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MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH
DieselstralRe 1

D-84088 Neufahrn N.B.
fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

TO WHOM IT MAY CONCERN
To any governmental departments,
registration and/or trade offices

in Moldova

Distribution / Service Authorisation for the years 2019 - 2023

This letter confirms that company SANMEDICO SRL
Str. Petricani 88/1, oficiul 10
Chisinau - Rep. Moldava MD-2059
MOLDOVA
Phone: 00373-22-623032
Email: sanmedico.office@gmail.com

is the authorized, exclusive and sole representative of TECO Medical Instruments, Production +
Trading GmbH, Dieselstrasse 1, 84088 Neufahrn i.NB, Germany, for the territory of Moldova, only for
all TECO products listed below. Sanmedico may participate in public and privat tenders, providing sales
to all TECO customers in the territory. We as manufacturer, certify that our warranty and service is duly
passed to the purchaser through Sanmedico for the price, delivery schedules, and the specifications of
the published literature, catalogues and fully covering the commodities offered.

Validity: August 20, 2019 to December 31%t, 2023
Termination: Confirmation ends automatically on Dec. 31t of 2023

and must be then renewed.

TECO products:

e Coatron X (Eco, Pro, Top) new manual Coagulometers (1, 2 and 4 channel)
e Coatron A4, A6, A6 Plus Fully automated Coagulometers (4 and 6 channel)
e Complete line of Hemostasis Reagents, Consumables and Spareparts

This document is signed in Neufahrn, Germany, on August 20", 2019.

iéENqstruments, Production + Trading GmbH '
Digitally signed by Monastirschii Viorica I
. ’  MEDICAL INSTRUMENTS . vaon
B PRODUCTION+TRADING GMpH  Date: 2023.08.02 14:52:12 EEST
l Diccelstrate 1 Reason: MoldSign Signature
Jpese s Location: Moldova

P-84088 Neufahrn N.B.
fon: +49-8773/70780-0



KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#100/07-2021

Wir / We

TECO Medical Instruments Production and Trading GmbH
Name des Herstellers / Manufacturer's name
Dieselstrasse 1, 84088 Neufahrn, Germany
Anschrift / Address

erklaren in alleiniger Verantwortung, dass die unten gelisteten IVD Zubehor Produkte:
declare under our own responsibility, that the IVD accessories products, listed below:

Doppelkivette / Double cuvette Ref. 19 000 02
Einzelklvette / Single cuvette Ref. 20 000 02, 24 100 00
4-fach Klvette / Cuvette 4 pos/ea Ref. 80 521 10
6-fach Klvette / Cuvette 6 pos/ea Ref. 80 560 00
6-fach Klvette (micro) / Cuvette 6 pos/ea (micro) Ref. 80 570 00

allen anwendbaren Anforderungen folgender Richtlinien meet all applicable requirements of:
entsprechen:

1. Richtlinie 98/79/EG uber In-vitro Diagnostika und ihrem 1. Directive 98/79/FC on In-vitro diagnostic medical devices and
Zubehor, klassifiziert gemaB Artikel 9 als: "alle anderen their accessories, classified according to article 9 as: "all other
Produkte"- im Sinne von Zubeh&r zu In vitro Diagnostika products” — and in term of accessories for in vitro diagnostics

gemaB Artikel 1. according to artivel 1.

2. Richtlinie 2011/65/EU (RoHS III) 2. Directive 2011/65/EU (RoHS III)

Das QM-System des Herstellers ist zertifiziert nach: The QM-system of the manufacturer is certified for:
EN ISO 13485:2016 EN ISO 13485:2016
Konformitdtsbewertungsverfahren gemag: Conformity assessment procedure according to:
GemaB Anhang III der Richtlinie 98/79/EG According to Annex III of Directive 98/79/FC

Ort und Datum der Unterzeichnung: Neufahrn, 27.07.2021
Place and date of issue: Neufahrn, July 27, 2021

—

Matthi eckpfann
General\Mapager




TECO

MEDICAL INSTRUMENTS
PRODUCTION+TRADING GMBH

DieselstralRe 1

D-84088 Neufahrn N.B.

fon:+49-8773/707 80-0

fax: +49-8773/707 80-29

Neufahrn, 26/04/2018

TO WHOM IT MAY CONCERN

We confirm that the instruments Coatron X Eco, Coatron X Pro and Coatron X Top
have a closed cuvette system. Cuvettes have to be purchased with voucher
identification code from TECO GmbH.

S
(ko)

Ckris?fi_fgn Hoetzl C§
GeneralManagers”
TECO Germany._.—




Bestehendes Zertifikat: 10 November 2022 Erstmalige Zulassung:
Dieses Zertifikat ist gultig bis: 9 November 2025 1SO 13485 - 10 November 2022
. Zertifikat-Nr.: 10479696

Zertifikat

Hiermit wird bescheinigt, dass das Managementsystem von:

TECO Medical Instruments,
Production + Trading GmbH

Dieselstr. 1, 84088 Neufahrn, Deutschland

durch LRQA gepriift und bewertet wurde und den folgenden Normen entspricht:
ISO 13485:2016

Giiltigkeits-Nr.: ISO 13485 — 00038268

Das Managementsystem ist anwendbar fiir:

Konstruktion, Entwicklung, Herstellung, Lagerung und Vertrieb von Gerinnungsmessgeratenund in-vitro Diagnostik Reagenzien aus
den Bereichen der Hamostaseologie und Koagulation.

Paul Graaf

Area Operations Manager, Europe

Ausgestellt von: LRQA Limited

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA".
LRQA assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or
howsoever provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or
liability is exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 1
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e ® Zhejiang Orient Gene Biotech Co.,LTD

STATEMENT

We, Zhejiang Orient Gene Biotech Co., Ltd , having a registered office at 3787#, East Yangguang
Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China assign SRL. SANMEDICO having a
registered office at A. Corobceanu street 7A, apt. 9, Chisiniu MD-2012, Moldova, as non-exclusive
authorized representative for Orient Gene Brand product in correspondence with the conditions of
directive 98/79/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.

General Managez,

Date:2023/2/21

Mihk: WRTLAE WM T %275 BB e AE R B 3787 &
Add: 3787#, East Yangguang Avenue, Dipu Street Anji 313300, Huzhou, Zhejiang, China
LT Tel:+86-572-5226111 {4 Fax: +86-572-5226222 % P.C.:313300



° Y WL 5 7 5 DR A 0 A T R A 1)
ol Zhejiang Orient Gene Biotech Co., LTD

CE-DOC-0OG060
c € Version 1.0

EC Declaration of Conformity

In accordance with Directive 98/79/EC

Legal Manufacturer: Zhejiang Orient Gene Biotech Co., Ltd

Legal Manufacturer Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China

Declares, that the products
Product Name and Model(s)

Fecal Occult Blood Rapid Test Strip (Feces) GEFOB-601b
Fecal Occult Blood Rapid Test Cassette (Feces) GEFOB-602b
Classification: Other

Conformity assessment route:  Annex |l (EC DECLARATION OF CONFORMITY)

We, the Manufacturer, herewith declare with sole responsibility that our product/s
mentioned above meet/s the provisions of the Directive 98/79/EC of the European
Parliament and of the Council on In-Vitro Diagnostic Medical Devices.

We hereby explicitly appoint

EC Representative’s Name: Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address: Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned
Directive.

I, the undersigned, hereby declare that the medical devices specified above conform with the
directive 98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements

Date Signed: November 28, 2017 2
’J. g o

Name of authorized signatory: Joyce Pang
Position held in the company: Vice-President
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and Distribution
of In Vitro Diagnostic Reagent and Instrument for the
Detection of Drugs of Abuse, Fertility, Infectious
Diseases, Oncology, Biochemistry, Cardiac Diseases,
Allergic Disease based on Rapid Test, PCR and Liquid
Biochip Method.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

C@IL\/

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

un 7 ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2001%C2%A0
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



Fecal Occult Blood Rapid Test Cassette (Feces)

INTENDED USE

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative detection

of human occult blood in feces by professional laboratories or physician’s offices. It is useful to detect bleeding

caused by a number of gastrointestinal disorders, e.g., diverticulitis, colitis,polyps, and colorectal cancer.

Fecal Occult Blood Rapid Test Cassette (Feces) is recommended forusein1) routine physical examinations 2),hospital
monitoring for bleeding in patients and 3), screening for colorectal cancer or gastrointestinal bleeding from any source.

INTRODUCTION

Most of diseases can cause hidden blood in the stool. In the early stages, gastrointestinal problems such as colon
cancer, ulcers, polyps, colitis, diverticulitis, and fissures may not show any visible symptoms, only occult blood.
Traditional guaiac-based method lacks sensitivity and specificity, and has diet-restriction prior to the testing.

Fecal Occult Blood Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels of fecal occult blood
in feces The test uses double antibod- sandwich assay to selectively detect as low as 50ng/mL of hemoglobin or 6ug
hemoglobin/g feces. In addition, unlike the guaiac assays, the accuracy of the test is not affected by the diet of the
patients,

PRINCIPLE

Fecal Occult Blood Rapid Test Cassette (Feces) is a lateral flow chromatographic immunoassay based on the principle
of the double antibody—sandwich technique. The membrane is pre-coated with anti-hemoglobin antibodies on the
test line region of the device. During testing, the specimen reacts with the colloidal gold coated with anti-
hemoglobin antibodies. The mixture migrates upward on the membrane chromatographically by capillary action

to react with anti-hemoglobin antibodies on the membrane and generate a colored line. The presence of this colored
line in the test region indicates a positive result, while its absence indicates a negative result. To serve as a procedural
control, a colored line will always appear in the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred

MATERIALS PROVIDED

20 Sealed pouches each containing a test cassette, desiccant
20 Specimen collection tubes with extraction buffer, 3.0 mL
1 Package insert

MATERIALS REQUIRED BUT NOT PROVIDED

1. Specimen collection containers
2. Clock or Timer

STORAGE AND STABILITY

All reagents are ready to use as supplied. Store unused test device unopened at 2°C-30°C. If stored at 2°C-8°C,
ensure that the test device is brought to room temperature before opening. The test is not stable out of the expiration
date printed on the sealed pouch. Do not freeze the kit or expose the kit over 30°C.

PRECAUTIONS

1. For professional in vitro diagnostic use only.

2. This package insert must be read completely before performing the test. Failure to follow the insert gives inaccurate
test results.

3. Do not use it if the tube/pouch is damaged or broken.

4. Test is for single use only. Do not re- use under any circumstances.

5. Do not use specimen with visible blood for the testing.

6. Handel all specimens as if they contain infectious agents. Observe established standard procedure for proper
disposal of specimens.

7. Specimen extraction buffer contains Sodium Azide (0.1%). Avoid contact with skin or eyes. Do not ingest.

8. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assay.

9. Humidity and temperature can adversely affect results.

10. Do not perform the test in a room with strong air flow, ie. electric fan or strong airconditioning.

Ce

PATIENT PREPARATION

1. A specimen should not be collected from a patient with following conditions that may interfere with the test
results:

« Menstrual bleeding

« Bleeding hemorrhoids

« Constipating bleeding

« Urinary bleeding

2. Dietary restrictions are not necessary.

3. Alcohol and certain medications such as aspirin, indomethacin, phenylbutazone, reserpine, cortocosteroids,
and nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding, thus
gives positive reactions. On the advice of the physician, such substances should be discontinued at least 48
hours prior to testing.

SPECIMEN COLLECTION AND PREPARATION

Consider any materials of human origin as infectious and handle them using standard biosafety procedures.

1. Collect a random sample of feces in a clean, dry receptacle.

2. Unscrew the top of the collection tube and remove the applicator stick.

3. Randomly pierce the fecal specimen in at least five (5) different sites.

4. Remove excess sample off the shaft and outer grooves. Be sure sample remains on inside grooves.

5. Replace the stick in the tube and tighten securely.

6. Shake the specimen collection bottle so that there is proper homogenisation of faeces in buffer solution.
Note: Specimens prepared in the specimen collection tube may be stored at room temperature (15-30°C) for 3 days
maximum, at 2-8°C for 7 days maximum or at-20°C for 3 months maximum if not tested within 1 hour after preparation.

TEST PROCEDURE

Allow the test device, specimen, and/or controls to reach room temperature (15-30°C) prior to testing.

1. Remove the test from the foil pouch and use it as soon as possible. Best results will be obtained if the assay is
performed within one hour.

2. Place the test device on a clean, flat surface.

3. Shake the sample collection device several times.

4. Holding the sample collection device upright, carefully break off the tip of collection device.

5. Squeeze 3 drops (~90 pL) of the sample solution in the sample well of the cassette and start the timer.

6. Wait for the colored line(s) to appear. Read results in 5 minutes. Do not interpret the result after 5 minutes.

3 Drops of Specimen

D FOB

; C C c

(©- @g}»?D»T T T
NEGATIVE POSITIVE  INVALID




Fecal Occult Blood Rapid Test Cassette (Feces)

INTERPRETATION OF RESULTS

(Please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored
line should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).

Invalid: Control line fails to appear. The test should be repeated using a new strip.If the problem persists, discontinue
using the test kit immediately and contact your local distributor.

NOTE:

1. The intensity of color in the test region (T) may vary depending on the concentration of analytes present in the
specimen. Therefore, any shade of color in the test region should be considered positive. Note that this is a qualitative
test only, and cannot determine the concentration of analytes in the specimen.

2. Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely reasons for control
band failure.

QUALITY CONTROL

An internal procedural control is included in the test. A colored line appearing in the control line region (C) is an
internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct
procedural technique.

Control standards are not supplied with this kit; however it is recommended that positive and negative controls be
tested as a good laboratory practice to confirm the test procedure and to verify proper test performance.

LIMITATIONS

1. This test kit is to be used for the qualitative detection of human hemoglobin in fecal samples. A positive result
suggests the presence of human hemoglobin in fecal samples. In addition to intestinal bleeding the presence of blood
in stools may have other causes such as hemorrhoids, blood in urine etc.

2. Not all colorectal bleedings are due to precancerous or cancerous polyps. The information obtained by this test
should be used in conjunction with other clinical findings and testing methods, such as colonoscopy gathered by the
physician.

3. Negative results do not exclude bleeding since some polyps and colorectal region cancers can bleed intermittently
or not at all. Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps at an early stage
may not bleed.

4. Urine and excessive dilution of sample with water from toilet bowl may cause erroneous test results. The use of a
receptacle is recommended.

