXaeT KOMMYecTBO (YHKLUMOHANbHO
aKTUBHOrO TECTOCTEPOHA B OpraHu3Me.

2. IPUHUMN PABOTbl HABOPA

OnpegeneHne TecTOCTEPOHA OCHOBAHO HAa MCMNOSb30BaHUM  KOHKYPEHTHOrO
MMMYHOMEpPMEHTHOr0O aHanusa. Ha BHyTpeHHel MOBEepPXHOCTM JIYHOK MjaHLeTa
MMMOBMNIN30BaHbl aHTUTENA K CBOHBOAHOMY TeCTOCTEpPOHY. TecTocTepoH M3 obpasua
KOHKYpUPYEeT C KOHBbIOIMPOBAHHbIM TECTOCTEPOHOM 3a CBA3blBaHWE C aHTUTenamu
Ha MOBEPXHOCTU JIYHKW. B pesynbtaTe o06pa3yeTcs CBSA3aHHbIA C MIACTUKOM
«C3HABMY», coaepXalmin nepokcmaasy. Bo Bpemsa nHkybaumm ¢ pactsopom cybcrpata
TeTpameTunbensmamHa (TMB) npoucxoauT OKpallMBaHMe pacTBOPOB B JIyHKax.
NHTEHCMBHOCTb OKpackn ob6paTHOMPOMNOpLUMOHanbHa KOHLEeHTpauun cBob6oaHOro
TectocTepoHa B uccneayemom obpasue. KoHueHTpaumio cBO60OAHOro TeCTOCTEPOHa B
nccnenyembix obpasuax onpenenstoT Mo KanmbpoBOYHOMY rpaduKy 3aBUCMMOCTU
OMTMYECKOM MMOTHOCTU OT CoAepXaHusi CBOBOAHOro TecTocTepoHa B KannbpoBOYHbIX
npobax.
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3. AHAJINMTUYECKUE XAPAKTEPUCTUKHN

3.1. CneumndunyHoCTb. lepekpecTHasa peakumsi aHTUTEN K TECTOCTEPOHY C ApYyruMum
aHanuTamu npueeneHa B Tabnuue:

Ananur TNepekpecTHaa peakumsa, %

[TecToCTEpPOH 100
5-anbda-gernapoTecTocTepoH 16

AHAPOCTEHAMON 1.0

AHAPOCTEHAMOH 0.4

AHOPOCTEPOH <0.1
[lernaposnmaHapocTepoH <0.1
[MporecTtepoH <0.1
SCTpaguon, acTpuon <0.01
KopTuson, nperHeHosoH <0.01

3.2. BocnpousBoaMMOCTb.

KoadduumeHT Bapuaumy pe3ynbTaToB OMNpeAeneHns coaepXaHus CBO60AHOro

TecTocTepoHa B OAHOM M TOM e 06pa3Le CbIBOPOTKK (M1a3Mbl) KPOBU C UCMOSIb30BaHNEM
Habopa «cBTECTOCTEPOH-U®A» He npeBblwaeT 8.0%.
3.3. JInHeMAHOCTb.

3aBUCUMOCTb KOHLIEHTpauum cBo60AHOr0 TECTOCTEPOHa B 06pasuax CbIBOPOTKM
(nna3mbl) KpOBM MpU pa3BeAeHUM MUX CbIBOPOTKOM (Mia3Mon) KpOBM, HE coaepykallen

TECTOCTEPOH, MMEET JIMHENHbIA XapaKTep B AnarnasoHe KoHueHTpauun 0.2-100 nr/mMn un
coctasnseT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHanuUTMYecKMii napaMeTp MpoBepsieTCS TeCTOM Ha <«OTKpbITMe» —
COOTBETCTBME U3MEPEHHOW KOHLEHTPauuu TeCTOCTEPOHa MpeAnuCaHHOW, MosyyYeHHOoM
nyTeM CMEeWMBaHNA paBHbIX O06bEMOB KOHTPOJSIbHON CbIBOPOTKM M KannbpoBOYHOM
npobbl 1 nr/mn. MpoueHT «OTKpbITUA» coctasnseT 90-110%.

3.5. YyBCTBMTE/IbHOCTD.

MuHuMManbHass pocTtoBepHo onpeaensemas Habopom «cBTECTOCTEPOH-UODA»
KOHLeHTpaLums TeCTOCTEPOHa B CbIBOPOTKE (nsa3me) KpoBu He npesbiwaet 0.06 nr/mn.
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5. MEPbl NPEAOCTOPOXXHOCTH

5.1. MNoTeHuManbHbIN pUck NnpuMeHeHuns Habopa - knacc 26 (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a uckntouyeHmem cron-peareHTta (5.0% pacTtBop
CEPHOWN KNCNOTbI), B UCMO/Ib3YEMbIX KOHLEHTPaLMAX SABASIOTCH HETOKCUYHbBIMU.

PactBop cepHol kucnotel obnajaetr pasgpaxawwmMm aencreuem. Msberatb
pasbpbi3rMBaHnsa M nonagaHus Ha KOXy W Cau3ucTble. Npu nonagaHuu Ha KOXy W
CNU3UCTblE NMOPaXEHHbIM YHaCcTOK CieayeT NpoMbiTb 60bWLMM KOIMYECTBOM NMPOTOYHOM
BOAbI.

5.3. lMNpu paboTte ¢ Habopom cneayet cobnogatb «l[paBuna yCcTponcTBa, TEXHUKN
6e30nacHOCTM, MPOM3BOACTBEHHON CaHWTapuu, MPOTMBO3MUAEMUYECKOro pexuMa Wt
NNYHOM rurmeHbl Npu pabote B nabopatopusax (OTAeneHuax, oTaenax) caHuUTapHO-
3NNAEMNONONMYECKMX YUPEXAEHUI cucTeMbl MUHUCTEpPCTBa 34paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. MNpn pabote c Habopom cneayeTr HageBaTb OAHOPA30Bble pe3VHOBbIE WU
N1acTMKOBble MepyaTky, Tak Kak obpasubl KpOBW 4YenoBeka cnefyeT paccMmaTpuBaTb
KakK MoTeHunanbHO MWHMULMPOBAHHbLIA MaTepuasn, ChoCobHbIR AnuTeNnbHOe BpeMS
coxpaHaTb W nepepasatb BWY, Bupyc renatuta wnu nwobon apyrov Bo3byautennb
BUPYCHOM MHMbEKLUN.

6. OBOPYANOBAHUE N MATEPUAJIbl, HEOBXOANMBDIE NMPU PABOTE C
HABOPOM

- (bOTOMETP BEpPTUKANbHOIO0 CKaHWMPOBaHWUS, MO3BOJISIOWNIA N3MEPSTb OMTUYECKYH
MAOTHOCTb COAEPXMMOTrO JIYHOK MNaHLWweTa Npu AsiMHe BONHbl 450 HM;

- TepMoCTaT, noaaepxuBatowmii Temnepatypy +37 £0.1 °C;

- [03aTopbl CO CMEHHbIMW HaKOHEeYHMKaMu, Mo3Bonswme oTbMpaTb 06beEMbl B
AvanasoHe 25-250 mkn;

- UMMHAP MepHbIN BMecTuMocTbio 1000 mn;

- BOAa AUCTUIIMPOBaHHas;

- NepyaTKyn pe3nHOBbIE WU NAACTUKOBbLIE;

- byMmara cdunbTpoBanbHas.

7. NOArOoTOBKA PEATEHTOB A1 AHAJIN3A

7.1. Nepepn npoBefeHMEM aHann3a KOMMNOHeHTbl Habopa u uccnenyemole o6pasubl
CbIBOPOTKM (NNasMbl) KpPOBM CleAyeT BblAepXaTb MNpuM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2.MpurotoBneHune njaaHlueTa.

BCKpbITb MakeT € NiaHWeTOM W YCTaHOBWUTb Ha paMKy Heob6XoAMMOe KOMMYEeCTBO
ctpunos. OcTaBLIMECS  HEUCMONb30BaHHbIMWM  CTpUMbl, 4TO6bl  NpPeaoTBpPaTUTb
BO3JENCTBME Ha HUX BNaru, TWwaTenbHO 3aknenTb bymMaron Ans 3aknemBaHus nnaHweTa
N XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHune Bcero cpoka rogHoctn Habopa.

7.3. NMpuroTtoBsieHMe OTMbIBOYHOI0O pacreopa.

Copepxunmoe pnakoHa C KOHLEHTPATOM OTMbIBOYHOI0 pacTeopa (22 M), nepeHecTn
B MEpHbIM UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 MA AMCTUNNMPOBaHHOM
BOAbI M TWATeNbHO nepeMelwaTb. B cnyyae agpobHoro ncnonb3osBaHusa Habopa cneayet
oTo6paTb HeobX0AMMOE KOMMYECTBO KOHLleHTpaTa OTMbIBOYHOIMO pacTBOpa W pa3BecTu
OVCTUNANPOBaHHON BOAON B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOrO pacresopa + 25
M AUCTUNNIMPOBAHHOM BOAbI).
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8. ycnoBus XPAHEHUA U SKCNJIYATALIMN HABOPA

8.1. Habop peareHTtoB «CBTECTOCTEPOH-U®A» ponxeH XpaHUTbCS B YrMakKoBKe
NpeaAnpusaTUSA-U3roToBuTens npu temnepaTtype +2...+8 °C B TeyeHue BCero cpoka
rofAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C
He 6onee 15 cyTok. He gonyckaeTcs 3aMmopa)xuBaHue Lenoro Habopa.

JonyckaeTcss ogHOKpaTHoe 3amMopaxuBaHue (-20 °C) kannbpoBOYHbIX Mpob K
KOHTPOJIbHOW CbIBOPOTKM B afiukBOTaXxX.

8.2. Habop paccuuTaH Ha npoBeAaeHue aHanusa B aybnukatax 41 uccnegyembix
obpa3ua, 6 kannbpoBo4HbIX Mpob6 M 1 Npobbl KOHTPOSbHOM CbIBOPOTKM (BCcero 96
onpeaeneHnin).