5. Feces specimens should not collect during the menstrual period and not three day before or afterwards, at bleeding
due to constipation, bleeding haemorrhoids,or at taking rectally administered medication. It could cause false positive
results.

6. This test may be less sensitive for detecting upper g.i. Bleeding because blood degrades as it passes through the
g.i. Track.

7. The Fecal Occult Blood Rapid Test Cassette (Feces)is toaidindiagnosis and is not intended to replace other diagnostic
procedures such as G| fibroscope. endoscopy, colonoscopy, or X-ray analysis Test results should not be deemed
conclusive with respect to the presence or absence of gastrointestinal bleeding or pathology. A positive result should
be followed up with additional diagnostic procedures to determine the exact cause and source for the occult blood
in the feces.

PERFORMANCE CHARACTERISTICS

1. Sensitivity:
Fecal Occult Blood Rapid Test Cassette (Feces) candetect the levels of human occult blood as low as 50 ng/mL
hemoglobin or 6ug hemoglobin/g feces.
2. Prozone Effect:

It is observed that this FOB test can detect 2mg/ml hemoglobin.
3. Specificity:
Fecal Occult Blood Rapid Test Cassette (Feces)is specific to human hemoglobin Specimen containing the following
substances at the standard concentration was tested on both positive and negative controls and showed no effects
on test results at standards concentration.

Substances Concentrations
(Diluted with the extraction buffer)
Beef hemoglobin 2 mg/mL
Chicken hemoglobin 0.5 mg/mL
Pig hemoglobin 0.5 mg/mL
Goat hemoglobin 0.5 mg/mL
Horse hemoglobin 20 mg/mL
Rabbit hemoglobin 0.06 mg/mL

REFERENCES

1. Simon J.B. Occult Blood Screening for Colorectal Carcinoma: A Critical Review, Gastroenterology, Vol. 1985;
88: 820.

2. Blebea J. and Ncpherson RA. False-Positive Guaiac Testing With lodine, Arch Pathol Lab Med,
1985;109:437-40

INDEX OF SYMBOLS

CE] Consult instructions for use W Tests per kit @ Authorized Representative
For in vitro diagnostic use only 8 Use by @ Do not reuse
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/ﬂ/ Store between 2~30°C LOT] | Lot Number Catalog#
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Zhejiang Orient Gene Biotech Co.,Ltd

Address: 3787#, East Yangguang Avenue, Dipu Street,
Anji 313300, Huzhou, Zhejiang, China.

TEL: +86-572-5226111  FAX: +86-572-5226222
Website: www.orientgene.com

@ Shanghai International Holding Corp. GmbH (Europe)
Add: Eiffestrasse 80, 20537 Hamburg, Germany

GEFOB-602b

Revision Date: 2022-03-02
B21056-03



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




Annex 1

&
-
-

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
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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)
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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

XEMA

PYKOBOACTBO NMOJIb3OBATENA

HABOP PEATEHTOB

Aana UMMYHO®EPMEHTHOIO ONPEAENEHUA
TUPEOTPOMHOIO rOPMOHA B CbIBOPOTKE (MJ1IA3ME) KPOBU

«TTr-nodA»

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

TSHEIA

HOMEP MO KATANOTY K201
TY Ne 9398-201-18619450-2010

PETMCTPALUMOHHOE YOOCTOBEPEHWE
Ne OCP 2007/00665 oT 25 okTAbpa 2010 T.

AnTtnTena K BUY 1,2, Bupycy renatuta C n HBsAg oTcyTcTBYIOT
KOHTpOsbHble CbiIBOPOTKY, BXOAALIME B COCTaB Habopa, MHAKTUBMPOBaHbI.

W For 96 determinations/Ha 96 onpegeneHui

[Ons uH BUMPO AnMarHoCTUKM

“ C €
XEMA Co., Ltd.

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

“ZZ@‘N¢ Telephone/fax: +7(495) 737-39-36; 737-00-40 Steinacker 20, D-73773

1 j e-mail: redkin@xema-medica.com Aichwald, Germany

K EX - internet: www.xema-medica.com e-mail: info@polmed.de
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K201I

HABOP PEATEHTOB
ans AMMYHO®EPMEHTHOIO OMNMPEAENIEHUA
TUPEOTPOIMHOIro rOPMOHA
B CbIBOPOTKE (MJIASBME) KPOBU «TTr-NdA»

1. HASBHAYEHME

1.1. Habop peareHtoB «TIT-UOA» npeaHasHayeH Ana  KOJIMYECTBEHHOMO
onpeaeneHns KOHUEeHTpauMm TUPEOTPOMNHOro ropMoHa B CbIBOPOTKE (Mnia3me) KpoBu
MeToA0M TBepA0da3HOro MUMMyHO(EPMEHTHOIO aHanm3a.

1.2. TupeoTponHbIit ropMoH (TTI) - FAMKONPOTEUH C MONIEKYNSAPHON Maccol OKOoJ10
30 k[da, cekpeTupyetcs nepegHen ponen runodusa. Monekyna TTI cocTouT U3 ABYX
HEKOBaJIEHTHO CBA3aHHbIX MNOAWMNENTUAHbLIX LUenen: anbda- n 6beta-cybbeanHuLbI.
CneumdnyHocTb U 6MONOrMYECKyld aKTUMBHOCTb TFOpMOHa onpegenser ero 6eta-
cybbeanHunua. TTT Bbi3biBAeT NPOAYKLUMIO U BblAENEHNE LUIMTOBUAHON XXene30M TMPOKCMHa
(T4) wn TpunoaTnpoHuHa (T3). lMpn yBenMyeHUM KOHLUEHTpauuMm 3TUX FOPMOHOB B
CbIBOPOTKE KpOBW cekpeumnsa TTI nHrnbumpyetcs; Ha060poT, Koraa ypoBeHb TMPEOUAHbBIX
rOPMOHOB YMeHbLUaeTcs, B runoduse ysennumsaetcs Bbibpoc TTI 1, cneaosaTesibHO,
yBennMymMBaeTcs MpovM3BOACTBO U BbIOPOC FOPMOHOB LUMTOBMAHON xenesbl. Cekpeuuns
TTT NOAYNHSAETCA LUMpKaAHbIM (OKOIOCYTOYHBIM) pUTMaM € akpodas3on B HOYHOE BpeMS.
Hanbonbwwuin yposeHb TTI Habnwopaetcs B yTpeHHue 4acbl (6 4yacoB). CyTO4Hble
KonebaHns He3HaunTeNbHbI, OAHAKO, €C/IN NOJlyYeHHble pe3ysibTaTbl HE COOTBETCTBYIOT
KIIMHUYECKOM KapTMHE 1 NapamMeTpaM APYrnX UCCIeA0BaHNI, PEKOMEHAYETCS MOBTOPHOE
nposefeHne aHanusa. [NokasaHuna K onpegeneHuio T1T:

1) AmarHocTuka HapylweHun GyHKUMK LWNTOBUAHOWM Xenesbl;

2) rmnotnpeos (yposeHb TTI noBblwaeTcs. [JuarHo3 MNOATBEPXAAETCA HU3KUMU
KOHUeHTpauusmMm obwero u cBO6OAHOMO TUPOKCMHA W  TPUMOATUPOHMHa. [lpu
CybKNMHNYECKOM NerkoM rmnoTupeose, korga ypoBHW T3 u T4 B npepenax HOpMbl,
onpegeneHune TTI S9BASETCA pellaloLWwmmM);

3) runeptupeo3 (cuMHTEe3 M cekpeuus TTT noAasneHbl); OLEHKa aAeKBaTHOCTU
3aMecTUTEeNbHOM Tepannn TUPOKCUHOM;

4) CKPVUHWHI BPOXAEHHOrO runotupeosa (Ha NATOM AHE >KM3HW ONpeaenstoT
ypoBeHb TT[ B NSATHE KPOBM Ha (punbTpoBanbHOW Gymare unm B CbIBOPOTKE KPOBW).
YpoBeHb TTI moBbiweH npu poxaeHun (go 35 MMEa/n), ogHako yepe3 HeCKOIbKMUX
AHen cHuxaeTtcs Ao 6a3anbHOro (Kak y Manb4ymKkoB, Tak U Y AEeBOYEK).

KoHueHTpaums TII yBenuumsaeTcs BO Bpema 6epeMeHHocTM. [loBbieHHOE
cojepxaHve ropMoHa Habnwpaetcs nocne  TXenblX  BU3MYECKMX  Harpysok.
MoHMXeHHOe AaBneHue U MOHMXEeHHasa TeMnepaTtypa TakKXe CTUMYIMPYIOT CEKpeLumio
TTI. KopTr301 M rOPMOH pocTa yrHeTatT cekpeuuto TTT. MNoHuKeHHoe coaepxaHune TTI
4yacTo HabnaaeTca y NOXUAbIX NoAeN, NPU XPOHUYECKOM NOYEeYHON He[0CTaTOYHOCTH,
LMppo3e neyvyeHu, 3amMeasieHHOM MO0BOM pa3BUTUW, BTOPUYHOM aMeHopee, CUHApOMe
KylwmnHra, akpomeranuu.
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XEMA

2. IPUHUUN PABOTbl HABOPA

OnpepeneHve TMPEOTPOMHOIrO FOPMOHAa OCHOBAHO Ha MCMOMb30BAHUN «CIHABUY»-
BapwaHTa TBepAoda3Horo UMMyHoMhepMeHTHOro aHannsa. Ha BHyTpeHHen NoBEPXHOCTH
JIYHOK MJaHLWeTa MMMObMAN30BaHbl MbIlUMHbIE MOHOKJ/IOHasbHbIE aHTUTeNa K 6eTa-uenu
TTlryenoBeka. BnyHkax nnaHweTa, npuaobasneHnmnccnegyemoro obpasua, nponcxoant
cBsA3bIlBaHWe TTI, coaepiallerocs B uccneayemom obpasue, C aHTUTENaMu Ha TBEpPAOM
¢aze. Obpa3oBaBLUMICSA KOMMIEKC BbISBASIOT C MOMOLbIO KOHbtoraTa (Fab2) pparmeHTa
MbILMHbBIX MOHOK/IOHaNbHbIX aHTUTen Kk 6erta-uenu TT[ 4yenoBeka C MepoKCUAA30M
XpeHa. B pesynbTaTe o6pasyeTcs CBA3aHHbIM C MIACTUKOM «C3HABWY», coaep Kalimin
nepokcmaasy. Bo Bpems mHkybaumm c pactBopoM cybcTpata TeTpameTunbeH3manHa
(TMB) nponcxoauT okpaluMBaHWe pacTBOPOB B SIyHKaX. MHTEHCMBHOCTb OKpacKu NpsiMo
NponopuUnoHanbHa KOHLEHTpauMnm TUPEOTPONHOro ropMoHa B uccnegyemMom obpasue.
KoHLeHTpaunio TUPEeOTPONHOro ropMoHa B MccneayeMbix obpasuax onpeaenstoT Mo
KannbpoBOYHOMY rpaduKy 3aBMCUMOCTM OMNTUYECKOW MJIOTHOCTM OT COAepXaHus
TUPEOTPOMHOro ropMoHa B KaJIM6pPOBOYHbIX Npobax.

3. AHAJTUTUYECKUE XAPAKTEPUCTUKHA

3.1. CneundmyHOCTb. [lepekpecTHass peakuus MbIWWHBIX MOHOKJIOHAMbHbIX
aHTuTen Kk 6eta-uenu TTI c ApyruMun aHanutTamu npuseaeHa B Tabnuue:

Ananut NepekpecTHas peakuma, %
XTI <0.1
nr <0.1
OCr <0.1

3.2. BocnpomnsBoanUMOCTb.

KoadduruneHT Bapuaunm pesynbTaToB oOnpeaeneHus cogepxaHus TTT B OAHOM
1 TOM Xe obpasLe CbiIBOpOTKM (MnasMbl) KPOBM C Ucnosib3oBaHneM Habopa «TTIM-UDA»
He npeBbiwaeT 8.0%.

3.3. JINHENHOCTb.

3aBMCUMOCTb KOHUeHTpauun TTT B obpasuax CbIBOPOTKM (MasMmbl) KpOBU Mpwu
pa3BeAeHnn UX CbiIBOPOTKOW (Naa3Moi) KpoBK, He coaepxaliert TTI, UMeeT NNHEeNHbI’
XapakTep B AMana3oHe KoHueHTpauuii 0.2-20.0 MME/n u coctaBnsieT £10.0%.

3.4. TOYHOCTb.

[aHHbIA  aHaNUTMYeCKMi napaMeTp MpOBEPSIeTCA TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME W3MEPEHHOM KOHUeHTpauun TIT npeanncaHHON, MOJy4YeHHOW nyTeMm
CMelUMBaHMS paBHbIX 0H6BEMOB KOHTPOJSIbHOW CbIBOPOTKU W KasiMbpoBOYHON Mpobbl
1.0 MME/n. MpoueHT «oTKpbITMa» coctaBnseT 90-110%.

3.5. YyBCTBUTENIbHOCTb.

MuHuUManbHas AocToBepHO onpeaensieMas Habopom «TTM-UDA» koHueHTpaums TTI
B CbIBOPOTKE (Nnna3Mme) Kposu He npesblilwaet 0.04 MME/n.
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Komnnekrtauus 5
CumBon

Konnuectso
1 SORB MTP 5wt
2| cai-s B O 1o T e © ")
3 CONTROL 5x0.8 Mn nnm 1x4 mn
4 CONJ HRP 5x14 mn unn 2x30 mMn
5 SUBS TMB 2x30 mn
6 BUF WASH 26X 2x50 mn
7 STOP 2x30 mn
8 NOO3 10 wT

5. MEPbl MPEAOCTOPOXXHOCTHU

5.1. lNMoTeHumanbHbIl puck npuMeHeHnst Habopa — knacc 1 (FOCT P 51609-2000).

5.2. Bce koMmnoHeHTbl Habopa, 3a ucknouveHnem cron-peareHta (5.0% pacrteop
CEPHOWM KNUCNOTbI), B UCMONb3YEMbIX KOHLIEHTPaLMAX SABASIOTCA HETOKCUYHBLIMU.