8.3. B cnyyae apobHoro mcnonb3oBaHusa Habopa KOMMOHEHTbI creayeT XpaHuTb
cnepytwowmm obpasom:

- OCTaBLUMECS HEWCrnosib30BaHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

6ymaror Ans 3aknemBaHusa NiaHwWweTa u XpaHuTb Npu Temnepatype +2...+8 °C
B Te4YeHne Bcero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT Mocne BCKpbITUS (nakoHOB cneayer
XpaHuTb npu Temnepatype +2...+8 °C B TeyeHue BCeEro Cpoka roAHOCTU
Habopa;

- KanubpoBOYHble NPObbl U KOHTPOJIbHYIO CbIBOPOTKY MOC/AE BCKPbITUS P/IaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsueB;

—  OCTaBLUMINCA HENCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBopa cneayer
XpaHUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.
MpUroTOBNIEHHBIN OTMbIBOYHbIA pPacTBOp CreAyeT XpaHWUTb MpuU KOMHaTHOM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wnu npu TemnepaType
+2...4+8 °C He 6onee 45 cyTok.

MpumMeyaHue. Mocne MCNoNb30BaHWS peareHTa HeMeA/leHHO 3aKpbiBalTe KPbILWKY

¢nakoHa. 3akpblBaliTe Kaxabli hf1akoH CBOEN KPbILLIKON.

8.4. [Ina npoBeaeHWs aHanu3a He cnefyeT MCMNofb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYI CbIBOPOTKY (M/1a3My) KPOBM, @ Takxe CbIBOPOTKY (Ms1ia3My) KpoBU, coaepKallyto
asua HaTpus.

Ecnn aHann3 nponsBoaMTCS He B AieHb B3ATUS KPOBM, CbIBOPOTKY (NaasMy) cneayer
XpaHuTb npu Temnepatype -20 °C. [MoBTOpHOe 3aMOpaxuBaHue-oTTanBaHme obpasLoB
CbIBOPOTKM (Mn1a3Mbl) KPOBW He AOMYyCKaeTCs.

8.5. VckntoyaeTca ncnonb3oBaHMe Ana aHanusa obpasuoB CbIBOPOTKM (MnasMmbl)
KPpOBW NtoAew, Nony4yaBlIMX B Lensax ANarHOCTUKK UM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOASAT MbIlMHbIE aHTUTENa.

8.6. MNpu ucnonb3oBaHum Habopa Ana NpoBeAeHUS HECKONbKMX He3aBUCUMMbIX
Cepui aHanu30B cneayeT UMeTb B BUAY, YTO ANS KaXA0ro He3aBUCMMOro onpeaeneHuns
Heob6xoAMMO  MOCTPOEHME HOBOro  KanMbpoBOYHOro rpaduka; Kpome 3Toro,
peKoMeHAYeTCsa onpefeneHne KOHLEHTpauum TeCTOCTEPOHA B KOHTPO/IbHOWM CbIBOPOTKeE.

8.7. Ins nony4yeHns HaAeXHbIX pe3ynbTaToB HeobxoaAnMo cTporoe cobnwoaeHne
WHCTpyKUMK No npuMeHeHuto Habopa.

8.8. He wncnonb3yite KOMMOHEHTbI M3 ApPYrux HabopoB WM M3 aHaNOrMyHbIX
HabopoB Apyrux cepuii.

Document: K2191 Instruction version: 1901 Format version: 010

6



XEMA

‘xeneedgo XIGWaATaLUDON 8 BHOADSLO0L109L 010HT0908d anHexdarod Axndedls AWoHhogodguures ou a1nuaraduQ

ot

LUW/1u 100’0 ‘domwndueH ‘SHUMhULRE MOLRIW OHHOELD3MADISH X LW/1u O 1990duU MOHhogodguuey oinfiedLHaMHOM
DLysHaedud|] ‘TOloW («dMhOL M MMhOL 1O» ‘UIGHUDHUL-OHhOIAM) WIGHAURadaLlHM SLUAgquoudn exdudedd
oloHhogodguurey (uunewunddoduue) e1ohdg9o ewindodure BUT “(WH QS LIO) 9odu Xi1aHhogodguurey 91D0HLOLL
BeMI9hMLUuo - (A) LteHnrdo 920 ‘(uw/iu) xegodu xi9Hhogodguued g PHOASLO0LD9L UUTIRALHATIHON Wdudedou
WIGHRhULBDDT - (X) 2oMNdQge 920 :undedl yiaHhogodguuey xeleHUTAOOX XuMdahuwdudelouwArou g a1yodidol]

*AxAeog ou
DLynBLrae1d198 ed1aWO0L0d MHeUg "eLlHO1R2d-U0L1D BUHOJI9HE SUD0U HUW GT SMHOhAL 8 M1d9gemodu OWUTOXQOSH
eloMHeL L MOHAL 0JOWMXAST0D O SMHOdOWEY "WH QG 19HLI08 SHULT undu sMHegoduHeMD oloHauednidag
9dioworod eH eramHeru YOHALY olowwxdaod (LIQ) ULOOHLOLL UOXNIDhULLUO AHUKhULDE d1adOWEY

*198MN YIGLLDX|
oxde g ydlarammedyo NOHAL 20WmXdaT0od WOoLle ndu ‘erHalead-uold MW QQT ouU ‘eHUTMEHBgUMLBWedLD Y
eLedidogAd dogided v ded ‘ULDOHALDLRE0TILIOL X WMOL 8 U 019100d0oMD 9 UOL O UMHAL 9249 08 91UDDHY

‘BMHeaMmedy0 019HMD suingeed MHILIDLD LO ULDOWMIUERE
a8 LAHUW QZ-0T ©UHOh3L 8 (Do ST+ ''ST+) 9dArLedouwdl UOHLEHWOM UdU DLOHWOL g8 LdMHewu
DLUAAUQANHY 'HUW £-7 SMHDOhAL g uniddgenmodu OWWITOXQOSH MMNHAL g8 eHUTMEHDgUMLBWRdLSL eledldgAd)
edogloed SMHIJ9HYG ‘BHUTUMEHAgLULIdWEdLDL eredldgAd edoalded NiW QQT Oou MMHALF 928 08 91UDDHY

'91eWAQ noHauegod.iarnd
OU MMHIXOLOoU WolAHdogadau g elamHeUL WOUHBIUMALIOU MOHAL €M MIDONTUX MMLELDO 9lBLeTA OHdualemy
OWNTOXQOSH MUHegOdULHEMDT WOmKeM mdl| "BoLaAgadL aH (MOHAL SMHeauMhewee) axa19Wl0o udu exxdareg
WaMHegOdULHEMST WUM uaunedunude UIMOIATOUO0U O MLIDOHXAS90U WMOHAURLHOEMdOL OU  UWBUHIXUET)]
MWI9g0JAdY LomHewy a1mHxsdida ‘(€77 u "Wd) edogloed OJOHhOSIGWLO LW QGZ OU WMMHAL 928 0g a1d9geqol
oMalawLo pomxkex ndy 'eed § UMHALL DLUOWLO U MNOHAL S0WMNADTT0D SLMUeTA MUNTEQANHM MUMHERHOMNO O]

‘Do LE+ dALedouwnwal
udu LAHUW QT SMHOhSL 8 019 LUAAUQANHM 1 eLOMHELL BUHRAMILNRE BUT WNOIeWAQ LIOMHELL SLMduMNes

"RLRIOILHOM LPIW Q0T OU MMHALF 909 089 91Ud3Hg

‘1IAHUW GT 9MHDhAL 8 NLd2genodu OWNTOXQOSH
aofeedgo XIaWaATaLwoon 1 mdLodogiad KoHAaurodiHOM ‘godu XI9Hhogodguued SMHI29HY ‘uaodx (1aweewru)
myirododiqad aoneedgo XIGWIATILDIU LMW GZ OU XBLRIUUQAT 8 9LMDIDHE MMHAL 919HAreLd0 g ‘uirododiad
noHarodiHOM U 1I9godu yoHhogodguLreXd LW §Z ou XeLelurgAd a IHAL 9MMoiAg10198.1000 9 91UDDHY

‘mL0dog19d YOoHALodLHONM M godu XI9HhogodguLrex
BUT YOHAL 4T 1 Xedolaou g g 19n€edgo a19WaATaLIOMN - a0UndLd 09.109hULON SOWNTOXQOSH AdnWed g SLULIDBWOL|

VEUUVHY IUHITIg0dU "6

Format version: 010

Instruction version: 1901

Document: K2191



K219I

10. OXXMOAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBblBasicb Ha pe3ynbTaTax WccnefoBaHuii, npoBeaeHHbix 000
«XEMA», pekoMeHAyeM Monb30BaTbCA HOPMaMu, MNpuBEAEHHbIMU HMXe. Bmecte c
TeM, B COOTBETCTBMMU C npaBunamm GLP (Xopoweli nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusi Ao/MKHa camMa onpefenuTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnegyemMon nonynsaunn.

MpuMeyaHve. 3HauYeHUs KOHLEHTpauWuii TeCcToCTepoHa B uccneayeMbix obpasuax,
HaxoasWmecss HwXe rpaHuubl 4YyBCcTBUTEeNbHOCTM Habopa (0.06 nr/mn), a Takxe
npeBbillalOWmMe 3HavyeHue BepxHelr KanubposouyHor npobbel (100 nr/mn) cneapyet
npuBoAMTb B cneaywowen dopme: B wuccnegyemMoMm obpasue X KOHUeHTpauwus
TecTtocTepoHa Huxe 0.06 nr/mn nnu Bbiwe 100 nr/mn.

Eaunnubl, nr/mn
Wccnepyemad rpynna
Huxnnii npepen Bepxuuii npepen
My>XUmnHbI 4.5 42
PKEeHLWMHbI - 4.1
DKeHLWmHbI
nocTMeHonaysa 0.1 4.7

11. INTEPATYPA

1. Tietz, N.W. Textbook of Clinical Chemistry. Saunders, 1986.

2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)

3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)

4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)

5. Rajkowski,K. M.,Cittanova N.,Desfosses, B.and Jayle, M.F. Steroids 29 no 5 1977

6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)

Mo BonpocaM, kacatwmmcs kadectsa Habopa «cBTECTOCTEPOH-U®DA >,
cnepyet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-s Napkosas, 4. 48, 1-1 noa., 5 atax,

Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIN)

3NeKTpoHHas nouta: info@xema.ru;
MHTEPHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro ceppncaO00 «XEMA», k. 6. H. []. C. KocTpuknH
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Instruction for use

A solid-phase enzyme immunoassay for the quantitative
determination of free testosterone in human blood serum or
plasma

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of free
testosterone in blood serum or plasma.

This kit is designed for measurement of free testosterone in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes (on
request). The kit contains reagents sufficient for 96 determinations and allows to
analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Testosterone is a steroid with a MW of 288.4 Dalton. The main sites of testosterone
secretion are Leidig cells in interstitial tissue of testicles in men. In women testosterone
is secreted in the adrenals and is controlled by luteinizing hormone. Testosterone
stimulates development of male genital organs and formation of secondary sexual
features.

In males, testosterone secretion undergoes circadian rhythms with maximal
concentrations seen in the morning (6 am) and minimal - in the evening (8 pm). In
females, testosterone secretion is regulated by menstrual cycle with maximal levels
found in luteinic phase and during ovulation.

Testosterone circulates in the blood bound to three proteins: sex hormone
binding globulin (60-80%), albumin and cortisol binding globulin. Only about 1-2%
of the total circulating testosterone remains unbound or free. Even though it is still
under investigation, most researchers accept the free testosterone determination as
a measure of the biologically recommended to overcome the influences caused by
variations in transport proteins on the total testosterone concentration.

3. PRINCIPLE OF THE TEST

This test is based on competition enzyme immunoassay principle. Tested specimen
is placed into the microwells coated by specific to free testosterone-antibodies
simultaneously with conjugated Testosterone-peroxidase. Free testosterone from the
specimen competes with the conjugated testosterone for coating antibodies. After
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is inversely related to the
quantity of the measured analyte in the specimen.

Document: K2191 Instruction version: 1901 Format version: 010
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4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples,
should be considered potentially infectious. Handling and disposal should be in
accordance with the procedures defined by an appropriate national biohazard safety
guidelines or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity of
peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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Equipment and material required but not provided

- Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful but
not essential;

- Calibrated micropipettes with variable volume range volume 25-250 pl;

- Dry thermostat for 37 °C £0.1 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.2, Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY
ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE.

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18 to +25 °C) before use.

- All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

- Itis recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed

within 3 minutes.

See the example of calibration graphic in Quality Control data sheet.
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within the
test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus free testosterone
concentration.

9.3. Determine the corresponding concentration of free testosterone in unknown
samples from the calibration curve. Manual or computerized data reduction is applicable
on this stage. Point-by-point or linear data reduction is recommended due to non-linear
shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value AbsorbanceUnits (450 nm) Production control 1
x1000 s
CAL 1 0 pg/ml 2.596 T
cAL2 | 0.2 pg/ml 2.207 \\
CAL 3 1 pg/ml 1.767 W\ﬁ\
CAL 4 4 pg/mi 1.102 L
CAL5 | 20 pg/ml 0.646 ) ' T
CAL 6 100 pg/ml 0.271
Document: K2191 Instruction version: 1901 Format version: 010
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10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician to
elaborate therapeutically measures. Each laboratory should establish its own normal
range for Testosterone. Based on data obtained by XEMA, the following normal range
is recommended (see below).

Sex, age Units, pg/ml
Lower limit Upper limit
Males 4.5 42
Females - 4.1

Females post
menopausal 0.1 4.7

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
Testosterone 100
5-alpha-dehydrotestosterone 16
Androstendiol 1.0
Androstendione 0.4
Androsterone <0.1
Dehydroepiandrosterone <0.1
Progesterone <0.1
Estradiol, Estriol <0.01
Cortisol,Pregnenolone <0.01

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.06 pg/ml.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different free
testosterone concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known free testosterone
concentrations. The recovery percentages ranged from 90 to 110%.

Document: K2191 Instruction version: 1901 Format version: 010
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12. LITERATURE
1. Tietz, N.W. Textbook of Clinical Chemistry. Saunders, 1986.
2. Joshi, U. M., et al. Steroids 34 (1) 35 (1979)
3. Turkes, A., et al. J Endocrinol. 81 (2) P165 (1979)
4. Ismail, A. A., Niswender, G. D. Midgley, A. R. J. Clin. Endocr. Metab. 34, 177 - 184
(1972)
5. Rajkowski,K. M.,Cittanova N.,Desfosses, B.and Jayle, M.F. Steroids 29 no 5 1977
6. Widsdom G. B. Clin. Chem. 22/8, 1243 - 1255 (1976)
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

HABOP PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
CBOBOAIHON B CYBbEAVHULIbI XT

B CbIBOPOTKE (IMJ1IA3ME) KPOBU

«cBBXI-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF freep-HCG IN HUMAN SERUM OR PLASMA

freeB-HCGEIA

HOMEP MO KATASTOTY K235
TY Ne 9398-030-18619450-2007

PETMCTPALVMOHHOE YAOOCTOBEPEHME
Ne ®CP 2007/00737 ot 30 ceHTAGpPA 2013 1.

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN

XEMA Co., Ltd.

Gy,

?’&_.%%

@\ } The 9th Parkovaya str., 48 Authorized Representative in EU:
105264 Moscow, Russia Polmed.de

&f‘f&%ﬁ TeI./fgx: +7({195) 510-57-07 St.einacker 20, D-73773

8 j g—mall: redkin@xema.ru ) Alchvya!d, Germany

K & | internet: www.xema-medica.com e-mail: info@polmed.de
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«YTBEPXOEHA»
Mpukas Poc3apaBHaa3opa N2 2787-Mp/07 ot 18 ceHTabpsi 2007 r.
KPZ 17499 ot 05.06.2007 r.

MHCTPYKUNA MO NPUMEHEHNIO HABOPA PEATEHTOB AnA
MMMYHO®EPMEHTHOIO ONMPEAEJIEHUA
CBOBOAHOWN B CYBbEAUHULbI XI
B CbIBOPOTKE (MJIABME) KPOBU «cBBXIM-U®DA>»

1. HABHAYEHMUE

1.1. Habop peareHTtoB «CBBXIM-N®A» npeaHasHayeH AN KOJMYECTBEHHOrO
onpefeneHns KoHueHTpauun cBoboaHow B cybbeamHuubl X[ B cbiBOpOTKe (Mnnasme)
KpOBW MeToAoM TBepAodasHOro UMMyHodepMeHTHOro aHanumsa.

1.2. XopuoHuyeckmin ropmoH (XI') — raMKonpoTeunH, BbipabaTbiBaeMbll NnaueHTon
BO BpeMs 6epeMeHHocTM. X[ MOSBMASETCA B CbIBOPOTKE KPOBW W MOYe Ha4dumHas
Cc 7-13 pgHsa nocne onaoAoTBOPEHUs saluekneTku. MHTakTHaa Monekyna X[ coctouT
M3 ABYX HEKOBANIEHTHO CBSI3@aHHbIX MOMAMMNENTUAHbIX Uenehn — a- u B-cybbeauvHuu.
N3mepeHne uHTakTHoro XI u ero a-uenu X[ gaeT cxoAHble pe3ysibTaTbl B KPOBWU
W MO4Ye; B TO Xe BpeMs AaHHble U3MEPEHUs KOHUeHTpauuu B-uenn 3HaynTesnbHO
oTnnyatoTca. Bo Bpema 6epeMeHHOCTM YypoBHWM WHTakTHoro XI u ero cBobogHoMm
B-uenn (cBB-XI") gocTuratoT CBOEro MakcMMyMma Ha 8-9 Hepene, a rNoToM MOCTEMEHHO
CHMXatTcs. Bo BTOpoM TpumecTpe 6epeMeHHOCTM B CbIBOPOTKE KPOBM YPOBEHb
nHTakTHOro XI BapuupyeT B npegenax ot 20 go 50 MEa/mMn (NnpuMepHoe COOTHOLIEHne
1 vr = 15 MMEgn); koHueHTpaumm CBOBOAHbLIX a- n B- uenen coctaBnsoT He bonee
0.5-1% oT coaepxaHusi MHTakTHoro XY B TeuyeHue Bcel bepeMeHHoCTU. Bo Bpems
6epeMeHHOCTM YypoBHWM WHTakTHoro X[ wn cBB-XI pocTuraloT CBOero MakCuMymMma
Ha 8-9 Hepene, a MOTOM TMOCTEMEHHO CHWXAlOTCA. HenaBHO MokasaHO, 4To npwu
TpucoMum 21 XpOMOCOMbI HabnoaaeTcs 3HauyuMTeNbHOE YyBeMYEeHME KOHLEeHTpauuu
cBB-XI No cpaBHeEHWIO C KOHTpPOsieM. B coueTaHunn C onpeaeneHneMm Apyrux MapkepoB
(AO®r1, MABB-A) onpeaenerHne cBB-XI MOXET MCNONbL30BaTbCA A9 OLEHKUM puUCKa
pasBUTUSA BPOXAEHHbIX aHOManui nnoga. B oHkonornn onpepeneHve nHTakTHoro XI
N cBO6OAHBIX CybbeanHUL, He SABNSEeTCA MoJie3HbIM MapkepoM HeTpodobnacTtmyecknx
onyxonien, oaHako abCconoTHOe yBennvyeHne KoHueHTpauum cBfB-XI MOXET yKkasbiBaTb
Ha POCT XOPMOKApUMHOMbI B OTIMYME OT HOpMasibHON 6epeMeHHOCTH.
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2. IPUHUUN PABOTbl HABOPA

OnpepenerHne csoboaHon B cybbeanHuubl XIT OCHOBaHO Ha WCMNOJSb30BaHUMU
«C3HABWY»-BapunaHTa TBepAoda3HOro UMMyHoMEpPMEHTHOro aHanmnsa. Ha BHyTpeHHeW
NOBEPXHOCTU JIYHOK MaHweta WMMOOMAN30BaHbl MbIlWWHBIE MOHOKJIOHAJIbHbIE
aHTUTena K csoboaHon B cybbeamHuue XI yenoseka. B nyHkax nnaHwerta, npwu
AobaBneHun uccneayemoro obpasua, NnponcxoauT ceasbiBaHue cBPXl, coaepixallerocs
B uccnegyemMoMm obpasue, € aHTuTenamMm Ha TBepaon dase. O6pa3oBaBLUMiACSA
KOMMNAEKC BbISABAAIOT C MOMOLLbIO KOHBbIOraTa MbIMHbBIX MOHOKIOHAJIbHbIX aHTuTen
K B cybbeamHuue XI yenoBeka C MepoKcMaa3on xpeHa. B pesynbtate obpasyetcs
CBSI3aHHbIM C NIACTUKOM «CIHABWUY», COAepXalunin nepokcmaasy. Bo BpeMs nHkybaumnm
Cc pactBopoM cybcTpaTta TeTpametunbeHnsmamHa (TMB) npoucxoauT OKpalumsaHue
pacTBOPOB B JTlyHKax. MIHTEHCMBHOCTb OKpaCcKu MNpsiMO MPONOpUMOHanbHa KOHLEHTpaLmm
cBobogHoM B cybbeamHuubl XI' B nccnegyemom obpasue. KoHueHTpauuio cBoboaHOM
B cybbeamHmupbl XI' B uccnenyembix obpasuax onpeaensitor no kKanmbpoBoyHOMY rpaduky
3aBMCUMOCTU OMTUYECKONM MNIOTHOCTU OT coaepxaHus csoboaHon B cybbeamHuubl XI
B KaNIMBpOBOYHbIX Npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneuncpnUUYHOCTD.

Mcnonb3oBaHMe MbIWWHbBIX MOHOKJ/IOHAMbHbIX aHTUTEN K cBo6oaHOM B cybbeanHuue
XTI no3BonseT 4OCTUYb BbICOKOWN cneun@duYHOCTN aHanmsa

3.2. BocnponsBoanMOCTb.

KoadduruneHT Bapnaumm pesynbTaToB onpeaeneHus cogepxatHms cepXl B 04HOM n
TOM e obpa3sLe CbIBOPOTKM (MNa1a3Mbl) KPOBM C MCMOMb30BaHNeM Habopa «cBBXIM-NDA»
He npeBbiwaeT 8.0%.

3.3. JINHENHOCTD.

3aBUCUMOCTb KOHUeHTpaumun ceBXl B obpasuax CbIBOPOTKMU (MaasMbl) KPOBWU Mpu
pa3BefeHUM UX CbIBOPOTKOM (Nn1a3Moin) KpoBU, He coaepxallen ceBXI, MeeT IMHEHbIN
XapakTep B Avana3oHe KoHueHTpaunii 10-250 Hr/mn u coctaBnset £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMIi napaMeTp MpoOBeEpPSieTCS TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME U3MEPEeHHONM KOoHueHTpauuu cBBXI npeanncaHHOW, MOSyYEeHHOW nyTem
CMeLUNBaHNS paBHbIX 06bEMOB KOHTPOJSIbHOW CbIBOPOTKW W KanaubpoBO4YHOM MNpobbl
50 Hr/mn. MNpoueHT «oTKpbITUS» cocTaBnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHaa focTtoBepHo onpegensemas Habopom «cBBXM-NOA» KoHUeHTpauus
cBBXI B cbiBOpOTKe (MNs1ia3Me) KpoBWu He npesbliwaeT 1.0 Hr/MA.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OTOMETp BEPTUKANbHOI0 CKAaHMPOBAHWS, MO3BOJISOLLNIA U3MEPATb ONTUYECKY IO
MAOTHOCTb COAEPXKMMOrO SIYHOK MaHweTa nNpu AsIMHE BOSIHbI 450 HM;

- TepMocCTaT, noaaepxuBarowmin Temnepatypy +37 °C £0.1 °C;

— [A03aTopbl CO CMEHHbIMW HaKOHe4YHMKaMu, nossonswwme oTbupatb 06beMbI
B AmanasoHe 20-250 Mkn;

- UWIMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTWUINMPOBAHHas;

- rep4yaTku pe3nHOBble UKW NIaCTUKOBbIE;

- bymara dunbTpoBasibHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHune BCero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbI UMAMHAP BMecTuMocTbto 1000 mn, pobasutb 550 Mn AMCTUANMPOBaHHOWN
BOAbl M TWaTeNbHO nepemewartb. B cnyyae apobHoro ucnonb3oBaHua Habopa cnepyer
oTobpaTb HeobXxoAMMOE KOSIMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa W pa3BecTu
ANCTUNNNPOBAHHON BOAOWM B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacteopa + 25 mn
OVCTUNIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «CBRXM-UDA» [OMKEH XpaHUTLCS B YNakKOBKe Mpeanpustms-
M3rotoBuTENs Npu Temnepatype +2...+8 °C B TeyeHue BCcero cpoka roaHOCTU, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 42 uccnepyembix
obpasuoB, 5 kKannbpoBOYHbLIX Mpo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror ansa 3aknemBaHus niaHweTa U XpaHuTb nNpu Temnepatype +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

-  WOA-bydep, KoHblOraT, CybCcTpaT, CTOM-peareHT rnocne BCKpbITUS (y1akOHOB
cnenyeT XpaHuTb Npu Temnepartype +2...+8 °C B Te4YeHne BCero cpoka rogHoCTum
Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 mecaues;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb nNpu TemnepaTtype +2..+8 °C B TeuyeHwe BCEro Cpoka rOAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbLIA OTMbIBOYHbIA PpacTBOp clefyeT XpaHUTb MpU KOMHaTHOWN
Temnepatype (+18..+25°C) He 6onee 15 cyTok wnu npu TemnepaType
+2...+8 °C He 6onee 45 cyTok.

MpuMeyaHune. MNocne MCNONb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBaTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He CreayeT WCMoJb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (Ma1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepXalLLyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOE 3aMopaxvBaHWe-oTTanBaHue
06pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nony4vaBlMX B Lensax AMarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAeHUS HECKONbKMX HEe3aBUCUMMbIX
Cepuin aHanuM3oB cnefyeT UMMeTb B BuAy, 4TO AN  KaXAoro He3aBMCMMOro
onpeaeneHnss HeobxoAMMO MOCTPOEHMEe HOBOro KannbposouyHoro rpaduka; kKpome
3TOro, peKoMeHAyeTCs onpeefieHne KoHueHTpauum csoboaHon B cybbeanHuubl XI
B KOHTPOJIbHOW CbIBOPOTKE.

8.7. [Ina nony4vyeHns HadexXHbIX pe3ysbTaToB Heo6XoAMMO cTporoe cobntogeHue
NHCTpyKuMm no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM W3 AHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10.3. Oxuaaemble 3HAYEHUA U HOPMbI A1 BTOPOro TpuMecTpa 6epeMeHHOCTM npwu
pacyeTe pucka cuHapoma [layHa

MprBeaeHHble HNUXe AaHHblEe MOlyYeHbl HA OCHOBE aHanmn3a 644 CbiIBOPOTOK KPOBMU
6epeMeHHbIX XeHLWMWH — xutenoHuy CankT-lMeTepbypra u JleHnHrpaackon obnactn -
B nabopatopusix OO0 «XEMA». Cpoku 6epeMeHHOCTU 6blin onpeaenieHbl Mo aaTte
nocnefHen MeHCTpyauuu U OKpyrfeHbl A0 Lenoro.

MpuBeaeHHble B Tabnuue [aHHble MVMEKT peKoMeHAaTeNlbHbI XapakTep W
He npeAHasHayeHbl ANS pacyeTa pucka cuHapoma [ayHa.

Wccneayemasn EAMHUUbI, HF/MA
rpynna Hw>xHuiA npeaen | BepxHuii npeaen
bepeMeHHble:
Hepens 14 21.8 31
Hepens 15 20.3 28
Hepens 16 13.3 23
Hepens 17 11.1 19.9
Hepens 18 9.9 19.4

MeaunaHnbl n CKO (pekoMeHayeMblin AnanasoH HopM 0.5-2.0 MOM)

llo mepe Hakor/ieHusi HOBbIX AAHHbIX O MeAWaHax AaHHble 6yAyT yTOYHSATLCS —
BbICbl/1akiTe 3anpocbl Ha aapec rqc@xema.ru. [ns pacyetra pucka cuHapoma [ayHa
C y4eTOM AAaHHbIX APYrnX NapameTpoB NepBoro TPUMeCcTpa PEKOMEHAYETCSI UCM0/1b30BaTh
nporpammy KPC/-XEMA.

11. INTEPATYPA

1. Schaelike M, Kossakiewicz M, Kossakiewicz A, Schild RL Examination of a first-trimester Down
syndrome screening concept on a mix of 11,107 high- and low-risk patients at a private center for
prenatal medicine in Germany. // Ultrasound Obstet Gynecol. 2009 May;33(5):518-23

2. Wortelboer EJ, Koster MP, Stoutenbeek P, Elvers LH, Loeber JG, Visser GH, Schielen PC. First-trimester
Down syndrome screening performance in the Dutch population; how to achieve further improvementp
// Prenat Diagn. 2009 Mar 17. [Epub ahead of print]

3. Linskens IH, Levitus M, Frans A, Schielen PC, van Vugt JM, Blankenstein MA, Dijstelbloem HM.
Performance of free B-human chorionic gonadotrophin (free B-hCG) and pregnancy associated plasma
protein-A (PAPP-A) analysis between Delfia Xpress and AutoDelfia systems in The Netherlands. //
Clin Chem Lab Med. 2009;47(2):222-6

4. Schmidt P, Staboulidou I, Soergel P, WBstemann M, Hillemanns P, Scharf A. Comparison of
Nicolaides' risk evaluation for Down's syndrome with a novel software: an analysis of 1,463 cases.
// Arch Gynecol Obstet. 2007 Jun;275(6):469-74. Epub 2007 Mar 1

5. Spencer K. Accuracy of Down's syndrome risks produced in a prenatal screening program. // Ann
Clin Biochem. 1999 Jan;36 ( Pt 1):101-3.

Mo BonpocaM, kacatowmnmcs kadectsa Habopa «cBBXI-UDA >,
cneayet obpawartbcs B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, a4. 48, 1-in noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbI)
3M1eKTpOHHas noyta: info@xema.ru; rqc@xema.ru

MHTEpHET: WWW.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knueHTckoro cepsnca OO0 «XEMA»,

K. 6. H. [. C. KoCcTpukunH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF freeB-HCG IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of freef-
HCG in blood serum or plasma.

This kit is designed for measurement of freeB-HCG in blood serum or plasma.
For possibility of use with other sample types, please, refer to Application Notes
(on request). The kit contains reagents sufficient for 96 determinations and allows
to analyze 42 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

Human chorionic gonadotropin (HCG) is a glycoprotein hormone secreted by
trophoblastic cells of placenta during pregnancy. HCG appears in blood and urine in
about 7-13 day after fertilization, reaching its maximum by the end of the first trimester.
An intact molecule of HCG consists of two non-covalently bound polypeptide chains:
a- and B-subunits. B-subunit is specific for HCG hormone while a-chain is identical in
TSH, LH, FSH and HCG..