PactBop cepHoOli kucnoTel obnagaer pasgpaxawowum aencresveM.  Usberatb
pa3bpbi3rMBaHns 1 NoNagaHns Ha KoXy 1 cimsncTble. Mpu nonagaHum Ha KOXY U CIM3UCTble
NMOPAXXeHHbIN y4YacCToK CnefyeT NpoMbITb 60NbLUMM KONNMYECTBOM MPOTOYHONM BOAbI.

5.3. Mpwu pabote c Habopom cneayet cobnogaTth «[paBuna yCcTponcTBa, TEXHUKM
6e30nacHOCTM, MPOM3BOACTBEHHOMW CaHUTapuu, MNPOTUBOINUAEMUYECKOrO pexuMa W
JINYHOWN rurueHbl npu paboTte B nabopaTopusax (OTAeneHusx, oTAenax) CaHUTapHO-
3MNUAEMMOSIOTMYECKNX YUYpPEXAEHNI CcUCTEMbl MUHUCTEpCTBa 3apaBooxpaHeHns CCCP»
(Mockga, 1981 r.).

5.4. Npn pabote c Habopom crneayeT HajeBaTb OAHOPA30Bble Pe3VMHOBblE WM
N1acTUKOBbIE NepYaTKM, Tak Kak obpasubl KpOBKU YenoBeka cneayeT paccMaTpuBaTh Kak
noTeHunanbHO MHMOULMPOBaHHLIVA MaTepuarsn, CNoCobHbIN ANNTENbHOE BPEMSI COXPaHATb
v nepeaasaTb BUY, Bupyc renatuta unu ntobon aopyror Bo3byanTens BUPYCHOM MHDEKLMN.

6. OBOPYQIOBAHUE U MATEPUAJbI,
HEOBXOAWUMBIE NMPU PABOTE C HABOPOM
- ¢oTOMeTp BEpTMKANbHOIO CKaHMPOBaHUS, MO3BONSOWMIA N3MEPATL ONTUYECKYIO
NIOTHOCTb COAEPXMMOrO JIYHOK MiaHweTa npu AnnHe BofHbl 450 HM;
- TepMocCTaT, nojaepxuBatrownii Temnepatypy +37 °C £3 °C;
- [03aTopbl CO CMEHHbIMW HaKOHeYHMKaMu, no3sonswwme oTbmpatb 0b6beMbI
B AnanasoHe 25-250 mkn;
- UMAMHAP MEepHbI BMecTuMocTbio 1000 mn;
- BOAA AVUCTWI/IMPOBAHHAs;
-  nepyaTKy pe3nHOBbIE MUY NNACTUKOBbIE;
- bymara ¢punbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJiA AHAJIU3A

7.1. lNepepn nposeaeHneM aHanmsa KOMMNoHeHTbl Habopa un nccnepyemble obpasuibl
CbIBOPOTKM (MN1a3Mbl) KpOBWM CnedyeT BblAepXaTb MNpW  KOMHATHOM TemnepaTtype
(+18...4+25 °C) He meHee 30 MUH.

7.2. MpuroToBJ/ieHMe NMJaHwWerTa.

BCKpbITb MakeT C MJaHWeTOM M YCTaHOBUTb Ha paMKy Heobxoammoe KOAM4ecTBO
cTpunoB. OcTaBLUMECS HENCMOJIb30BAHHbBIMW CTPUMbI, YTO6bI NPeAOTBPaTUTL BO3AENCTBUNE
Ha HUX BNaru, TWaTenbHO 3aKk1enTb Bymaron Ans 3aknemBaHuns niaHWweTa u XpaHUTb Npu
Temnepatype +2...+8 °C B Te4yeHne BCero cpoka rogHoctn Habopa.
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7.3. MNpurorossnieHne OTMbIBOYHOIO pacTBopa.

Coaepxunmoe dhnakoHa C KOHLEHTPATOM OTMbIBOYHOrO pactBopa (22 Mn), nepeHecTu
B MEpHbIA UMAMHAP BMecTuMocTbio 1000 Mn, gobaswute 550 Mn AucTMRnmMpoBaHHOM
BOAbl M TWATeNnbHO nepemelwwaTtb. B cnyyae apobHoro mcnonb3oBaHus Habopa cneayer
oTobpaTb HeobXoAMMOe KOSIMYECTBO KOHLIEHTpaTa OTMbIBOYHOMO pacTBOpa WM pa3BecTu
ONCTUNNMPOBAHHOW BoAoM B 26 pa3 (1 M/ KOHUeHTpaTa OTMbIBOYHOIO pactsopa + 25 mn
ANCTUNNIMPOBAHHOWN BOAbI).

8. YCJ/1I0BUA XPAHEHUA U SKCNJIYATALUU HABOPA

8.1. Habop peareHTtoB «TT-UDA» AO/MKEH XPaHUTbCS B YMaKOBKe MpeanpuaTus-
M3roToBUTENS NpU Temnepatype +2...+8 °C B TeueHue BCero Cpoka rogHoOCTH, yKa3aHHOro Ha
ynakoBke Habopa. lonyckaeTcs xpaHeHue (TpaHcnopTupoBka) Habopa npu temnepaType 40
+25 °C He 6onee 15 cyTok. He gonyckaeTcsi 3amopaxuvBaHue Lenoro Habopa. flonyckaercs
oAHoKpaTHoe 3aMopaxuBaHue (-20 °C) kasM6pOBOYHbIX NPO6 M KOHTPONbHOM
CbIBOPOTKM B aJ/IMKBOTaX.

8.2. Habop paccumtaH Ha npoBeaeHwe aHanusa B Aybnukatax 41 wnccneayemoro
obpasua, 6 KanuMbpoBOYHbIX MNpo6 M 1 npobbl KOHTPONILHOM CbIBOPOTKU (BCEro
96 onpeneneHnit).

8.3. B cnyyae gpobHoro ucnonb3oBaHuMsa Habopa KOMMOHEHTbI cneayeT XpaHWTb
cneayowmm obpasom:

- OCTaBLUMECS HEeWCNOoNb30BaHHbIMK CTPWMbl HEOBXOAMMO TLLATENbHO 3aKIenTb

6yMaron Ans 3akjiemBaHus MNnaHweTa U XpaHuTb Npu Temnepatype +2..+8 °C
B TeYyeHue BCero cpoka rogHoctn Habopa;

- KOHBlOrar, cybcTpaT, cTon-peareHT nocse BCKpbITUSA GpyIakoHOB creayeT XpaHUTb
npu Temnepatype +2...+8 °C B Te4eHune BCero cpoka rogHoctn Habopa;

- KannmbpoBOYHble NPO6bI M KOHTPOSIbHYIO CbIBOPOTKY MOC/AE BCKPbITUA (h/1akoHOB
cnenyeT XpaHuTb npu TemnepaTtype +2...+8 °C He 6onee 2 MecsLeB;

—  OCTaBLUMIACS HEWUCMONIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa crneayet
XpaHuTb Npu Temnepatype +2...+8 °C B TeyeHne Bcero cpoka rogHoctn Habopa.
MpUroToBNEHHbIA OTMbIBOYHbLIA pPacTBOp cneayeT XpaHWUTb MpU  KOMHATHOWM
Temnepatype (+18..4+25 °C) He 6onee 15 cyTok wunu npu TeMmnepaType
+2...+8 °C He 6onee 45 cyTok.

MpumeyvaHue. locne MCNonb30BaHWS peareHTa HeMeASIeHHO 3aKpblBaWTe KPbILIKY

dnakoHa. 3akpbiBaiTe Kaxabli prakoH CBOENM KPbILLIKOMN.

8.4. 1na nposefeHMa aHanu3a He CreayeT WCMo/b30BaTb MEMONU3MPOBAHHYIO,
MYTHYO CbIBOPOTKY (M/1a3My) KPOBM, @ TakxXe CbIBOPOTKY (Nna3My) KpoBU, coAepiKallyto
asua HaTpusa. Ecnn aHanus NnponsBoanTCS He B IeHb B3STUS KPOBW, CbIBOPOTKY (Nia3my)
cnefyeT XxpaHutb npu TemnepaTtype -20 °C. MNoBTOpHOE 3aMOpaxuBaHWe-oTTamBaHue
06pasuoB CbIBOPOTKM (MNa3Mbl) KPOBW He AonyckaeTcs. [lonyckaeTcs uccnenosaHue
CbIBOPOTOK, XpaHeHWe KOTOpblX C MOMeHTa 3abopa KpOBM OCYLECTBAANOCH MNpU
TemnepaType oT +2 °C go +8 °C He 6onee 7 cyToK.

8.5. NckntovaeTca mncnonb3oBaHwe Ana aHanwmsa o6pasuoB CbiBOPOTKM (Ma3Mbl)
KPOBW NtOAeN, NONyYaBLWMX B LENsSX AMAarHOCTUKW WAM Tepanuu npenapaTtbl, B COCTaB
KOTOPbIX BXOAAT MbILUWHbIE aHTUTENa.

8.6. MNpn wucnonb3oBaHMM Habopa Ans nNpoBeAeHUMS HECKOSbKMX He3aBUCUMbIX
cepuii aHanu3oB cneayeT UMeTb B BUAY, YTO AN KaXAOro He3aBMCMMOro ornpeaeneHus
Heo6Xx0AMMO NOCTPOEHME HOBOIO KaNnMbpOBOYHOIO rpadrka; KpoMe 3TOro, peKoOMeHAyeTCs
onpefeneHne KoHUeHTpauun TTI B KOHTPOJIbHOM CbIBOPOTKE.

8.7. [lna nonyyeHns HafeXHbIX pe3ysbTaToB HeobxoAMMO cTporoe cobniogeHue
PYKOBOACTBa Monb30oBaTens no npuMeHeHuto Habopa.

8.8. He ncnonb3yiite KOMNOHEHTbI U3 APYTrMX HAbOPOB MM N3 aHaNorMYHbIX Habopos
APYTUX Cepuit.
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10. OOXKMWAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCcb Ha pe3yfibTaTax uccnenoBaHuii, npoBefAeHHbIX 000 «XEMA»,
peKkoMeHAyeM MOosib30BaTbCA HOpMaMu, TMpUBEAEHHbIMKU HUxXe. BMecte c Tew,
B cooTBeTcTBMM C npaBunamm GLP (Xopowen nabopaTopHOM MpakTUKK), Kaxaas
nabopatopusa Ao/HKHa Ccama onpefenuTb MNapaMeTpbl HOPMbl, XapaKTepHble ANns
obcneayemolii nonynsiumn.

MpumeuaHme. 3HayeHUa KOHUeHTpaumh TII B uccneayembix obpasuax,
HaxoAsilMecss HuXe rpaHuubl 4YyBCTBUTENbHOCTM Habopa (0.04 MME/n), a Takxe
npeBbillaloWme 3Ha4yeHne BepxHen KanmbposouHoi npobbl (20.0 MME/n) cneapyet
npuBOAUTL B Crieaytolein dopme: B uccnenyemom obpasue X KoHueHTpaumnsa TTT Huxe
0.04 MME/n vnu Bbiwe 20.0 MME/n.

Uccnepyeman Eauunubl, MME/n
ARyang Huxunit npegen Bepxuuii npepen
340poBble AOHOPbI 0.3 4.0
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Instruction for use

A SOLID-PHASE ENZYME IMMUNOASSAY
FOR THE QUANTITATIVE DETERMINATION OF TSH
N HUMAN SERUM OR PLASMA

1. INTENDED USE

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

This kit is designed for measurement of TSH 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

Thyroid stimulating hormone (TSH) is a glycoprotein with molecular weight
ca.30 kDa which is secreted by hypophysis. A molecule of TSH consists of two
noncovalently bound subunits: a- and B-HCG. B-subunit determines biological activity
and immunological specificity of TSH.

TSH stimulates thyroid gland to secrete thyroid hormones. TSH secretion
in hypophysis is controlled by a negative feedback regulation by thyroid hormones. TSH
secretion is subject to circadian rhythms with highest levels seen early in the morning
(6 a.m.). Changes of TSH blood level during a day are not significant; nevertheless,
if the results do not correspond with clinical status and other laboratory data, it is
recommended to take and test another blood sample.

Determination of TSH level in serum is recommended in the following states and
conditions:

1. Diagnostics of dysfunction of the thyroid gland;

2. Hypothyroidism (TSH level is increased. The diagnosis is confirmed by low
concentrations of total and free T4 and T3. In mild subclinical forms when T4 and
T3 levels are within normal ranges, determination of TSH concentration is critical);

3. Hyperthyroidism (synthesis and secretion of TSH are inhibited); monitoring
of replacement therapy;

4. Screening for inherited hypothyroidism (on day 5 after birth TSH level in blood
is determined). TSH level is elevated just after birth but it comes within the normal
range in several days (both in boys and in girls).

Serum TSH level is elevated during pregnancy, after physical stress, in individuals
with lowered blood pressure and lowered temperature. Secretion of TSH is inhibited
by Cortisol and Growth hormone. Low TSH levels are often seen in elderly people,
in patients with chronic renal insufficiency, liver cirrhosis, in retardation of sexual
development, in secondary amenorrhea, Cushing syndrome, acromegaly.

In a present test system, B- chain specific monoclonal antibody XTB78 is used
as capture reagent; enzyme-labelled (Fab2)-fragment of another B- chain specific
monoclonal antibody XTB11 is used as tracer. This combination enables to minimize
both cross-reactive reactions with other pituitary hormones and false positivity caused
by anti-species antibodies.
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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
B chain human TSH-antibodies. Antigen from the specimen is captured by the antibodies
coated onto the microwell surface. Second antibodies - murine monocnoclonal
to (Fab2)-fragment of B chain human TSH, 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 ul, is useful
but not essential;

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

Dry thermostat for 37 °C £3 °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..+8 °C before testing. For
a longer storage, the specimens should be frozen at -20 °C or lower. Repeated freezing/
thawing should be avoided.

N

7. TEST PROCEDURE

.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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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 total TSH concentration.

9.3. Determine the corresponding concentration of total TSH 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 Absczzl)sa;)nﬁiqL)Jnlts
CAL 1 0 mIU/I 0.08 o -
CAL 2 0.2 mIU/I 0.13 .
CAL 3 1 mIU/I 0.23 F -
CAL 4 5 miy/I 0.73
CAL5 [ 10 mIU/I 1.30 :
CAL 6 20 mIU/I 2.04
I ‘
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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
TSH. 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.