Normally, blood levels of free a- and B-chains reach not more than 0.5-1.0% of
intact HCG level and during pregnancy vary in parallel with intact HCG. Recently, it
was shown that, compared to control, a significant elevation of free B-chain is found
in trisomy 21 (Down syndrome), the most pronounced difference being found during
weeks 8-9 of pregnancy. That is why determination of free f-chain of HCG in conjunction
with other markers (PABB-A, AFP) may be used to estimate risk of congenital pathology
of the fetus.

In oncology, a marked rise of free B-chain in blood is found in trophoblastic and
germinal tumours (choriocarcinoma, carcinoma of ovaries, etc.).
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal to human
free B HCG-antibodies. Antigen from the specimen is captured by the antibodies coated
onto the microwell surface. Unbound material is removed by washing procedure.
Second antibodies - murine monoclonal to human B HCG, labelled with peroxidase
enzyme, are then added into the microwells. After subsequent washing procedure,
the remaining enzymatic activity bound to the microwell surface is detected and
quantified by addition of chromogen-substrate mixture, stop solution and photometry
at 450 nm. Optical density in the microwell is directly related to the quantity
of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

Distilled or deionized water;

Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

Calibrated micropipettes with variable volume, range volume 20-250 pl;

Dry thermostat for +37 °C £0.1 °C;

Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at 2 to 8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED
BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...+8 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

All reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

It is recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed
within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2. Plot a calibration curve on graph paper: OD versus freeB-HCG concentration.

9.3. Determine the corresponding concentration of free-HCG in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on this
stage. Point-by-point or linear data reduction is recommended due to non-linear shape
of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value U|‘1\i|t)ss?:lbsa0n:fn)
CAL 1 0 ng/ml 0.05 yd
CAL 2 10 ng/ml 0.14 //
CAL 3 50 ng/ml 1.13 L
CAL 4 120 ng/ml 2.38 “ ’/
CAL 5 250 ng/ml 3.12 T

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician
to elaborate therapeutically measures. Each laboratory should establish its own
normal range for freeB-HCG. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results in
the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.

Pregnancy, week | Median, ng/ml SD

9 64.3 0.67

10 62 0.62

11 49.2 0.64

12 39.5 0.60

13 39.0 0.64

Units, ng/ml
Sex, age Lower limit ,| g/Upper limit
Pregnancy week:

14 21.8 31

15 20.3 28

16 13.3 23

17 11.1 19.9

18 9.9 19.4
Document: K235I Instruction version: 1901 Format version: 008
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11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity

The monoclonal antibody is specific for human freep-HCG. There is no cross-
reactivity to other species.

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 1.0 ng/ml.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different freep-
HCG concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known freep-HCG
concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. Schaelike M, Kossakiewicz M, Kossakiewicz A, Schild RL Examination of a first-trimester Down
syndrome screening concept on a mix of 11,107 high- and low-risk patients at a private center for
prenatal medicine in Germany. // Ultrasound Obstet Gynecol. 2009 May;33(5):518-23

2. Wortelboer EJ, Koster MP, Stoutenbeek P, Elvers LH, Loeber JG, Visser GH, Schielen
PC. First-trimester Down syndrome screening performance in the Dutch population;
how to achieve further improvementB // Prenat Diagn. 2009 Mar 17. [Epub ahead
of print]

3. Linskens IH, Levitus M, Frans A, Schielen PC, van Vugt JM, Blankenstein MA, Dijstelbloem HM.
Performance of free f-human chorionic gonadotrophin (free B-hCG) and pregnancy associated plasma
protein-A (PAPP-A) analysis between Delfia Xpress and AutoDelfia systems in The Netherlands. //
Clin Chem Lab Med. 2009;47(2):222-6

4. Schmidt P, Staboulidou I, Soergel P, Wpstemann M, Hillemanns P, Scharf A.
Comparison of Nicolaides' risk evaluation for Down's syndrome with a novel software:
an analysis of 1,463 «cases. // Arch Gynecol Obstet. 2007 Jun;275(6):469-74.
Epub 2007 Mar 1

5. Spencer K. Accuracy of Down's syndrome risks produced in a prenatal screening program. // Ann
Clin Biochem. 1999 Jan;36 ( Pt 1):101-3.
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Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:

LieHTpanbHblin opuc 000 «XEMA»

Anpec Ana KoppecroHAeHunu:

105043, r. MockBa, a/a 58

105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax

Ten.: +7 (495) 510-57 07, 737-39-36; l S ' xemahelp
dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39

Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,

nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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Instruction for use

HABOP PEATEHTOB

Ana AMMYHO®EPMEHTHOIO ONPEAENEHNA
ACCOLlMMPOBAHHOIO C BEPEMEHHOCTbIO

BEJIKA NJ1IA3Mbl A (MABB-A)
B CbIBOPOTKE (MJ1IA3ME) KPOBU

«MABB-A-UDA»

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION

OF PREGNANCY-ASSOCIATED PLASMA PROTEIN A

IN HUMAN SERUM OR PLASMA

PAPP-A EIA

W For 96 determinations/Ha 96 onpepenexui

[ns uH BUMPO AMAarHOCTUKN

“ XEMA Co., Ltd.

) The 9th Parkovaya str., 48

105264 Moscow, Russia
"o, Tel./fax: +7(495) 510-57-07
e-mail: redkin@xema-medica.com
internet: www.xema-medica.com
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COAEPXXAHMUE
1. HA3HAYEHUE 2
2. MNPMHUMN PABOTbI HABOPA 3
3.  AHAJNIUTUYECKME XAPAKTEPUCTUKN 3
4. COCTAB HABOPA 4
5. MEPbI MPEOOCTOPOXHOCTHU 5
6. OBOPYAOBAHWE N MATEPUAJIbl, HEOBXOAMMbIE MNP PABOTE C HABOPOM 5
7. MNOArOTOBKA PEATEHTOB A/14 AHAJTU3A 5
8. YCNoBuA XPAHEHWSA N SKCNTYATALMN HABOPA 6
9. TMPOBEAEHUE AHAJTN3A 7
10. OXMAAEMbIE 3HAYEHNA 1 HOPMbI 8
11. JINTEPATYPA 9
CONTENT
1. INTENDED USE 10
2. SUMMARY AND EXPLANATION 10
3. PRINCIPLE OF THE TEST 11
4. WARNINGS AND PRECAUTIONS 11
5. KIT COMPONENTS 12
6. SPECIMEN COLLECTION AND STORAGE 13
7. TEST PROCEDURE 13
8. QUALITY CONTROL 15
9. CALCULATION OF RESULTS 15
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12. LITERATURE 16

WNHCTpyKUMs cocTaBneHa PykoBoauTeneM cnyx6bl knveHTckoro cepsmuca OO0 «XEMA»,
K. 6. H. []. C. KOCTpUKNHbIM
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K238I

«YTBEPXOEHA»
Mpukas Poc3apaBHaa3opa N2 2785-Mp/07 ot 18 ceHTabpsi 2007 r.
KPA N2 14359 ot 07.05.2007 r.

MHCTPYKLUHMA MO NPUMEHEHUWUIO HABOPA PEATEHTOB
and AMMYHO®EPMEHTHOIO ONMPEAENTIEHUA
ACCOLUMNPOBAHHOIO C BEPEMEHHOCTbBIO BEJIKA NJ1IA3MbI
A (NABB-A) B CbIBOPOTKE (MJIASBME) KPOBM
«MNABB-A-NDA>»

1. HABHAYEHMUE

1.1. Habop peareHtoB «[ABB-A-UOA» npeaHasHayeH AN KOJNYECTBEHHOro
onpefeneHns KOHLEHTpauunM accouumMpoBaHHOro C 6epeMeHHOCTbio 6Henka nnasmbl
A (NABB-A) B cbiBopoTKe (Mn1a3Me) KpoBM METOAO0M TBEpA0(asHOro UMMYHO(EPMEHTHOIO
aHanusa.

1.2. PAPP-A (pregnancy-associated plasma protein A) wnam accouMmMpoBaHHbIN
c b6epemeHHocTblo 6enok nnasmbl A (ABBMA, TABB-A) npeactaBnser cobon
rMWKOMNPOTENH, COCTOAWMA U3 ABYX cybbeamHuy. [Mpm HOpManbHO MnpoTekawLlen
6epeMeHHOCTN KoHLeHTpauus NMABB-A B MaTEpUHCKOM KPOBOTOKE BO3pacTaeT B TedeHne
nepBbiX ABYX TpPMMeCTpoB 6epeMeHHOCTU. ®DyHKUMOHanbHOe Has3HayeHune [1ABB-A
BO BpeMs 6epeMeHHOCTM OCTaeTCa HEBbISICHEHHbLIM. B nepBoM TpuMecTpe 6epeMeHHOCTH
npu cuHapome [layHa y nnoaa Habnogaerca cHuxeHne ypoHs MABB-A B cbiBOpoTke
KpoBu MaTepu. Mocne 14-i Hepenn 6epeMeHHOCTUN pas3nnums Mexay CcMHApoMoM [ayHa
1N HopMoW ucyesatoT. iamepeHne NMABB-A MOXeET 6bITb NCMOIb30BAHO B MpeHaTaslbHOM
CKpUHWHIe 6epeMeHHOCT BbICOKOro pucka. OnpeaenerHune NABB-A B nepBoM TpuMecTpe
BXOAWUT B COCTaB OAHOWN M3 KOMOBUHALMIA TECTOB:

- TNABB-A + cBob6oaHas 6eta-uenb XIY;

- MABB-A + cBoboaHas 6eTa-uenb XY + ToNWMHA BOPOTHMKOBOIO NPOCTPAHCTBA

npu Y3W nnoaa.