Sex. age Units, miU/I
129 Lower limit Upper limit
Healthy donors 0.3 4.0

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
HCG <0.1
LH <0.1
FSH <0.1

11.2. Analytical sensitivity. Sensitivity of the assay was assessed as being 0.04 mIU/I.

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

11.4. Recovery. Recovery was estimated by assaying 5 mixed samples with known
TSH concentrations. The recovery percentages ranged from 90 to 110%.
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Cumson / Symbol

3HauveHue cumBona / Symbolize

Mpowussoantens / Manufacturer

[Hata npoussoacTsa / Date of manufacture

Homep no katanory / Catalogue number

(o]

-

Homep cepwun / Batch code

3
3
2
z
H

Mcnonb3oBaTh Ao (roa-mecau) / Use By

OrpaHuueHne TemnepaTtypbl / Temperature limitation

-

VI

o

TONbKO ANSA VH BUTPO AMArHOCTUKM /
In Vitro Diagnostic Medical Device

BHumaHue! / Caution, consult accompanying documents

He ncnonb3oBaTb Npu HapyLIEHUN LIENOCTHOCTU yNaKoBKM /
Do not use if package damaged

I@%I%

SORB MTP

MnaHwert / EIA strips

CAL

KannbposoyHble npobbl / Calibrator set

CONTROL

KoHTposnbHas ceiBopoTka / Control sera

KoHbloraT / Conjugate

SUBS TMB

PacTBop cy6cTpaTta TeTpameTunbensmanHa (TMB) /
Substrate solution

BUF WASH 26X

KOHLLeHTpaT 0TMbIBOYHOIO pacTtsopa /
Washing solution concentrate

STOP

Cron-peareHT / Stop solution

DIL

N®A-Bydep / EIA buffer




YBaxaembin Knuent!

Ecnuenpouecce paboTbl c Hawrmu Habopamy Bam noHago6vnvcb NnacTrkoBble BaHHOUKM A1 KUAKMAX
peareHToB, 0HOPa30Bble HAKOHEUHVKN AN [J03aTOPOB UAN AOMONHUTENbHbIE OObeMbl peareHToB
(KOHLieHTpaT oTMbIBOYHOTO pactBopa, IOA-bydep, pactBop cybcTpata TeTpametnbeHsnamHa (TMB),
CTOM-peareHT), BXxogawwmx B coctaB Habopa, npocrm Bac 06patnTbca K NocTaBLymKy npogykummn OO0
«XEMA» B Bawem pervoHe.

Bce ykasaHHble pacxogHble MaTepuasnbl NpeAocTaBAAlOTcA 6ecnnaTtHo, B Heo6xoaumom ans

\nposeneuma aHanmnsa Konnuyecrse.

Homep ropsaueii nuHUM TeXHUYECKO noaaepKku KnneHtos:
8 800505 23 45
Bce 3BOHKM Ha HOMep ropsaYen NMHKUK 6ecnnaTHbl s 3BOHALLEro ¢ 1toboro
MOOGUSIBHOIO UK CTauMoHapHoro TenedoHa no Bcel Tepputopumn Poccmm.

FTonoBHom oduc B Poccuiickon Pegepauuu, r. MockBa

000 «XEMA» &
Aépec AnAa KoppecnoHaeHuuun: 105264, r. Mocksa, a/a 58 Russian Diagnostic
105264, r. Mocksa, yn. 9-a MNapkosas, f. 48, 1 nog,, 5 3T. Manufacturersfssocaton

( +7495510-57-07

( 8800 505-23-45

P< sale@xema.ru

& www.xema-medica.com

ISSIAN ASSOCIATION POCCHICKAR ACCOLMALY

Bonpocbl coTpyaHuYecTBa Ha pbiHKax P®: OF NEDCAL LABRNORY VEAIHOLOA ASOPATOPNO
KocTpukuH Imutpuii Cepreesiy, K6H — —

( +7 985 888-77-00

D dmitry@xema.ru

P> dmitry.kostrikin@gmail.com

L) dmitry kostrikin

Bonpocbl MeXayHapoAHOro coTpyAHNYeCTBa

(cTpaHbI 6 0 U [ 0 3apy6 ):

PepbkuH AHzpeit MaBnoBuY, KMH
{ +7 903 723-19-81
P redkin@xema.ru

OTAEH KNINeHTCKOro cepsuca:
lop6aueB Mropb AnekcaHapoBuy
[ 88005052345
(+79852210885

P4 client@xema.ru
P<Jigogorbache@gmail.com

s xemahelp1

+7 9852210885




Instruction for use

UHCTPYKLNA MO NPUMEHEHUIKO HABOPA PEATEHTOB A4J1A
UMMYHO®EPMEHTHOIO OINPEAEJIEHUA TPUNO4TUPOHUHA
B CbIBOPOTKE (MJ1IA3SME) KPOBU

«T3-UDA» XEMA

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

T3 EIA

HOMEP I10 KATAJ1IOT'Y K211

TY N2 9398-211-18619450-2010

Ne ®CP 2010/07150 ot 17 mapTa 2010 roga

; For 96 determinations/Ha 96 onpedeneHuti
Ans un sumpo duazHocmuku

cERTIFICy,
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z & XEMA Co., Ltd.
.

! The 9th Parkova
ya, 48
O\K £x 105264 Moscow, Russia
G@T.F.c% Telephone/fax +7(495) 737-39-36; 737-00-40
} e-mail: redkin@xema.ru
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Internet: www.xema-medica.com
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Authorized Representative in EU:

Polmed.de

Steinacker 20, D-73773
Aichwald, Germany
e-mail: info@polmed.de
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«YTBEPKAIO»

PykosoguTenb [lenaptameHTa rocyfapCcTBEHHOro

KOHTPONA JIKAPCTBEHHbIX CPEACTB U MeAULMHCKON TeXHUKN MuH3gpasa PO
B.E. AKUMOYKUNH

09 utona 2002 .

WUHCTPYKLUWA MO NMPUMEHEHWIO HABOPA PEATEHTOB /11 UMMYHO®EPMEHTHOIO OINPEAEJIEHUA
TPUAOATUPOHUHA B CbIBOPOTKE (I1JIA3ME) KPOBU «T3-UDA»

1. HA3HAYEHUE

1.1. Habop peareHtoB «T3-DA» npefAHa3HaueH [ANs KOJIMYECTBEHHOIO OMpPeAeneHns KOHLUEeHTpaLmm
TPUNOATUPOHMHA B CbIBOPOTKE (Nna3me) KpOBY MeToA0M TBepAOpa3HOro MMMyHOGEPMEHTHOrO aHa13a.

1.2. TpuoaTPoHuH (T3)- rOPMOH C MONEKYNAPHOW Maccol 651 panbToH, 58% KOTOpPOro coctaBnAaeT Whop,.
TupokcuH (T4) n 3,5,3"-TpunogTnpoHnH (T3) - rOpMOHbI, BbipabaTbiBaeMble LMTOBUAHON XeNe30M U LUMPKYInpyoLme B
KpPOBM Kak B CBOOOAHOW, TaK U B CBA3AHHOW ¢opmMe — B OCHOBHOM, C TMPOKCMHCBA3bIBAKOWUM rnobynuHom (TCr).
lOpMOHanbHOIM aKTMBHOCTbIO 06NMafaloT ToNbKo cBoboaHble T3 u T4, ogHako KX Aona odyeHb Mana: 0.03% oT obuiero
conepkaHus ana T4 n 0.3% - ana T3. KoHueHTpauus T3 HuXe, yeM T4, oiHAaKo ero MetTabonmnyeckas akTUBHOCTb MPUMEPHO
B 3 pa3a Bbiwwe. Okono 80% cbiBOpOoTOYHOro T3 06pasyeTca 3a cueT AeoanpoBaHus T4 B nepudepryecknx TKaHsx, U TONbKO
HebonblUOe ero KonMuecTso obpasyeTca NPAMbIM CUHTE30M B LUMTOBUAHON »enese. [103ToMy npu runoTupeose ypoBeHb
T3 MOXeT gnuTenbHOe BPEMA HAaXOAUTbCA Ha HPKHEM Mpefesie HOPMbI, Tak Kak ero notepsa MOXeT KOMMNeHCUMpOoBaTbCA
MoBbILLEHHbIM NpeBpalleHeM T4 B T3. [oka3aHuaMU K onpefeneHmto obuero T3 cny>KUT HauyanbHaaA cTaguma runepdyHKLUm
WMTOBUAHON Kenesbl; andpdepeHumnanbHas AUarHoCTUKa rmnepTupeosa; peunans runepTnpeosa; oCTpbI rnepTupeos
nocne neyeHuss L-TMpokcnHom. KonumuectBeHHoe onpeneneHne obuwero T3 o0cobeHHO WHPopmaTMBHO npu T3-
TUPEOTOKCUKO3e, T.K. Y 5-10% 60nbHbIX ypoBeHb T4 CyWecTBEHHO He W3MEeHAeTCA, a KOHUeHTpauua T3 pesko
yBennumsaeTtca. [pu runotnpeose gnarHocTuyeckasa LeHHOCTb onpeaeneHusa T3 HeBenuvka, T.K. YacTo NpU KIMHNYECKMX
npu3Hakax rvMnoTMpeosa Mokasatenn T3 ocTaloTca B Hopme. [oBblweHWe YpoBHA T3 HabnofaeTcd npu paHHen
HeAOCTaTOYHOCTU YHKUMM LUTOBUAHOW »Kenesbl, MpuemMe 3CTPOreHOB, MepopasibHbIX KOHTPALENnTUBOB, FepOMHa,
METafloHa, SHAeMnYeckom 306e. Bo Bpemsa 6epemeHHOCTU ypoBeHb T3 Bo3pacTaeT B HECKOJbKO pas, a 3aTeM HopManmn3syeTca
nocne pofoB B TeYEHME HECKONbKUX AHel. CHUXeHre YpoBHA T3 oTMmeuyaeTca npy runodyHKLUMN WNTOBUAHON ene3bl,
OCTPOM U MOJZOCTPOM TUpeonanTe, Nocne Npuema aHgpPOoreHoB, feKcameTa3oHa, CannumiaTos, MPOU3BOAHbIX KyMapurHa.

2. NPUHLUNIN PABOTbl HABOPA

OnpepgeneHne TPUNOATUPOHMHA OCHOBAHO Ha NCNOJIb30BaHNMN KOHKYPEHTHOTro MMMyHodepMeHTHOro aHanusa. Ha
BHYTPEHHE MOBEPXHOCTW JYHOK MjaHWeTa WMMOOWIN30BaHbl KPONMUbW  MOMMKIOHaNbHble aHTMTena K T3.
TpunoATMPOHMH N3 06pa3La KOHKYPUPYET C KOHbIOrMPoBaHHbIM T3 3a CBA3bIBaHME C aHTUTENAMM Ha MOBEPXHOCTU JYHKN.
B pesynbrate obpasyeTcA CBA3aHHbIA C NIACTUKOM «C3HABUY», COofeprkaluin nepokcupasy. Bo Bpema uHKybaumm c
pacTBopoM cybcTpata TeTpameTunbeHsmanHa (TMB) npoucxoanT OKpaluvBaHMe pPacTBOPOB B JiyHKax. VMIHTEHCMBHOCTb
OKpackum OOpaTHO MPOMOPLUOHANbHA KOHLEHTpaUuuu TPUAOATUPOHMHA B Mccnegyemom obpasue. KoHueHTpaumio
TPUNOATUPOHMHA B McCiedyembix obpaslax onpeaensioT Mo KanaubpoBOYHOMY rpadurKy 3aBUCMMOCTU OMTUYECKOMN
MNOTHOCTM OT COAEPKAHWA TPMNOATUPOHVHA B KaniMOPOBOUHBIX Mpobax.

3. AHAJIUTUYECKUE XAPAKTEPUCTUKU
3.1. CneynPUNUHOCTDb. MNepeKpecTHas peakums KPoMubUX NOJIMKIIOHANbHbBIX aHTUTeN K T3 ¢ Apyrimmn aHanutamm
npuseaeHa B Tabnuue:

AHanut MNepekpecTHas peakuyus, %
L-T3 100
D-T3 100
L-TMpoKcnH 0.01
D-TnpokcnH 0.04

3.2. BocnpoussognmocTb.
KoadduumeHT Baprauum pesynbtaToB onpefeneHna cogepkaHua T3 B o4HOM U TOM ke obpasue CbIBOPOTKM
(nnasmbl) KpoBu ¢ ncnonb3sobaHmem Habopa «T3-OA» He npesbiwwaeT 8.0%.
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3.3.JInHeNnHOCTD.

3aBUCMMOCTb KOHUeHTpaumm T3 B obpasuax CbiIBOPOTKM (Mnasmbl) KPOBW MPW pa3BefeHUU KX CbIBOPOTKON
(nnasmoit) KpoBwW, He copepalen T3, NMeeT NMHENHbIA XapakTep B AManasoHe KoHueHTpauun 0.75-15 Hmonb/n n
coctasnset £10.0%.

3.4. TouHOCTDb.

HaHHbIN  aHaNUTUYeCKMi napameTp MpoBepAeTcA TeCTOM Ha «OTKPbITUMe» — COOTBETCTBME W3MEPEHHOMN
KOHUeHTpauun T3 npeanuMcaHHOW, MONYYEHHOW NyTemM CMeLMBaHWA PaBHbIX OObEMOB KOHTPObHOWM CbIBOPOTKU U
KannbpoBoUHOI MPobbl 1.5 HMOSb/N. MNPoLEHT «OTKpbITUA» cocTaBnseT 90-110%.

3.5. YyBCcTBMTENBHOCTD.

MuHumanbHas flocToBepHo onpegenseMan Habopom «T3-UDA» KoHUeHTpauua T3 B cbiBOpOTKe (Mna3me) KpoBY He
npeebiwaet 0.2 HMONb/.

4. COCTAB HABOPA

Kon CumBon HanmeHoBaHue Konunuectso En. OnucaHune
KOMMOHEeHTa
1 P211Z SORB MTP MnaHwet 96—nyHc3qu|m NONNCTUPONOBbLIN, ] wr B
CTPUMNUPOBAHHbIN, FOTOB K MCMOMb30BaHWIO
Kann6poBouHble Npobbl Ha OCHOBe Tpuc-bydepa npo3payHble XKNJKOCTUN CUHEro
5 2112 CAL1-5 (pH 7.2—7.4), cofeprKallme n3BecTHble Konnyecrsa 5 wr uBeTa (kanmbposouHas npoba
TpUOATMPOHWHa - 0; 0.75; 1.5; 7.5; 15 Hmonb/n, 0 - npo3payHas becuBeTHas
roTOBbI K MCMOb30BaHMIo (Mo 0.8 M Kaxaas) »KUOKOCTb)
KoHTponbHasA cbiIBOPOTKA Ha OCHOBE CbIBOPOTKMN
3 Q2112 CONTROL KpO?VI yenoBeKa C N3BeCTHbIM COAepKaHneM 1 wr npo3payHan beclBeTHas
TPUAOATUPOHMHA, FOTOBA K Mcnonb3oBaHuio (0.8 KNOKOCTb
Mn)
4 T211XZ CONJ 2X KoHueHTpaT KoHbloraTa (7 mn) 1 wT npoapawan:;zg:ocw CnHero
5 ST2117 DIL CONJ Bydep ans pasBefeHUs KOHLEHTpaTa KOHbloraTa, ] wr | MPO3PAuHARA XMAKOCTL CHEro
roTOB K UCMOJb30BaHuio (7 M) uBeTa
6 RO557 SUBS TMB PacTBOp cybcTpata TeTpameTun6eHsnanHa (TMB), 1 wr npo3payHas becuBeTHas
roTOB K MCNONb30BaHMio (14 mn) KUIOKOCTb
KoHLeHTpaT OTMbIBOYHOIO pacTBopa (conesoi
7 50087 BUF WASH pacTBop ¢ TBUH-20 1 6EH30MHOW KNCOTON), 1 wT npospauHan GecugerHan
26X . KNJKOCTb
26X-KpaTHbIN (22 mn)
8 R050Z STOP CTon-peareHT, roToB K MCNonb3oBaHuto (14 mn) 1 wT npospavHan GecuypseTHan
»KNAKOCTb
9 N003 - Bbymara ana 3aknemsaHva nnaHwera 2 wT -
1 WHCTpyKumaA no npumeHeHuto Habopa peareHToB
0 K211l «T3-NDA» ! wr
1 MacnopT KoHTponAa kayectBa Habopa peareHTOB
1 K211Q T3UOA 1 wT

5. MEPbI TPEJOCTOPOXXHOCTHU

5.1. MoTeHumanbHbIi puck nprMmeHeHna Habopa — knacc 1 (TOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a uckntoueHvem cton-peareHTa (5.0% pacTBOp CepHOI KMCNOTbI), B UCMOMb3yeMbIX
KOHLIeHTpaLMAX ABAAIOTCA HETOKCMYHbIMMU.

PacTBop cepHoll KUCNOTbI 06M1adaeT pa3gpaxaolwmm gencTerem. i3beratb pas3dbpbli3rnBaHnA 1 nonagaHnsa Ha KoXy
n cnmsuctble. MNpy NonagaHny Ha KOXy M CIIM3UCTbIe MOPaXKeHHbIM YYacTOK cefgyeT NPOMbITb H6OMbWMM KOANYECTBOM
NPOTOYHON BOAbI.

5.3. Mpun pabote c Habopom cnepgyetr cobniogatb «[paBuna YCTPONCTBA, TEXHWKM 6e3onacHoCTH,
NPOW3BOACTBEHHOW CaHWTapuK, MPOTUBOSMMAEMMUYECKOrO PEXUMa W JIMYHOW TUrMeHbl npu paboTte B nabopatopuax
(oTReneHnAx, otaenax) CaHNTaPHO-INUAEMUONIOTNYECKNX yupexaeHni cnctembl MrHuctepcTea 3gpaBooxpaHermnsa CCCP»
(MockBa, 1981 r.).

5.4. Mpun pabote ¢ Habopom cnepyet HageBaTb OAHOPA30BbIE PE3VHOBbIE MW MIACTUKOBbIE MepyaTKK, Tak Kak
obpasubl KpOBM 4YenoBeKa c/ieAyeT paccMaTprBaTbh Kak MOTeHUMaNbHO WHOUUMPOBAHHBLIA MaTepman, CrnocoOHbIN
ANIMTENbHOE BpeMsA COXpPaHATb U Nepefasatb BUY, Bupyc renatuta nnv nioboii apyroi Bo36yautenb BUPYCHON nHbeKuun.
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5.5. Bce ucnonb3oBaHHble ofHOpa30Bble MaTepuanbl noasepratb 0bpaboTke Ae3nHOUUMPYOWUMUN
cpeacTBamy € nocnegyiowen ytunmsaumen (cm. MY-287-113 «Metognueckue yKasaHua no nesnHdekuun,
npeacTepunn3aLMoHHON OUYNCTKE 1 CTepUNmn3aunm N3genmim MeguumnHCKOro HasHaueHma»).

5.6. MegnunHckue oTxoppl knacca b. Ytunusaumio wnu  yHnutoxeHue, AesuHdekumio Habopos peareHTOB
cnegyet npoBogutb B cootBercTBUM ¢ CaHlunH  2.1.7.2790-10 «CaHuTapHo3Nuaemunonornyeckme tpeboBaHma K
O0palleHnio C  MeAULMHCKMMK  OTXOoZamu» U MY-287-113 «MeTofMueckne YykKasaHus no pAe3vHbeKumu,
npeacTepunn3auMoHHON OUYMNCTKE 1 CTepuUnmn3aumm n3genmm MeguumnHCKOro HasHaueHmsa».

6. OBOPY[OBAHUE U MATEPUAJIbl, HEOBXO4UMDIE IMTPU PABOTE C HABOPOM
- boTOMETp BEPTUKANIBHOIO CKaHUPOBaHUA, MO3BONAIOLNIA M3MEPATb ONTUYECKYHO MAIOTHOCTb COAEPKMMOTO JIYHOK
nnaHweTa npu anvHe BosHbl 450 HM;
- TepMOCTaT, NogaepKuBaroLmii Temnepatypy +37+2 °C;
- 103aTOPbl CO CMEHHBIMU HaKOHEYHVKaMK, MO3BoNALLMe OTOMpPaTh 06beMbl B Anana3oHe 25-250 Mkn;
- WWMHAP MEPHbIN BMeCTUMOCTblo 1000 mr;
- BOAa ANCTUINPOBAHHAs;
- NepyaTKM pe3nHOBbIE NN NNTaCTUKOBbIE;
- 6ymara ¢punbTpoBasibHas.
7. MOArOTOBKA PEATEHTOB /11 AHAJIU3A

7.1. MNepen nNpoBefeHNeEM aHaNM3a KOMMNOHEHTb Habopa 1 uccnegyemble o6pasupbl CbIBOPOTKU (M1a3mbl) KPOBU
cnepyeT BblAepKaTb Npu KOMHaTHOWM Temnepatype (+18...+25 °C) He meHee 30 MUH.

7.2.MpurotosBneHve nnaHwera.

BCKpbITb MakeT C MMAHWETOM W YCTaHOBUTb Ha paMKy Heobxogumoe KonuuectBo cTpunoB. OcTaBLumecs
HEeNCMnonb30BaHHbIMK CTPUMbI, UTOObI MPefoTBPaTUTb BO3AENCTBME HAa HUX BRaru, TWATENbHO 3aknentb Gymaron gns
3aKfienBaHUsA MaHLWEeTa U XpaHWUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.

7.3.MpuroroBneHne oTMbIBOYHOIO pacTBopa.

Copepxnmoe ¢nakoHa C KOHLIEHTPaTOM OTMbIBOYHOrO pactBopa (22 M), MepeHecT B MEPHbIA LWIMHAP
BMeCTMMOCTbio 1000 mMn, 406aBUTb 550 M/ AUCTUNNNPOBAHHON BOAbI U TIATENbHO NepemellaTb.

B cnyuyae ppobHoro ucnonb3oBaHusa Habopa cnepgyeT oTtobpaTb HeoOXOAMMOE KONMUYECTBO KOHLEHTpaTa
OTMbIBOYHOrO pacTBOpa W pa3BecTy AUCTUNIMPOBAHHON BOAON B 26 pa3 (1 Mn KOHLEHTpaTa OTMbIBOYHOrO pacTBopa +
25 Mn gUCTUNANPOBAHHON BOAbI).

7.4.MpuroToBneHve KOHblOraTa.

MpuUroToBbTE KOHBIOMAT: /151 STOro pa3baBbTe KOHLEHTPAT KOHbloraTa B 2 pa3a bydepom ansa pa3segeHus
KOHLIeHTpaTa KoHblorata. BHYUMAHWE! Pa36aBneHHbIln pacTBOP KOHblorata He XxpaHuTcsa! PazbaBnainTte TONbKO Ty YacTb
KOHLIeHTpaTa KOHbloraTa, Kotopas HeobxoarmMa Ana faHHO NOCTaHOBKM!

Mpumep: Ha 1 cTpun (8 nyHOK) noTpebyetca 900 MKN KoHbloraTa: 450 MKN KOHLEHTpaTa KoHbloraTa + 450 mkn 6ydepa ana
pa3BefeHnA KOHLeHTpaTa KoHblorarta.

8. YCJIOBUA XPAHEHUA U SKCIIJTYATALIUN HABOPA

8.1. Habop peareHToB «T3-VIDA» [OMKEH XPAHWUTBCA B YNAKOBKE NPEeANpUATAA-U3roTOBUTENS NpU TemnepaTtype
+2..4+8 °C B TeueHMe BCero cpoka rofHoOCTH, yKkazaHHOro Ha ynakoske Habopa.

llonyckaeTca xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He 6onee 15 cyToK.

8.2. Habop paccuntaH Ha NpoBeAeHWe aHanU3a B aybnukatax 42 ncciegyemblix 06pasLoB, 5 KanmbpoBoUHbIX NPob
1 1 Npo6bl KOHTPOJLHOW CbIBOPOTKM (BCEro 96 onpeaeneHnii).

8.3. B cnyyae gpo6Horo ncnonb3oBaHna Habopa KOMNOHEHTbI criefyeT XpaHUTb creayowym obpasom:

- OCTaBLUMECA HEWCMOJNIb30BAHHBIMU CTPUMbI HEOOXOAUMO TLLATENbHO 3aKNenTb Oymaron Ans 3aknenBaHus
nnaHweTa U XpaHUTb Npu Temnepatype +2...+8 °C B TeUeHUe BCero cpoka rogHocty Habopa.

- BCe OCTallbHble KOMMOHeHTbl Habopa nocsne BCKpbITvA GrakoHOB cneayeT XpaHuTb Npu Temnepatype +2..+8 °C B
TeyeHme Bcero cpoka rogHocty Habopa.

- OCTaBLUMICA HEUCMNONb30BaHHbIM KOHLEHTPAT OTMbIBOYHOrO pacTBOpa cleAyeT XpaHWTb Npu TemrepaTtype
+2...+8 °C B TeyeHue Bcero cpoka rogHoctn Habopa.

- MPUrOTOB/IEHHbIN OTMbIBOYHbBI PacTBOP CrielyeT XpaHUTb NPy KOMHaTHoW TemnepaType (+18...+25 °C) He 6onee
15 cyToK unu npu Temnepatype +2...+8 °C He 6onee 45 cyTok.

MpumeuaHue. Mocne NCNoNb30BaHUA peareHTa HeMed/IEHHO 3aKpbiBaliTe KPbIWKY dnakoHa. 3aKpbiBaliTe KaxKablii
¢$nakoH CBOel KPbILLKOW.
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8.4. |_|pl/l ncnonb3oBaHUN Ha6opa AnAa npoeegeHnA HECKOJIbKMX He3aBUCUMDbIX cep|/||7| aHannsoB cnefyeT nMmeTb B

BMAY, YTO ONA KaXX[Oro HE3aBUCMMOTO onpeeneHna Heo6xoAMMOo NOCTPOEHEe HOBOMO KanmbpoBoUyHoro rpadurka; Kpome
3TOro, peKOMeHAyeTCA onpefeneHmne KoOHUeHTpauum T3 B KOHTPOJIbHOW CbIBOPOTKE.

8.5. na nonyvyeHnA HafeXHbIX pe3ysibTaToB HEO6XO)J,I/IMO cTporoe CO6HIOﬂeHV|e MHCprKLI,I/IVI no NpumMmeHeHn

Habopa.

9. TNPOBELEHUE AHAJIU3A

MomecTuTe B pamMKy HeOGXOAMMOE KONMUYECTBO CTPUMOB - CCieayemble 06pasLbl B 2 MOBTOpax 1 12 nyHOK ans
KanubpoBOUYHbIX NPO6 1 KOHTPONBbHOW CbIBOPOTKM.

MpuroToBbTE KOHDBIOrAT: A1 TOro Pa3baBbTe KOHLEHTPAT KOHbloraTa B 2 pa3a 6ydepom ans pa3BefeHnsa KOHLEHTpaTa
KoHblorata. BHUIMAHMWE! Pa3baBneHHbI pacTBOP KOHblorata He XxpaHuTca! Pa3baBnaiTe TONbKO Ty YacTb KOHLIEHTpaTa
KOHbBlOraTa, Kotopas HeobxofMma Ans AaHHOW NOCTaHOBKM!

Mpumep: Ha 1 cTpun (8 nyHoK) noTpebyetca 900 MKN KoHbloraTa: 450 MKN KOHLEeHTpaTa KoHbloraTa + 450 mkn 6ydepa ana
pa3BefeHna KOHLeHTpaTa KoHblorata

BHecuTe B COOTBETCTBYOLME NYHKN B AYONMKaTax No 25 MKN KanmbpoBOYHO MPobbl U KOHTPONbHON CbIBOPOTKH. B
OCTanbHbIe NYHKN BHeCUTE B flybnvKaTax no 25 MKn nccnegyemblix 06pasLoB CbIBOPOTKHY (M1a3mbl) KpoBu. BHeceHne
KannbpOoBOYHbIX MPO6, KOHTPOSIbHOW CbIBOPOTKU U UcCriefyemMblx 06pa3LioB HEO6XOAUMO NPOU3BECTY B TeYeHUe 15 MUHYT.

BHecuTe BO BCe nyHKM no 100 MKN KOHbloraTa.

3aknenTe nnaHweT Gymaron Ansa 3aKknemBaHUs NnaHWeTa v MHKYOrpyiTe ero B TeueHne 60 MUHYT npwu Temnepatype +37 °C.