BHe 6epeMeHHOCTM M Yy My>XUYUH CbIBOPOTOYHbIW ypoBeHb NMABB-A B HOpMe KpaWnHe
HU3KMA M OObIYHO HAXOAUTCA HWXKXE YYyBCTBUTENbHOCTM METOAOM WMMyHOaHanusa;
B nocneaHee BpeMsi MOSBASAKTCS YKa3aHWs Ha CBSA3b MoOBblWeHUs ypoBHs [MABB-A
C MOBbILWEHHbIM PUCKOM OCJTIOXHEHUI ULLIEMUYECKON bonesHu cepaua.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpeneneHne accoummpoBaHHOro ¢ 6epemMeHHocTbio 6enka nnasmbl A (MABB-A)
OCHOBAHO Ha WCMOMb30BaHWW  «COHABUY»-BapuaHTa TBepAodasHOro WMMMYHO-
depMeHTHOro aHanusa. Ha BHyTpeHHel NMoOBEpPXHOCTU JIYHOK MiaaHweTa MMMobunmso-
BaHbl MbIWNHbIE MOHOK/MOHasNbHble aHTuTena kK [1ABB-A 4enoseka. B nyHKax
nnaHwerta, npu pAobaBneHun wuccnegyemoro obpasua, MpPOUCXOAUT CBA3bIBaHUE
MABB-A, copepxalwerocs B uccneayemoMm obpasue, C aHTUTENaMm Ha TBepAok
¢daze. O6pa3oBaBLUNIACS KOMMIEKC BbISBASIOT C MOMOLLbI KOHblOraTta MbIWMHbBIX
MOHOKJI0HasbHbIX aHTuUTen K NMABB-A yenoBeka c nepokcuaason xpeHa. B pesynbtaTte
obpa3syeTcs CBSI3aHHbIM C MJACTUKOM <«C3HABWUY», coAepXalunii nepokcmaasy. Bo
BpeMsa MHKybaummn c pactBopoM cybcTpaTa TeTpameTunbeHsmanHa (TMB) npoucxogut
OKpalMBaHMe pacTBOPOB B JlyHKax. IHTEHCMBHOCTb OKpacKu NpsiMo NponopLMoHanbHa
KOHLEHTpaLUMmn accouummpoBaHHOro c 6epeMeHHoCTblo 6enka nnasmbl A (MABB-A)
B uccnenyemom obpasue. KoHueHTpaumo accoummpoBaHHOro ¢ 6epemMeHHoCTbO Benka
nna3mbl A (MABB-A) B uccnenyembix obpasuax onpenensiorT no KanambpoBOYHOMY
rpacduKky 3aBUCMMOCTM OMNTUYECKOW MJOTHOCTU OT COAEpXaHUs accouMMpOBaHHOMO
c 6epeMeHHOCTbIO 6enka nnasmbl A (MABB-A) B kannbpoBoyHbIX npobax.

3. AHAJTIUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundUNYHOCTD.

Mcrnonb3oBaHmMe MbILWKWHBLIX MOHOK/IOHAsIbHbIX aHTUTeN K NABB-A Nno3BonseT 4OCTUYb
BbICOKOW CcneunduyHoCTN aHanmsa.

3.2. Bocnpou3BoaAUMOCTb.

KoadppurumeHT BapmaLumm pesynbTaToB onpeaeneHns cogepxaHusa MNABB-A B o4HOM 1
TOM e obpasue cbiBOpoTkM (M1a3Mbl) KPOBU C ncronb3oBaHMeM Habopa «MABB-A-UDA»
He npesbiwaeT 8.0%.

3.3. JINHEeMAHOCTb.

3aBUCUMOCTb KOHUeHTpaumn MABB-A B obpa3uax cbiBOPOTKM (MnsasMbl) KpoOBM
npu pasBefeHun UX CbIBOPOTKOW (Mna3mMon) KpoBu, He coaepxallern MABB-A, nmeet
NMHENHbIM XapakTep B Auana3oHe KoHueHTpauui 100-10000 MEa/n wn coctasnset
+10.0%.

3.4. TOYHOCTb.

[aHHbIN  aHanUTUYEeCKMA napaMeTp MPOBEPSETCH TEeCTOM Ha <«OTKpbITue» -
COOTBETCTBME U3MEPEHHOWN KoHUeHTpauuu MABB-A npeanncaHHoM, Noay4YeHHON NyTeM
CMeLlIMBaHUS paBHbIX 06BEMOB KOHTPOJIBHOW CbIBOPOTKM M KannMbpOBOYHOM MNpo6bI
500 MEa/n. MpoueHT «oTKpbITUA» coctasnseT 90-110%.

3.5. UyBCTBUTEJIbHOCTD.

MuHuManbHas focToBepHo onpegensemas Habopom «MABB-A-UDA» KOHLEHTpauums
MABB-A B cbiBOpOTKe (Nn1a3Me) KpoBu He npesbiwaeT 10 MEa/n.
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5. MEPbI MPEAOCTOPOXXHOCTHU

5.1. MNoTeHUManbHbIN pUck NnpuMmeHeHns Habopa — knacc 26 (FOCT P 51609-2000).

5.2. Bce koMmmnoHeHTbl Habopa, 3a ucknwuyeHnem crton-peareHta (5.0% pacTtBop
CEPHOWM KUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUUAX SABNSOTCA HETOKCUYHBIMMU.

PactBop cepHoW kucnoTbl obnajaeT pasgpaxawmowmm gericteuem.  MsberaTb
pa3bpbI3rMBaHUs U NonagaHuns Ha KOXY U Cin3nuctble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NopaKeHHbI y4acToK cnefyeT NpoMbITb 60MbWINMM KOIMYECTBOM NPOTOYHOM BOAbI.

5.3. lNpu paboTte c Habopom cnepyet cobntogatb «lMpaBuna yCTpONCTBa, TEXHUKN
6e30MacHOCTM, MPOM3BOACTBEHHOW CaHWTapuu, MNPOTMBOIMUAEMUYECKOrO pexuMa Wt
NIMYHOW rurmeHbl Npu pabote B nabopatopusix (OTAENEHUAX, oTaenax) CaHuUTapHO-
3MNAEMMUONIOTMYECKUX YUYPEXAEHUA cucTeMbl MuHUCTEpcTBa 3apaBooxpaHeHuss CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HageBaTb OAHOPA30Bble PE3VMHOBbLIE WU
nJacTMKOBbIEe NepyaTKM, Tak kak 06pa3Lbl KPOBM YenoBeka criefyeT pacCMaTpuBaTh Kak
NoTeHUManbHO MHMOULMPOBAHHbIA MaTepuan, CNoCObHbI ANNTENbHOE BPEMS COXPaHSATb
n nepegasaTb BWY, Bupyc rematuta wunu nwboil apyron Bo36yauTeNnb BUPYCHOM
MHbEKUMN.

6. OBOPYAOBAHUE U MATEPWUAIJbI,
HEOBXOAWMUMBbBIE NPU PABOTE C HABOPOM

- (OoTOMeTp BEPTUKANbHOIO0 CKaHMPOBaHMWS, NO3BOJSAOWMIA U3MEPATb ONTUYECKYO
MAOTHOCTb COAEPXMMOrO JTYHOK MfaHweTa npu ASIMHE BOSHbI 450 HM;

- TepMmocTaT, noaaepxusatowmi Temnepatypy +37 °C 0.1 °C;

-  [03aTopbl CO CMEHHbBIMU HaKOHEYHUKaMu, No3sonsoLme oTonupaTe 06beMbI
B AnanasoHe 5-250 mkn;

- UWAMHAP MepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNIMPOBaHHas;

—  rep4yaTku pe3nMHOBble UKW NIaCTUKOBbLIE;

- bymara dunbTpoBanbHas.

7. NOANOTOBKA PEATEHTOB A1 AHAJIU3A

7.1. lMNepepn npoBeneHneM aHanm3a KoMnoHeHTbl Habopa n nccneayemsle obpasubl
CbIBOPOTKM (MNasMbl) KpOBW cnefyeT BblAepXaTb MNpW KOMHaTHOM TeMmnepaType
(+18...425 °C) He meHee 30 MUH.

7.2. MpurortosneHue niaaHwWweTa.

BCKpbITb MakeT C MJaHWeTOM U YCTaHOBUTb Ha paMKy Heo6XoAMMoe KONM4YecTBO
ctpynoB. OcTaBwMecs  HEWCNOoNb30BaHHbIMKM  CTpUMbl, 4YTObBbI  MNpeaoTBpaTUTb
BO34ENCTBUE Ha HUX BNaru, TWwaTesnbHO 3aknenTb byMmaron Ans 3aknemBaHms NaaHLWeTa
M XpaHuTb Npu TemnepaType +2...+8 °C B TeueHne Bcero cpoka rogHoctn Habopa.

7.3. MpuroTtoBsieHNne OTMbIBOYHOIO pacTeBopa.

Coaepxumoe hnakoHa € KOHLEHTPATOM OTMbIBOYHOIO pacTtsopa (22 Mn), nepeHectn
B MepHbIl umnuHap BMectumocTbto 1000 mn, aobasute 550 Mn AMCTMANMpPOBaHHOM BOAbI
M TwaTtenbHO nepeMewatb. B cnyyae apobHoro ucnonb3oBaHus Habopa cneayet oto-
6paTb HeobxoAMMOe KOMYECTBO KOHLEHTpaTa OTMbIBOYHOrO pacTBopa M pa3BecTu Auc-
TUNANPOBaHHOW BoAoM B 26 pa3 (1 Mn KOHUEeHTpaTa OTMbIBOYHOrO pacTteopa + 25 mn
OVCTUIMPOBAHHOM BOAbI).
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8. YCNOBUSA XPAHEHUA U SKCIJTYATALIMUMN HABOPA

8.1. Habop peareHToB «[MABB-A-UDA» AOMKEH XPAHUTLCS B yNakoBKe NpeanpusTms-
M3roToBuTENS Npu TemnepaType +2...+8 °C B TeueHme BCero cpoka rogHOCTM, YKa3aHHOro
Ha ynakoBke Habopa.

[onyckaeTcs xpaHeHue (TpaHcrnopTupoBka) Habopa npwu TemnepaType go +25 °C
He 6onee 15 cyTok. He ponyckaeTcsa 3amopaxuBaHue Lenoro Habopa.

8.2. Habop paccuutaH Ha npoBeaeHMe aHanusa B aybnukatax 41 mnccnepyembix
obpas3uoB, 6 KanMbpoBOYHbLIX MpPo6 M 1 Npobbl KOHTPONIbHOM CbIBOPOTKM (BCEro
96 onpepeneHuni).