Mo oKoHYaHUM UHKY6aLWK yaanuTe COAEP>KUMOE NTYHOK 1 OTMOITE NyHKM 5 pa3. MNpu Kaxkaol oTMbiBKe J06aBbTe BO BCE JIYHKM
no 250 MK/ OTMbIBOYHOTIO pacTBopa (cMm. n.7.3), BCTPAXHUTE MIAHLWET KPYroBbIMU ABUXEHUAMU NO rOPU3OHTaNIbHOM
NOBEPXHOCTY C Noc/eaytoLLe acnnpaunen unm AekaHTpoBaHneM. 3aieprkka NPy OTMbIBKE (3amayurBaHme NIyHOK) He
Tpebyetca. Mpu Ka>kaom AeKaHTUPOBaHMM HEOOXOAMMO TLATENIbHO YAANATb OCTAaTKU XKULKOCTU U3 NTYHOK MNOCTYKUBaHEM
nnaHLweTa B NepeBepPHYTOM NONOXKEHUMN NO GUNbTPOBasibHON Bymare.

BHecuTe BO Bce nyHKkn no 100 Mkn pacTBopa cyb6cTpaTta TeTpameTnnbeHsnanHa. BHeceHme pactBopa cy6cTpaTta
TeTpameTnnbeH3ngMHa B NyHKM Heo6XoAMMO NPOK3BECTM B TeYeHre 2-3 MUH. IHKYyOupyliTe NnaHLWweT B TEeMHOTe Npw
KOMHaTHOM TemnepaTtype (+18...425 °C) B TeyeHne 10-20 MMHYT B 3aBUCMMOCTMN OT CTEMEHW Pa3BUTMA CUHErO OKpaLUMBaHWA.

BHecuTe BO BCe NNYHKM C TOM e CKOPOCTbIO 1 B TOW »Ke NoC/ief0BaTeNbHOCTY, KaK 1 pacTBOp Cy6CTpaTa TeTpaMeTunbeH3nanHa,
no 100 MK CToN-peareHTa, NPy 3TOM COLEPXKIMMOE JIYHOK OKPALLNBAETCA B APKO-KENTbIN LiBET.

MN3mepbTe BennumHy ontryeckor nnotHoctu (Of1) copepumoro nyHOK nnaHweta Ha GoTomeTpe BepTMKanbHOro
CKaHWPOBaHMsA NpU AnnHe BoJHbl 450 HM. Mi3mepeHme Ol cogepKUMOoro NyHOK niaHLweTa Heo6XxoANMO NPOV3BECTM B TeUeHKe
15 MUH Nocsie BHeCeHWA cTon-peareHTa. bnaHk doTomeTpa BbICTaBNsANTE MO BO3AYXY.

10

MocTpoiTe B nonynorapnudmMmyeckmx KoopanuHaTtax KambpoBOoYUHbI rpaduk: 0cb abcumcc (x) - AeCATUYHBIA norapudm
KOHLIeHTpaLmu T3 B KannbGpPOoBOUHbIX NPo6ax (HMOJb/J), OCb OPAMHAT (y) - ONTMUYECKas MAOTHOCTb KanmbpoBoUHbIx Npo6 (Or1
450 Hm). Ina anroputma obcyeTa (@annNpoKcumaLmmn) KanmbpoBoUYHOro rpaduka NCNosb3ynTe NHTEPBaNbHbIN (KyCOUYHO-
NINHEWHbIN, «OT TOYKM K TOUKe») meTof. MprpaBHANTE KOHLEHTPaLUI0 KannbpoBoyHo Npobbl 0 HMONb/N K HECYLeCTBEHHO
Manown BennyuHe, Hanpumep, 0.001 Hmonb/n.

1

OnpepenunTe no KanubposouHoMy rpadurKy cogepxaHue T3 B uccnegyembix obpasuax.

10. OXUOAEMBbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBaACb Ha pe3ynbratax nccnegosaHunin, nposegeHHbix OO0 «XEMA», pekomeHayeM Monb30BaTbCA

HOpMamu, MPUBELEHHbIMU HUXKe. BMmecTe ¢ Tem, B COOTBETCTBUM C NpaBunamu GLP (Xopoluel n1abopaTtopHON NpakTuku),
Karkfaaa nabopaTopma AoMmKHa cama onpefaenuTb NapameTpbl HOPMbI, XapakTepHble Ana obcnegyemon nonynAumn.

MpumevaHne.
3HaueHVA KOHUEeHTpaumin T3 B nccnepyemblix obpasuax, Haxogsalmeca HKe rpaHnLbl YyBCTBUTeNbHOCT Habopa

(0.2 HMoNb/N), a TakKe MpeBblaLWMe 3HAYEHNE BEPXHEN KannbpoBOoUYHON Npobbl (15 HMONb/N) ciegyeT NpMBOAWTL B
cnegyowen Gopme: B uccnegyeMom obpasue X KoHueHTpaums T3 Huxke 0.2 HMosb/n unu Bbiwe 15 HMonb/n.

B Habope «T3-DA» 3HaueHMA KOHLEHTpaumii KannmbpoBOUHbIX MPo6 BbipaXeHbl B HMoMb/N. [nAa nepecueta

KOHLl,eHTpaLI,VIVI B HF/MJ'I, nonyyeHHoe 3HayeHme KOHUEeHTpauum B HMONb/N caienyetr  YMHOMUTb  Ha 0.65.
1 Hmonb/n = 0.65 Hr/mn.
EqvHnubl EanHnupbl gon.
HMONb/N Hr/mn
Ncenepyemas a . . . .
NIERyeman rpynn HwxHmin BepxHui HwxxHmn BepxHuin
npegen npegen npegen npegen
3[,0POBbIE JOHOPbI 1.2 3.2 0.8 2.1
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1. Physiology of thyroid hormones. IN: Division of Drugs and Toxicology, American Medical Association: Drug
Evaluations Annual 1995. Amer Med Assn, Chicago, 1995, ch 47, pp 1039-1040.

2. Robins J & Rall JE. The lodine -Containing Hormones. IN Hormones in Blood (2nd ed) 1: 383-490, Gray CH &
Bacharach AL (eds) London Academic Press, 1987

Mo Bonpocam, Kacalowmmcsa Kavectsa Habopa «T3-UDA»,

cnegyet obpatyatbea B OO0 «XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a lNapkosas, a. 48, 1-1 nog., 5 atax,
Ten/dpakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOroKaHasnbHbIi)

3M1eKTPOHHasA noyTa: info@xema.ru
WHTepHeT: www.xema-medica.com

PykoBogauTenb cnyx6bl knneHTckoro cepsrca OO0 «XEMAy,
K. 6. H. [1. C. KocTpukunH
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Instruction for use.

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

1. INTENDED USE

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

This kit is designed for measurement of triiodothyronine 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
Thyroid hormones thyroxin (T4) and 3,5,3'-triiodothyronine (T3) exert regulatory influences on growth, differentiation,
cellular metabolism and development of skeletal and organ systems. T4 and T3 in blood are found both in free and bound
form — mostly, they are bound to thyroxin binding globulin (TBG). Only free forms of T3 and T4 exert hormonal activity also
their percentage is very low - 0.3% for T3 and 0.03% for T4.
The concentration of T3 is much less than that of T4 but its metabolic activity is about 3 times greater. About 80% of T3 is
produced in peripheral tissues by deiodination of T4, and only 20% is secreted by thyroid gland. That is why in hypothyroid
patients T3 level may for a long time remain on the lower limit of the normal range, because its loss may be compensated
by enhanced conversion of T4 into T3.
Determination of T3 level is most useful in T3-hyperthyroidism because 5-10% of such patients do not show significant
changes in T4 level while concentration of T3 is highly elevated.
Elevated T3 levels are seen in early thyroid hypofunction, after intake of estrogens, oral contraceptives, heroin, methadone,
during pregnancy.
Decreased concentrations of T3 are found in initial stage of hyperthyroidism, acute and subacute thyroiditis, after intake of
androgens, dexamethasone, salycilates.Decreased concentrations of T3 are found in initial stage of hyperthyroidism, acute
and subacute thyroiditis, after intake of androgens, dexamethasone, salycilates.

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 T3-antibodies simultaneously with conjugated T3-peroxidase. T3 from the specimen
competes with the conjugated T3 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. KIT COMPONENTS

5.1. Contents of the Kit
Stability of
. . Colour opened/
Symbol Description Qty | Units code diluted
components
T3 ElA strips, | polystyrene microwells coated until
1| SORBMTP 8x12 wells with rabbit polyclonal to T3 ! pes exp.date
Calibrator
set, 0.8 ml | human triiodothyronine diluted
each.Theset | in tris buffered preservative -
2 | CAL1-5 contains 5 | 0.01% Bronidox L, 0.01% 2- 5 ocs blue (C1 - until
calibrators: Methyl-4-isothiazolin-3-one- colourless) exp.date
0; 0.75; 1.5; | hydrochloride; also contains blue
7.5; 15 | dye
nmol/I
dilution of preselected human
serum, with high content of
Control triiodothyronine with until
3 | CONTROL | serum . o . 1 pcs colourless
0.8 ml) preservative — 0.01/) Brgnldgx L, exp.date
0.01% 2-Methyl-4-isothiazolin-3-
one-hydrochloride, colourless
Aqueous solution of T3 coupled
with  horseradish  peroxidase Concentrate
Conjugate diluted on phosphate buffered - until
4 | CONJ2X concentrate, | saline with casein from bovine 1 pcs blue exp.date
7 ml milk and detergent (Tween-20), Diluted - 1
contains 0.1% phenol as day at 2-8 °C
preservative and blue dye
Aqueous  Tris-buffered  BSA
Conjugate solution, preservative - 0.01% .
5 | DILCONJ dilution Bronidox L, 0.01% 2-Methyl-4- | 1 pcs blue until
buffer, 7 ml isothiazolin-3-one- exp.date
hydrochloride; contains blue dye
Substrate ready-to-use single-component until
6 | SUBSTMB | solution, tetramethylbenzidine (TMB) 1 pcs colourless
. exp.date
14 ml solution.
Concentrate
- until
Washing aqueous solution of sodium el;(Fl).c:aLe
7 BUF WASH | solution chloride and detergent (Tween 1 pes colourless walsuhieng
26X concentrate | 20), contains proClin300 as a -
26x, 22 ml preservative solution - 45
’ days at 2-8
°Cor15
days at RT
Stop . .
8 | STOP solution, >-0% vc.)l/voll solution of 1 pcs colourless until
sulphuric acid exp.date
14 ml
9 | Noo3 Plate sealing - 2 | pes - N/A
tape
10 | K2111 'Tr‘3StEr|‘;\Ct'°” . 1 | pes - N/A
QC data
11 | K211Q sheet T3 EIA - 1 pcs - N/A
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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 £2 °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.
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 nmol/l =0.65 ng/ml
7.5. Assay procedure
Put the desired number of microstrips into the frame; allocate 12 wells for the calibrators CAL 1 - 5 and control
1 | samples CONTROL and two wells for each unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM
UNUSED STRIPS.
Prepare working conjugate solution by dilution of conjugate concentrate 2 fold by conjugate dilution buffer.
2 | ATTENTION: working conjugate solution is unstable and should not be stored! Prepare the volume required for
actual assay run.
3 | Pipet 25 pl of calibrators CAL 1 - 5, control samples CONTROL and unknown samples into the wells.
4 Dispense 100 ul of working conjugate solution into the wells. Cover the wells by plate adhesive tape (included
into the kit).
5 | Incubate 60 minutes at 37 °C.
6 Prepare washing solution by 26x dilution of washing solution concentrate (BUF WASH 26X) by distilled water.
Wash the strips 5 times.
7 | Dispense 100 pl of SUBS TMB into the wells.
8 | Incubate 10-20 minutes at 18...425 °C.
9 | Dispense 100 ul of STOP into the wells.
10 | Measure OD (optical density) at 450 nm.
11 | Set photometer blank on air
12 | Apply lin-log method for data reduction.

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.
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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 triiodothyronine concentration.

9.3. Determine the corresponding concentration of triiodothyronine 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 Absorbance Units (450 nm) x 1000
CAL1 0 nmol/I 2552
CAL2 0.75 nmol/I 2003
CAL3 1.5 nmol/I 1614
CAL4 7.5 nmol/I 714
CAL5 15 nmol/I 398

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 T3. 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.

Units Units alternative
Sex, age nmol/l - - ng/ml
I pper ower -
Lower limit limit limit Upper limit
Healthy donors 1.2 3.2 0.8 2.1

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
L-T3 100
D-T3 100
L-Thyroxin 0.01
D-Thyroxin 0.04

11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 0.2 nmol/I.

11.3. Linearity

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

11.4. Recovery

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

12. LITERATURE

1. Physiology of thyroid hormones. IN: Division of Drugs and Toxicology, American Medical Association: Drug
Evaluations Annual 1995. Amer Med Assn, Chicago, 1995, ch 47, pp 1039-1040.

2. Robins J & Rall JE. The lodine -Containing Hormones. IN Hormones in Blood (2nd ed) 1: 383-490, Gray CH &
Bacharach AL (eds) London Academic Press, 1987
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Instruction for use

UHCTPYKLNA NO NMPUMEHEHUIO HABOPA PEATEHTOB
A1 UMMYHO®EPMEHTHOIO OINPEAEJIEHUA TUPOKCUHA
B CbIBOPOTKE (ITJTA3ME) KPOBU

«T4-UDA»

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

T4 EIA
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«YTBEPKAEHA»
Mpuka3s PocagpaBHap3opa N2 2137-Mp/10 ot 17 mapTa 2010 .
KP[ Ne 6168 ot 04.02.2010

WHCTPYKLUA NO NPUMEHEHUKO HABOPA PEATEHTOB 4J11 UMMYHO®EPMEHTHOIO OINPEQE/NIEHUA
TUPOKCUHA B CbIBOPOTKE (MJTA3ME) KPOBU «T4-UDA»
1. HA3HAYEHUE

1.1. Habop peareHToB «T4-UDOA» npefHa3HaueH 41 KONMUYECTBEHHOIO ONpeaesieHNs KOHLEHTPaLumn TMPOKCUHA B
CbIBOPOTKeE (nnia3me) KpOBU MeTOAOM TBepAoha3HOro MMMYHOPEPMEHTHOMO aHasu3a.