8.3. B cnyyvae apobHOro mcnonb3oBaHus Habopa KOMMOHEHTbI CleAyeT XpaHuTb
cneayowmnm obpasom:

- OCTaBLUMECH HEWUCrNOJIb30BAHHbIMW CTPUMbl HEOOXOAMMO TLLATENbHO 3aKNenTb

bymaror Ans 3akneMBaHus niaHweTa U XpaHUTb Npu TemnepaType +2...+8 °C
B TeYeHne BCero cpoka rogHoctn Habopa;

- KOHbtoraTt, cybcTpaTt, cTon-peareHT mnocne BCKpbITUS (IakoHOB cneayer
XpaHuUTb npu Temnepatype +2...+8 °C B TeuyeHMe BCero cpoka rogHOCTU
Habopa;

- KanubpoBOYHble NPObbl M KOHTPOJIbHYHO CbIBOPOTKY MOC/AE BCKPbITUS (P/TaKOHOB
cnefyeT xpaHuTb Npu TemnepaTtype +2...+8 °C He 6onee 2 MecsiLeB;

- OCTaBLUMIACA HEWUCMOJIb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTeopa cieayet
XpaHuTb nNpu Temnepatype +2...+8 °C B TeuyeHue BCero cpoka rOAHOCTU
Habopa;

—  MNPUrOTOBJIEHHbLIA OTMbIBOYHbIA PpacTBOp clefyeT XpaHUTb MpU KOMHaTHOWN
Temnepatype (+18...+25°C) He 6onee 15 cyToKk uaM npu TemnepaType
+2...+8 °C He 6onee 45 cyToK.

MpuMeyaHune. MNocne MCNONb30BaHUA peareHTa HeMeAsIeHHO 3aKpbliBaTe KpbILKY

¢nakoHa. 3akpbiBaliTe KaxAabl MfakoH CBOEN KPbILLIKON.

8.4. [ina npoBedeHMs aHanu3a He CreayeT WCMoJb30BaTb FEMOSIM3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (Ma1a3My) KpOBM, a Takxe CbIBOPOTKY (MaasMy) KpoBK, CoAepXalLLyto
asua HaTpus. Ecnu aHann3 npon3BoANTCA HE B A€Hb B3ATUSA KPOBU, CbIBOPOTKY (M1asmy)
cnepyet xpaHuTb npu Temnepartype -20 °C. [NoBTOpHOE 3aMopaxvBaHWe-oTTanBaHue
06pa3LoB CbIBOPOTKM (M1a3Mbl) KPOBU HE JOMycKaeTcs.

8.5. VcknovaeTca ncnonb3oBaHMe Ana aHanu3a o6pasuoB CbIBOPOTKM (M1a3Mmbl)
KpOBW NtoAewn, Nony4vaBlMX B Lensax AMarHOCTUKM UK Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIlUNHbIE aHTUTENa.

8.6. lNMpn wncnonb3oBaHnn Habopa Ana nNpoBeAeHUS HECKONbKMX HEe3aBUCUMMbIX
Cepuin aHanNn3o0B cneayeT UMeTb B BUAY, YTO A/ KaXA0ro HeE3aBMCMMOro onpeaeseHuns
HeobxoAMMO MOCTPOEHWe HOBOro KanubposBoyHOro rpadwuka; Kpome 3TOro,
pekoMeHAyeTCs onpefesieHne KOHLUEHTpauun accouMMpOBAHHONO C 6epeMeHHOCTbIo
6enka nnasmbl A (MABB-A) B KOHTPO/IbHOM CbIBOPOTKE.

8.7. [Ina nony4vyeHns HadexXHbIX pe3ysbTaToB Heo6XoAMMO cTporoe cobntogeHue
NHCTpyKuMm no npumeHeHuto Habopa.

8.8. He wucnonb3ayinte KOMMOHEHTbI M3 APYrMx HabopoB WM W3 AHANOMMYHbIX
HabopoB ApYrUX CEPUIA.
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10. OOXKMAAEMbIE 3HAYEHUA N HOPMbI

lMpuBeaeHHbIE HMXE MeAMaHbl NosydYeHbl Ha OCcHoBe aHanmsa 1840 cbiBOpOTOK
KpoBW 6epeMeHHbIX >XeHWMH — XuTenbHuu CaHkT-lMeTepbypra v JleHWHrpaackom
obnactn - B HAW akywepcTtBa 1 ruHekonornm um. OTTa C NOMOLLbO AaHHOro Habopa.

MpuBeneHHble B Tabnuue 3Ha4YeHU UMEIOT peKkoMeHAaTesbHbIA XapakTep U MOryT
NCNONb30BaTbCs AN pacyeTa pucka cvHapoMa [layHa TOMbKO Ha 3Tane HakomnaeHus
COBCTBEHHbIX MeanaH B KaXxaow nabopaTopuiu.

3HayeHnss MeanaH MOryT OT/IMYaTbCA B Pas/iMyHbIX reorpadmyecknx 30Hax BBUAY
pacoBbIX W MOMNYSLMOHHBIX 0CO6EHHOCTEN.

B cootBeTcTBUM C npaBunamn GLP (Xopoweit nabopaTopHON NpakTUKK), Kaxaas
nabopatopusa AO/HKHa cama onpefenuTb NapaMeTpbl HOPMbl, XapakTepHble ANns
obcrnegyemMon nonynsaunn.

Mo Mepe Hakor/ieHusi HOBbIX AdaHHbIX O MeAuaHax AaHHble OyAyT YTOYHSITbCS —
BbICblZIaNiTe 3arpockl Ha agpec rgc@xema.ru

[ns pacueta pycka cuHApoma ayHa ¢ y4eTOM AaHHbIX APYruxX napaMmeTpoB rnepBoro
TPUMECTPA PEKOMEHAYETCS MCroJib30BaTth riporpammy KPC/-XEMA.

MpumeuaHmne. 3HauveHns KoHueHTpaumin [ABB-A B wuccnegyembix obpasuax,
HaxoAsilMecss HWXXe rpaHuubl 4YyBcTBUTENnbHOCTM Habopa (10 MEa/n), a Takxke
npeBbillaloWme 3Ha4YeHne BepxHelr kKannbposouHoi npobbl (10000 MEa/n) cneapyet
npuBoAUTb B cneaytoulen dopme: B nccneayemom obpasue X koHueHTpaumsa MABB-A
Huxe 10 MEa/n vinm Bbiwe 10000 MEA/n.

B Habope «[ABB-A-U®A» 3HayeHWs KOHUEHTpauui KanmbpoBOYHbIX MNpob
BblpaxkeHbl B MEA/n. [ns nepecyeta KOHUEHTpauUWii B MKI/MJ, NOJly4YeHHOE 3HayeHue
KOHLUeHTpauuu B MEA/n cneayet yMHOXKUTb Ha 0.0045.

1 MEa/n = 0.0045 mkr/mn

WUccnepyemas Eannnubl, mEa/n EpuHnubl fon., MKr/mn
rpynna Huxuuit npegen | Bepxuuii npepen | HuxkHuii npegen | Bepxuuit npeaen
My>XUMHBbI - 150 - 0.68
XKeHLWwmHbI - 150 - 0.68
MeanaHbl n CKO (pekoMeHAayeMbln Ananas3oH Hopm 0.5-2.0 MOM)

Bemzr;:::ble, Mepuana, mEp/n CKo

9 Hepens 969 2.9

10 Hepens 1279 3.3

11 Hepens 2153 3.4

12 Hepens 3205 3.4

13 Hepens 4250 3.6

11. INTEPATYPA

1. Schaelike M, Kossakiewicz M, Kossakiewicz A, Schild RL Examination of a first-
trimester Down syndrome screening concept on a mix of 11,107 high- and low-risk
patients at a private center for prenatal medicine in Germany. // Ultrasound Obstet

Document: K238I Instruction version: 1901 Format version: 108

8



XEMA

Gynecol. 2009 May;33(5):518-23

2. Wortelboer EJ, Koster MP, Stoutenbeek P, Elvers LH, Loeber JG, Visser GH, Schielen
PC. First-trimester Down syndrome screening performance in the Dutch population;
how to achieve further improvement? // Prenat Diagn. 2009 Mar 17. [Epub ahead of
print]

3. Linskens IH, Levitus M, Frans A, Schielen PC, van Vugt JM, Blankenstein MA,
Dijstelbloem HM. Performance of free beta-human chorionic gonadotrophin (free
beta-hCG) and pregnancy associated plasma protein-A (PAPP-A) analysis between
Delfia Xpress and AutoDelfia systems in The Netherlands. // Clin Chem Lab Med.
2009;47(2):222-6

4. Schmidt P, Staboulidou I, Soergel P, Wistemann M, Hillemanns P, Scharf A.
Comparison of Nicolaides' risk evaluation for Down's syndrome with a novel software:
an analysis of 1,463 cases. // Arch Gynecol Obstet. 2007 Jun;275(6):469-74. Epub
2007 Mar 1

5. Spencer K. Accuracy of Down's syndrome risks produced in a prenatal screening
program. // Ann Clin Biochem. 1999 Jan;36 ( Pt 1):101-3.

Mo Bonpocam, kacatrowmmcsa kayectsa Habopa «MABB-A-UDA >,
cneayet obpawaTtbes B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a Napkosas, a. 48, 1-n noa., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasnbHbI)

3MEeKTPOHHAasa noyTa: info@xema.ru; rqc@xema.ru
MHTEPHET: Www.Xema.ru; www.xema-medica.com

PykoBoauTens cnyx6bl knneHTckoro cepenca OO0 «XEMA»,
K. 6. H. [. C. KOCTpUKUH
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION
OF PREGNANCY-ASSOCIATED PLASMA PROTEIN
A IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of pregnancy-
associated plasma protein A in blood serum or plasma.

This kit is designed for measurement of pregnancy-associated plasma protein A
in blood serum or plasma. For possibility of use with other sample types, please, refer to
Application Notes (on request). The kit contains reagents sufficient for 96 determinations
and allows to analyze 41 unknown samples in duplicates.

2. SUMMARY AND EXPLANATION

PAPP-A (pregnancy-associated plasma protein A) is a high molecular weight
glycoprotein consisting of two subunits. In normal pregnancy, PAPP-A level in maternal
blood increases during the first two trimesters. Functional significance of PAPP-A during
pregnancy remains unclear.

Lowered levels of PAPP-A are observed in Down’s syndrome (trisomy 21) during
weeks 8-12; after week 14, PAPP-A levels become similar to those in normal pregnancies.
Low PAPP-A levels are also found in other trisomies (18 and 13) and chromosomal
abnormalities in the fetus and in complicated pregnancies.