1.2. TupokcuH (T4) n 3,53'TpumoaTnpoHnH (T3) - ropmoHbl, BbipabaTbiBaemble LIMTOBUAHOW >Keneson u
LUUPKYNMpYyoLMe B KPOBM Kak B CBOOOAHOWN, Tak M B CBA3AHHOW ¢opmMe — B OCHOBHOM, C TUPOKCMHCBA3bIBAKOLMM
rno6ynvHom (TCT). FTopMOHaNbHOM aKTUBHOCTbIO 06/1aaloT TONbKO cBoboaHble T3 1 T4, OAHAKO UX fons oveHb mana: 0.03% ot
obuero cogepanma ansa T4 n 0.3% - ana T3. KoHueHTpauwms T4 B CbIBOPOTKE KPOBY — Hanbonee o6LWenprHATLIN NoKasaTeNb
bYHKUMM WMTOBUAHON »Kene3bl, NO3BONSIOWNIA JOBOJIbHO YETKO pa3rpaHnumMBaTh runep-, rmno- n 3ytnpeos. MNoebiweHre
coflepaHua obuiero T4 HabnJaeTcs Npu rMNePTUPEO3e, NPY ONyXoNAxX rmnodursa, Npu COCTOSHUAX C MOBbILLEHHBIM
ypoBHeM TCT (6epeMeHHOCTb, OCTPbIN UM XPOHUYECKMIA aKTUBHBIN FenaTuT, SCTPOreHCeKPeTPYIOLLUE OMYXOMN UK NpuemM
3CTPOreHOB, reHeTUYeckn obycnoBiieHHOe MOBbILEHKE), MPU NpUuemMe opanbHbIX KOHTPaLEenTUBOB, repovHa, MeTafoHa,
TUpeongHbix npenapatos, TTT, TupeonmbeprHa. CHMXKeHNe copepKaHusa obwero T4 HabnogaeTca Npu rMNoTMpPeose,
NaHrMNoNUTYMTapmMame, COCTOAHMAX C MOHWXKEHHbIM YypoBHeM TCI (akpomeranus, HebpOTUYECKUA CUHAPOM,
rMNonpoTenHemMunsa, XPoHMYecKme 3aboneBaHNA MeveHy, aHLpOreHCceKpeTMmpyoLwme onyxonu Wan npuem aHgporeHos,
reHeTuyeckn oOYyCNOBNEHHOE CHUXeHMe), remonuse, OGU3NYecKom Harpyske, Mnpu npvieme ammHOCANULMIIOBOWN 1
aueTUNCanuumMIoBO KUCIOT, TIIOKOKOPTUKOMAOB, CynbdaHnnammnpos, XonectMpaMuHa, pe3epnvHa, Moauia Kanus,
TPUNOLATUPOHMHA.

2. NPUHLUNIN PABOTbl HABOPA

OnpepfeneHne TUPOKCMHA OCHOBAHO Ha WCMONIb30BaHWM KOHKYPEHTHOro MMMYyHOpepMeHTHOro aHanmsa. Ha
BHYTPEHHEeWN NOBEPXHOCTU NYHOK MnaHweTa UMMOOUIM30BaHbl MbllUMHbIE MOHOKINIOHasbHble aHTUTena K T4. Bo Bpemsa
WHKy6aLMM TUPOKCKH 13 06pasLia KOHKYpUPYET C KOHbIOrMpoBaHHbIM T4 3a CBA3bIBaHME C aHTWTENaMy Ha NOBEPXHOCTH
NyHKW. B pe3synbTaTe ob6pa3yeTca CBA3aHHbIN C MAACTUKOM «CIHLBUY», COAepKaLumin nepokcraasy. Bo Bpems nHkybaumm ¢
pacTBOpoM cybcTpaTta TeTpameTunbeHsmarHa (TMB) nponcxoAnT OKpallvBaHWE PAcTBOPOB B JIYHKAX. VMIHTEHCMBHOCTb
OKpacKku ob6paTHO MPOMOPLUMOHAIbHA KOHLEHTPAUMM TUPOKCUHA B UcciegyemomM obpasue. KoHueHTpaumio TMPOKCKHa B
uccnegyembix 0bpasLax onpepensoT rno KannbpoBOYHOMY rpaduKy 3aBUCUMOCTY ONTUYECKON MAIOTHOCTU OT COAepXKaHuA
TUPOKCMHA B KalIMOPOBOYHBIX NMpobax.

3. AHAJINTUYECKUE XAPAKTEPUCTUKU
3.1. CneunduUHOCTDb. MNepeKpecTHas peakLnsa MbILUVHbIX MOHOKIIOHaNIbHbIX aHTUTeN K T4 ¢ apyruMm aHanuTamm
npusepeHa B Tabnumue:

AHanut MNepekpecTHas peakuus, %
L-TpoKcuH 100
D-TMpoKcnH 30

T3 0.5

3.2. BocnponssopanmocTb.

KoadduuneHTt Bapmaunm pesynbTatoB onpefeneHnsa copepaHusa T4 B OAHOM 1 TOM e obpasue CbIBOPOTKM
(nnasmbl) KpoBu ¢ ncnosb3oBaHmeM Habopa «T4-UDA» He npeBbiwaet 8.0%.

3.3.JInHenHOCTDb.

3aBUCMMOCTb KOHLUeHTpaumm T4 B obpasuax CbIBOPOTKM (Nnasmbl) KPOBW MPW pa3BefeHWUM KX CbIBOPOTKOMN
(nnasmon) KpoBu, He copeprkaiien T4, MeeT NMHENHbI XapakTep B Auana3soHe KoHueHTpauumi 32-320 Hmonb/n n
coctasnaet £10.0%.

3.4. ToyHOCTb.

JaHHbI  aHaNUTNYeCKNn napameTp NpPOBepsAeTcA TeCTOM Ha «OTKPbiTMe» — COOTBETCTBME W3MEPEHHON
KOHLeHTpauun T4 npennncaHHOW, MONYYEHHOW MyTeM CMELUMBAHUA pPaBHbIX OOBEMOB KOHTPOJSIbHOW CbIBOPOTKU W
KannbposoyuHOM Npobbl 64 HMoNb/ 1. MpoLeHT «OTKPbITMA» cocTaBnaeT 90-110%.

3.5. YyBCTBUTENbHOCTDb.

MuHuManbHasa pocToBepHo onpepensemas Habopom «T4-DA» KoHueHTpauua T4 B CbIBOPOTKe (Mna3me) KpoBM He
npeBblllaeT 3 HMONb/N.
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4. COCTAB HABOPA

Koa CumBon HanmeHoBaHune Konuects En. OnucaHune
KOMMOHEHTa o
1 P2127 SORB MTP MnaHwet 96-nyHc3qu|M NoNNCTUPONOBbIN, 1 wr )
CTPUMNMPOBAHHbIW, FOTOB K MCMNONb30BaHNIO
npo3payHble
KannbpoBouHbie Npobbl Ha OCHOBE CbIBOPOTKM mMAKOCT:e:gaCHOFO
KPOBW YeNI0BEKa, COAepaLLme N3BeCTHble (Kanmg 0BOUHAs
2 C212Z CAL1-5 KONMyecTBa TUPOKCKHa - 0; 32; 64; 160; 320 5 wT n §6a 0-
HMOJb/N, FOTOBbI K UCMONb30BaHuo (Mo 0.8 mn P
npo3spayHas
KaXkgas)
becuseTHas
YKUAKOCTb)
KoHTponbHas CbIBOPOTKa Ha OCHOBE CbIBOPOTKM npo3spayHas
3 Q21272 CONTROL KPpOBM YesioBeKa C N3BECTHbIM COAepPKaHneM 1 wT 6ecuBeTHanA
TUPOKCMHA, FOTOBa K 1Cnonb3oBaHuto (0.8 mn) XKNOKOCTb
npo3spayHas
4 T212Z CONJ HRP KoHbtorat, rotoB K ncrnonb3oBaHuio (14 mn) 1 wT »KNOKOCTb KpacHOro
uBeTa
npo3spayHas
5 RO557 SUBS TMB PactBop cybcTpata TeTpameTunbeHsuguHa (TMB), 1 wr GecupeTHan
roTOB K UCMonb3oBaHuio (14 mn)
KNOKOCTb
KoHuUeHTpaT OTMbIBOYHOIO pacTBopa (coneson npospayHas
BUF WASH N .
6 S008Z 26X pacTBop ¢ TBUH-20 1 6EH30MHON KNCSIOTOW), 1 wT becuBeTHas
26X-KpaTHbIi (22 mn) KUAKOCTb
npo3spayHas
7 R050Z STOP Cron-peareHT, roToB K NCNONb30BaHuto (14 mn) 1 wT becuBeTHas
KNOKOCTb
8 N003 - Bbymara and 3aknemBaHuA nnaHwerta 2 wT -
WHCTpyKuma no npumeHeHuto Habopa peareHToB
9 K212l T4-VOA» 1 wT
MacnopT KoHTponA KayectBa Habopa peareHToB
10 K212Q «T4-NDA» 1 wr

5. MEPbI MIPEQOCTOPOXXHOCTU

5.1. MoTeHumManbHbIN pUck npumeHeHusa Habopa — knacc 1 (FOCT P 51609-2000).

5.2. Bce komnoHeHTbl Habopa, 3a ucknioueHvem cton-peareHTa (5.0% pacTBOp CepHOl KUCIOTbI), B MCMOb3yeMbIX
KOHLEHTPaLUAX ABAAITCA HETOKCUYHbBIMUA.

PacTBop cepHoli KNCNIOTbI 06M1afaeT pasgpaxaolm fgencTerem. Mi3beratb pa3opbi3rviBaHNsA 1 MONaAaHysa Ha KOXY
n cnmsncTble. Mpr nonagaHWm Ha KOXY WM CAM3UCTble MOPaXKeHHbI Y4acToK creflyeT MpoMbITb GONbWINM KOANYECTBOM
NPOTOYHON BOAbI.

5.3. MNpu pabote c Habopom cnepgyetr cobniogatb «[lpaBuna YCTPONCTBA, TeXHUKM 6e3onacHoCTy,
NPOW3BOACTBEHHOW CaHUTapuy, NPOTUBO3MVAEMUYECKOTO PEXMMa U JINYHOW TUrMeHbl npu paboTe B nabopaTopuax
(oTmeneHmAx, oTaenax) CaHUTAPHO-3NUAEMUONIOTNYECKNX YupeKaeHnin cuctembl MuHucTepcTBa 3gpaBooxpaHeHma CCCP»
(Mocksa, 1981 r.).

5.4. MNpwu pabote ¢ Habopom crefyeT HageBaTb OJHOPA30Bble PE3UHOBbIE WM MIACTUKOBbBIE MEPUYATKU, TaK Kak
06pa3Lbl KpOBU YenoBeKa crefyeT pacCMaTpuBaTb KakK MOTEHUMANbHO WHPULMPOBAHHBIA MaTepuas, CMOCOOHbIN
LJIMTeNlbHOE BPeMs COXPaHATb 1 nepeaaBatb BUY, Bupyc renatuta nnu noboii gpyroi Bo3dyanTenb BUPYCHOW NHOEKLNN.

5.5. Bce ucnonb3oBaHHble OfHOpa3oBble MaTepuanbl nofsepratb o6paboTke Ae3nHPUUMpPYOWNMK
cpeactBaMy € nocnegytouwen ytunusagyuen (cm. MY-287-113 «Metoguyeckume yKasaHusa no aesnHbekymn,
npeacTepunn3auMoHHON OUYNCTKE 1 CTEPUNU3aL v N3genmnin MeauLMHCKOrO Ha3HauYeHUA).

5.6. MeguuuHckne otxopbl Knacca b. Ytunusaumio uwnu yHuutoKeHue, pesvHdekuuio HabopoB peareHTOB
cnefyet npoBoautb B cootBeTcTBUM C  CaHluH  2.1.7.2790-10 «CaHuWTapHO3MMAaeMuonornyeckne tpebosaHua K
obpalleHnio ¢ MeaULUMHCKAMU  OTXOAaMMn» " MY-287-113 «MeTognueckme ykasaHua no ae3nHdekuuw,
npeacTepunn3aLiOHHON OYNCTKE U CTEPUN3aALMN U3ZENUIA MeSULNHCKOrO HasHaYeHUA.
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6. OBOPYJOBAHUE UMATEPUAJIbl, HEOBXO4UMDbIE [TPU PABOTE C HABOPOM

- boTOMeTP BEPTUKaNbHOIO CKaHNPOBaHWA, MO3BONAIOLMIA M3MEPATb ONTUYECKYIO MIIOTHOCTb COAEPKMMOTO TYHOK
nnaHweTa npu anvHe BosHbl 450 HM;

- TepMoCTaT, NoAAepXunBaoLWL M TemnepaTypy +37+2 °C;

- 103aTOPbl CO CMEHHbIMW HaKOHEeYHMKaMK, No3BonALWMe oTomMpaTb 06bemMbl B Arana3oHe 25-250 Mkn;

- LMAVHAP MepPHbI BMecTuMocTbio 1000 mn;

- BOAA ANCTWIINPOBAHHAS;

- NepyaTKN Pe3NHOBbIE U NIACTUKOBbIE;

- bymara punbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AJ14 AHAJIN3A

7.1. MNepen npoBefeHNeEM aHanM3a KOMMNOHEHTb Habopa n uccnegyembie 06pasubl CbIBOPOTKU (Ma3mbl) KPOBU
cnepyeT BblAepXKaTb Npu KOMHaTHoOM Temnepatype (+18...+25 °C) He meHee 30 MUH.

7.2. MpurotoBneHve NnaHLweTa.

BCcKpbiTb MakeT C MAaHWETOM UM YCTAaHOBUTb Ha PaMKy Heobxoanmoe KonmuyectBo cTpunoB. OcTaBlumecs
HEeNCnosnb30BaHHbIMY CTPUWMbI, YTOObI MPefOTBPaTMTb BO3LAEWCTBUE Ha HUX BRaru, TWATeSbHO 3aKneutb Gymaromn ans
3aK/ienBaHUsA NMaHLLIETa U XPaHUTb Npu TemnepaTtype +2...+8 °C B TeueHne BCcero cpoka rogHoct Habopa.

7.3. MpurorosneHne oTMbIBOYHOro pacTBopa.

B cnyuae pgpob6bHoro wucnonb3oBaHuA Habopa cnesyetr oTobpaTb HeOOXOAMMOE KONMYEeCTBO KOHLEHTpaTa
OTMbIBOYHOIO PacTBOpa M pa3BecTy AUCTUINIMPOBAHHOW BOAOM B 26 pa3 (1 M KOHUeHTpaTa OTMbIBOYHOIO pacTBOpa
+ 25 Mn gUCTURNNMPOBAHHOW BOAbI).