Determination of PAPP-A level in the first trimester is used in the following
combinations of tests:

1. PAPP-A + free beta-HCG.

2. PAPP-A + free beta-HCG + USI of nuchal translucency.

In men and non-pregnant women, PAPP-A level is extremely low - usually, it is below
the sensitivity level of most immunoassays. Recently, some evidence has appeared
to confirm a link between raised PAPP-A levels and increased risk of complications
in patients with coronary disease.
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3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested
specimen is placed into the microwells coated by specific murine monoclonal
to human PAPP-A-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies — murine monoclonal to human
PAPP-A, labelled with peroxidase enzyme, are then added into the microwells. After
washing procedure, the remaining enzymatic activity bound to the microwell surface
is detected and quantified by addition of chromogen-substrate mixture, stop solution
and photometry at 450 nm. Optical density in the microwell is directly related
to the quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2, This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely
assure that Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not
present in the reagents of this kit. All human products, including patient samples, should
be considered potentially infectious. Handling and disposal should be in accordance
with the procedures defined by an appropriate national biohazard safety guidelines
or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin
irritation and burns.

4.5. Wear disposable latex gloves when handling specimens and reagents.
Microbial contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal
test results are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit
reagents are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous
waste according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.

4.12. Do not pipette reagents by mouth.

4.13. Specimens must not contain any AZIDE compounds - they inhibit activity
of peroxidase.

4.14. Material Safety Data Sheet for this product is available upon request directly
from XEMA Co., Ltd.

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155
EC.
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5.2. Equipment and material required but not provided

— Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful
but not essential;

— Calibrated micropipettes with variable volume, range volume 5-250 pl;

-  Dry thermostat for +37 °C £0.1 °C;

- Calibrated microplate photometer with 450 nm wavelength and OD measuring
range 0-3.0

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED

BY ADHESIVE TAPE (INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly
hemolytic, lipemic, or turbid samples should be avoided.

Specimens may be stored for up to 48 hours at +2...4+8 °C before testing. For a
longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room
temperature (+18...+25 °C) before use.

- Al reagents should be mixed by gentle inversion or vortexing prior to use.
Avoid foam formation.

- Itis recommended to spin down shortly the tubes with calibrators on low speed
centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions
in distilled water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed

within 3 minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Alternative units:

1 mU/l = 0.0045 pg/ml
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8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations.
The use of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use.
Moreover the user must strictly adhere to the rules of GLP (Good Laboratory Practice)
or other applicable federal, state, and local standards and/or laws. This is especially
relevant for the use of control reagents. It is important to always include, within
the test procedure, a sufficient number of controls for validating the accuracy and
precision of the test.

The test results are valid only if all controls are within the specified ranges and if all
other test parameters are also within the given assay specifications.

9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators
and samples.

9.2, Plot a calibration curve on graph paper: OD versus pregnancy-associated
plasma protein A concentration.

9.3. Determine the corresponding concentration of pregnancy-associated plasma
protein A in unknown samples from the calibration curve. Manual or computerized
data reduction is applicable on this stage. Point-by-point or linear data reduction
is recommended due to non-linear shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co.
Not for calculations!

Calibrators Value Abso(l"‘bsa:)n;eml)lmts :: |
CAL 1 0 mu/I 0.04
CAL 2 100 mu/! 0.09 1 s
CAL 3 500 mU/I 0.27 o f
CAL 4 1000 mu/I 0.37 wl
CAL 5 5000 mU/I 1.24 W
CAL6 |10000 mU/I 1.95 : C—

10. EXPECTED VALUES

Therapeutical consequences should not be based on results of IVD methods
alone - all available clinical and laboratory findings should be used by a physician
to elaborate therapeutically measures. Each laboratory should establish its own
normal range for PAPP-A. Based on data obtained by XEMA, the following normal
range is recommended (see below). NOTE: the patients that have received murine
monoclonal antibodies for radioimaging or immunotherapy develop high titered anti-
mouse antibodies (HAMA). The presence of these antibodies may cause false results
in the present assay. Sera from HAMA positive patients should be treated with depleting
adsorbents before assaying.
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Sex, age Units, mU/I Units alternative, pg/ml
Lower limit | Upperlimit | Lowerlimit | Upper limit
Males - 150 - 0.68
Females - 150 - 0.68
Pregnancy, week Median, mU/I SD
9 969 2.9
10 1279 3.3
11 2153 3.4
12 3205 3.4
13 4250 3.6

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity.

The monoclonal antibody is specific for human PAPP-A. There is no cross-reactivity
to other species

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 10 mU/I.

11.3. Linearity

Linearity was checked by assaying dilution series of 5 samples with different pregnancy-
associated plasma protein A concentrations. Linearity percentages obtained ranged within
90 to 110%.

11.4. Recovery

Recovery was estimated by assaying 5 mixed samples with known pregnancy-associated
plasma protein A concentrations. The recovery percentages ranged from 90 to 110%.

12. LITERATURE

1. Schaelike M, Kossakiewicz M, Kossakiewicz A, Schild RL Examination of a first-trimester Down
syndrome screening concept on a mix of 11,107 high- and low-risk patients at a private center for
prenatal medicine in Germany. // Ultrasound Obstet Gynecol. 2009 May;33(5):518-23

2. Wortelboer EJ, Koster MP, Stoutenbeek P, Elvers LH, Loeber JG, Visser GH, Schielen PC. First-
trimester Down syndrome screening performance in the Dutch population; how to achieve further
improvement? // Prenat Diagn. 2009 Mar 17. [Epub ahead of print]

3. Linskens IH, Levitus M, Frans A, Schielen PC, van Vugt JM, Blankenstein MA, Dijstelbloem
HM. Performance of free beta-human chorionic gonadotrophin (free beta-hCG) and pregnancy
associated plasma protein-A (PAPP-A) analysis between Delfia Xpress and AutoDelfia systems
in The Netherlands. // Clin Chem Lab Med. 2009;47(2):222-6

4. Schmidt P, Staboulidou I, Soergel P, Wistemann M, Hillemanns P, Scharf A. Comparison of
Nicolaides' risk evaluation for Down's syndrome with a novel software: an analysis of 1,463 cases.
// Arch Gynecol Obstet. 2007 Jun;275(6):469-74. Epub 2007 Mar 1

5. Spencer K. Accuracy of Down's syndrome risks produced in a prenatal screening program. // Ann
Clin Biochem. 1999 Jan;36 ( Pt 1):101-3.

Document: K238I1 Instruction version: 1901 Format version: 108

16



Cumson / Symbol

3HaueHue cumBona / Symbolize

Mpoussoautens / Manufacturer

[aTa npoussoacTBa / Date of manufacture

Homep no katanory / Catalogue number

ERIENES] 3

=1

Homep cepun / Batch code

3
2
H

Wcnonb3osaTb A0 (roa-mecsu) / Use By

OrpaHu4yeHue TemnepaTypbl / Temperature limitation

TONbKO ANS UH BUTPO ANArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumanwue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npy HapyLUEHWUW LEeNOCTHOCTM YNakoBKH /
Do not use if package damaged

SORB MTP

MnaHweT / EIA strips

A

=

KannbposouHble npobbl / Calibrator set

CONTROL

KoHTponbHas ceiBopoTka / Control sera

KonbtoraT / Conjugate

SUBS TMB

PactBop cy6cTpaTa TeTpametunbersunamHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLIeHTpaT OTMbIBOYHOIO pacTsopa /
Washing solution concentrate

STOP

A

Cron-peareHT / Stop solution

=)
=
=3

N®A-Bydep / EIA buffer




YBaxaembiin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb nnacTrkoBble BaHHOUKM A1 KUAKNAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [O3aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B cocta Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxofHble maTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa KonnuyecrTse.

MNepeueHb Ha6opoB peareHTOB AA ANArHOCTNKIN NHGEKLUNOHHbBIX \
3aboneBaHuii nponsBoacTBa 000 «XEMA»

N2 no katanory HanmeHosaHune
K101 «Toxoplasma IgG-VI®A» T
K101M «Toxoplasma IgM-UOA» e n
K102 «Rubella IgG-®A»
K102M «Rubella IgM-UDA»
K103 «Cytomegalovirus IgG-VDA» RusmSsCEATON Lomconscen
K103M «Cytomegalovirus IgM-VIOA» S
K104 «HSV 1,2 IgG-NDA»
K104M «HSV 1,2 IgM-UOA»
K105 «Chlamydia IgG-V®OA»
K106 «Mycoplasma IgG-VIOA»
K111G «Cudpunuc IgG-NOA»
K111 «Cndunmuc cymmapHble aHTuTena-MOA»
K121 «Aspergillus IgG-NDA»

Homep ropsaueit nuHumn TexHn4eckom nopaepxku Knvenrtos:
8800505 23 45
Bce 3BOHKM Ha HOMep ropaYyeit NMHMK 6ecnnaTHbl AnA 3BOHALLEro ¢ ntoboro
MOOMIbHOIO UK CTauMoHapHoro TenedoHa no Bce Tepputopmmn Poccum.

Kpem Bawumx oT3bIBOB 1 NpeA/ioXKeHWii Mo agpecam:
LieHTpanbHblin opuc 000 «XEMA»
Appec Ana KoppecnoHAeHLUN:

105043, r. MockBa, a/a 58 S
105264, r. Mocksa, yn. 9-a Mapkosas, A. 48, 1-11 noA., 5 sTax xemahelp

Ten.: +7 (495) 510-57 07, 737-39-36;

dakc: +7 (495) 737-00-40

e-mail: info@xema.ru

www.xema-medica.com

D000 «Xema», Ten.: +7 (812) 271-24-41

191144, CankT-TeTepbypr, fertapHbiii nep., A. 8-10, nutep A
e-mail: spb@xema.ru

CM 000 «Xemma-TecT», Ten.: (17) 211-80-39
Oduc: 220029, MuHck, MpocnekT Malwweposa, a. 11,
nutep A, kopn. 8/K, opuc 416

e-mail: hemma-test@yandex.ru

TOB «Xeman, Ten.: (044) 422-62-16;
03176, r. Kues, yn. Akagemuka Edpemosa, a. 23;
e-mail: info@xema.com.ua
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