8. YCJIOBUA XPAHEHUA U SKCITJTYATALIUN HABOPA

8.1. Habop peareHToB «T4-VIDA» [OMKEH XPAHUTBCA B YNAKOBKE NPefAnpuUsaTAA-U3roToBUTENs Npu TemnepaTtype
+2...+8 °C B TeueHe BCEro CPOKa rofHOCTU, YKa3aHHOTO Ha ynakoBke Habopa.

[JonyckaeTcAa xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype go +25 °C He Gonee 15 cytok. He
[ONycKaeTcsA 3aMopaxnBaHue Lenoro Habopa.

[onyckaeTca ogHOKpaTHoe 3amopaxuBaHue (-20 °C) Kann6poBOUHbIX NPO6 U KOHTPOJNIbHOI CbIBOPOTKI B
anukBoTax.

8.2. Habop paccuntaH Ha NpoBefeHMe aHanu3a B gybnukatax 42 nccnefyemblix 06pa3uoBs, 5 KanmbpoBOUHbIX MPO6
1 1 Npo6bl KOHTPOSIBHOW CbIBOPOTKYU (BCEro 96 onpeaeneHuni).

8.3. B cnyyae gpo6Horo ncnonb3oBaHua Habopa KOMMOHEHTbI CeAYET XPaHUTb ClieayoLwymM 06pa3om:

- OCTaBLUMECS HEWCMNOb30BaHHbIMW CTPUMbl HEOOXOAMMO TLIATENbHO 3aKNeWTb Oymaron Ans 3aknenBaHus
nnaHLeTa U XpaHUTb Npy Temnepatype +2...4+8 °C B TeUeHue BCero cpoka rogHoctr Habopa;

- KOHBIOraT, CybCcTpaT, CTOM-peareHT Nnocse BCKPbITUS GIAKOHOB CliefyeT XpaHUTb Npu TemnepaType +2..+8 °C B
TeueHwue BCero cpoka rogHoctn Habopa;

- KannbpoBOuYHble MpPOObI 1 KOHTPOJNIbHYIO CbIBOPOTKY MOC/e BCKPbITUA (nakoHOB credyeT XpaHWUTb npwu
TemnepaTtype +2...+8 °C He 6onee 2 mecALes;

- OCTaBLUMNCA HENCMNONb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBOpa cnefyeT XpaHWUTb Mpu TemnepaTtype
+2...+8 °C B TeueHue Bcero cpoka rogHoctn Habopa;

- NPUrOTOBJNIEHHbIV OTMbIBOYHbIV PacTBOP CleayeT XPaHUTb NPU KOMHaTHoW Temnepatype (+18...4+25 °C) He 6onee
15 cyToK unuv npm Temnepatype +2...+8 °C He 6onee 45 cyTokK;

MpumeyaHue. NMocne NCNoNb30BaHUA peareHTa HeMeaNEHHO 3aKpbiBaliTe KPbILWKY GplakoHa. 3aKpblBalTe KaXKkabli
¢$bnakoH cBoel KpbILLKOWN.

8.4. [inAa npoBefeHnNa aHann3a He cnegyeT NCMOMNb30BaTb FeMOIN3MPOBaHHYI0, MYyTHYIO CbIBOPOTKY (Mn1a3my) KpoBWY,
a TaKkXKe CbIBOPOTKY (Mna3my) KpoBM, cofeprkallyto a3ung HaTpus.

Ecnn aHann3 npom3BoanTcAa He B fieHb B3ATUA KPOBW, CbIBOPOTKY (Nnasmy) cnegyeT XpaHUTb Npu Temnepartype
-20 °C. MoBTOpHOE 3aMOpakKMBaHUe-OTTauBaHVe 06pa3L 0B CbIBOPOTKHU (Na3mbl) KPOBY He JOMYCKaeTCsA.

8.5. NckniouaeTca ucnonb3oBaHe AnA aHanm3a obpasuoB CbIBOPOTKM (Mna3Mbl) KPOBW Niofeid, nonyyaBLnx B
Lenax AMarHoCTUKN UK Tepannn npenapatbl, B COCTaB KOTOPbIX BXOAAT MblLUWHbIE aHTUTENa.

8.6. Mpu ncnonb3zoBaHuy Habopa ans npoBefeHNsA HECKONbKNX HE3aBUCKMbIX CEPUIA aHANIM30B CliefyeT UMETb B
BMAY, UTO ANA KaXKAOro He3aBNCUMOro onpejeneHna Heo6xoArMO NOCTPOEHVE HOBOIO KannbpoBOYHOro rpaduka; Kpome
3TOro, pekoMeHayeTca onpegenieHne KoHUeHTpaunm T4 B KOHTPOSIbHOW CbIBOPOTKE.

8.7. [InAa nonyyeHnsa HafeXHbIX pe3ynbTaToB HeobxogMmo cTporoe cobnogeHne NHCTPYKLUM NO NPUMEHEHMIO
Ha6opa.

8.8. He ncnonb3yinte KOMNOHEHTbI U3 APYrMX HA6OPOB MM U3 aHANOIMMYHbIX HABOPOB APYrUX CEPUA.
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9. [TPOBEJEHUE AHAJIU3A

MomecTnTe B pamMmKy HEOOXOAMMOE KONMYECTBO CTPUMOB - McCeayemble 06pasLibl B 2 MOBTOpax 1 12 iyHoK ans
KannbpoBOYHbIX MPO6 1 KOHTPOJbHOWN CbIBOPOTKM.

BHecnTe B COOTBETCTBYIOLME NYHKIM B AYGAMKaTax no 25 MK KannbpoBoUHOW NPobbl 1 KOHTPOSBbHOW CbIBOPOTKU. B
OCTanbHble NYHKM BHecUTe B Ay6imKaTtax no 25 MKn uccnegyembix 06pasuLos cbIBOPOTKY (Nna3mbl) KpoBu. BHeceHne
KanubpoBOUHbIX NPO6, KOHTPOSIbHON CbIBOPOTKYM 1 UCCiesyeMbix 06pa3LoB HEOGXOANMO NPON3BECTN B TeUeHMe 15 MUHYT.

BHecute BO Bce nyHKM no 100 MKN KOHbloraTa.

3akneinTe nnaHwWeT 6ymaron AN1A 3aKNenBaHyA NNaHLeTa n UHKYBUpPYITe ero B TeueHne 60 MUHYT Npu Temnepatype +37 °C.

Mo okoHuYaHuN VIHKyGaLlVIVI yoanute cogepxmmoe nyHoK 1 oTmonTe JIYHKU 5 pas. an/l KaX[oln OTMbIBKe f06aBbTe BO BCe
JIYHKK No 250 MKN OTMbIBOYHOTO pacTBopa (cm. n.7.3), BCTPAXHUTE NNaHLWET KPYroBbiIMnN ABUXEHUAMMN NO FOpVI3OHTaJ1bHOVI
NOBEPXHOCTU C nocne,qyrou.leﬁl acnmpaumeﬁl nnn AeKaHTnpoBaHNeM. 3a,qep>KKa npn OTMbiBKe (3amaumBaHue HyHOK) He
Tp66YETCﬂ. anI KaXXOoOM AeKaHTUPOBaHUN Heob6Xxo4MMO TWaTeNnbHO YAaNATb OCTaTKN XUOKOCTU U3 JTYHOK NOCTYKMBaHUEM
njaHweTa B NnepeBepPHYTOM MNOJIOKEHUN NO (I)VIJ'IprOBaJ'IbHOVI 6ymare.

BHecunTe BO Bce nyHKM no 100 MKn pacTBopa cybcTpaTta TeTpameTnnbeHsnguHa. BHeceHme pacteopa cyb6ctpata
TeTpameTunbeH3ngMHa B yHKM HEOH6XOANMO NPOK3BECTYM B TeUeHre 2-3 MUH. VIHKyOrpyiiTe nnaHWeT B TEMHOTE Npwu
KOMHaTHO TemnepaTtype (+18...425 °C) B TeueHvie 10-20 MUHYT B 3aBUCUMOCTU OT CTEMEHN Pa3BUTUA CUHErO
OKpaLVBaHMA.

BHecunTe BO BCe NYHKM C TOW e CKOPOCTbIO U B TOW Xe NocnefoBaTeNbHOCTH, Kak 1 pacTBop cybcTpaTa
TeTpameTunbeH3namHa, no 100 MK CTON-peareHTa, Npy 3TOM COLEPXKMMOE JIYHOK OKPaLUMBAETCSA B APKO->KENThIN LBET.

I/Ismepre BENMNYNHY onTnyeckomn nnotHoctu (O) COAEepPKMMOTo NYHOK NilaHLWeTa Ha (bOTOMETpe BEPTUKaNbHOro
CKaHNPOBaHWA Npu AnHe BOsHbI 450 HMm. V|3Mep6HVIe on CoOAepPXKMMOro nNyHOK rnjaHweTa Heobxo4MMo nponssectn B
TeyeHune 15 MUH Nocse BHECEHUA CToMN-peareHTa. bnaHk d)OTOMETpa BbICTaBNANTE NO BO34YyXY.

MocTpoiiTe B nonynorapudmMmueckmx KoopamHaTax KanmbpoBoUHbIl rpaduk: oCb abcUmMCC (X) - AeCATUYHBIN Torapudm
KOHLIeHTpaumm T4 B KannbpoBOUHbIX Npobax (HMONb/N), 0Cb OPAUHAT (y) - ONTMYECKas NIOTHOCTb KaIMBPOBOYHbBIX NPO6
(ON 450 Hm). Ons anroprTMa obcueTa (annpoKcMaLuum) KanmbpoBOYHOro rpadrka NCnonb3yinTe MHTEPBabHbIN (KyCOUYHO-
JINHEWHDIN, «OT TOUKM K TOUKe») MeTof. MNprpaBHANTe KOHLEHTPALMIO KanMbpoBOYHON Npobbl 0 HMOMb/M K HECYLLECTBEHHO
Manow BennunHe, Hanpumep, 0.001 HMonb/n

10

OnpepenwviTe No KanubpoBoUuHOMY rpaduKy cogepkaHue T4 B nccnegyemblx obpasuax.

10. OXXUAAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHOBbIBasACb Ha pe3ynbTaTtax nccnegoBaHuin, nposegeHHbix OO0 «XEMA», pekomeHayem Mosfib30BaTbCA
HOpMaMu, NPUBEAEHHBIMI HUXKe. BMecTe ¢ TeM, B COOTBETCTBMM C npaBuiamu GLP (Xopoluei 1abopaTopHOM NpakTuKu),

Kakgas nabopatopus OMKHaA caMa ONpeaenTb NapamMeTpbl HOPMbI, XapaKTepHble Ana obcneayemor nonynaumm.
MpumeuaHune. 3HaueHMs KOHUeEHTpauun T4 B wuccnegyemblx obpasuax,

HaxopslMecs HUXKe rpaHuLbl

yyBCTBMTENIbHOCTM Habopa (3.0 HMOMb/N), a Takke MNPEeBbIWAKLNE 3HAUYEHNEe BeEpXHeN KanumbpoBouHoW npobbl (320
HMOJb/N) CnegyeT NpUBOAWTL B Criefyoulen popme: B uccnegyemom obpasue X KoHueHTpauus T4 Huke 3.0 HMOMb/n unm
Bbilwe 320 Hmonb/n. B Habope «T4-VIDA» 3HaueHWA KOHLUEHTPALMIA KanMbpOBOUHbIX MPO6 BblpaXeHbl B HMob/N. [Ons

nepecyeTta KOHUEeHTpaunin B MKI/4n, Nofy4YeHHOe 3HaYeHne KOHUEeHTpaunm B HMONb/N cnegyeT YMHOXUTb Ha 0.0775.
1 Hmonb/n = 0.0775 mkr/gn

EnuHMLbI HMONb/N EnuHuLbl gon. MKr/an
Wccnepyeman rpynna HvxHMR BepxHuit HvixHMR BepxHuit
npegen npegen npegen npegen
30POBbIE AOHOPbI 60 160 4.7 12.4
My>K4mHbI
cTapuwe 61 roga | 60 129 47 10.0
KeHWwmnHbI
crapue 61 roga | 70 | 135 54 10.5
Letn
1-5 net 90 190 7.0 14.7
6-10 net 83 170 6.4 13.2
>10 net 60 160 4.7 124
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Mo Bonpocam, Kacarowwmmca Kayectsa Habopa «T4-UDA»,

cnepyet obpalyatbea B 000 «<XEMA» no agpecy:

105043, r. MockBa, a/a 58

105264, r. MockBa, yn. 9-a lNapkosas, a. 48, 1-1 nog., 5 atax,
Ten/dakc (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHanbHbIA)

SNEKTPOHHasA nourta: info@xema.ru
MHTEepHET: www.xema-medica.com

PykoBogutenb cny»6bl knmeHTckoro cepauca 000 «XEMA»,
K. 6. H. [1. C. KocTpukmH
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Instruction for use.

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

1. INTENDED USE
A solid-phase enzyme immunoassay for the quantitative determination of thyroxin in human serum or plasma.
This kit is designed for measurement of thyroxin 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
Thyroid hormones thyroxin (T4) and 3,5,3"-triiodothyronine (T3) exert regulatory influences on growth, differentiation,
cellular metabolism and development of skeletal and organ systems. T4 and T3 in blood are found both in free and bound
form — mostly, they are bound to thyroxin binding globulin (TBG). Only free forms of T3 and T4 exert hormonal activity also
their percentage is very low — 0.3% for T3 and 0.03% for T4.
The concentration of T4 is generally accepted as an index of thyroid function which provide enough information to
differentiate between hyper-, hypo- and euthyroidism.
Elevation of total T4 is found in hyperthyroidism, in patients with tumours of pituitary gland, in subjects with elevated TBG
level (pregnancy, acute or chronic active hepatitis, estrogen-secreting tumours or estrogen intake, hereditary elevation of
TBG), in patients taking oral contraceptives, heroin, methadone, thyroid preparations, TSH, thyroliberin.
Low total T4 is found in hypothyroidism, in patients with panhypopituitarism, in subjects with low TBG level (acromegaly,
nephritic syndrome, hypoproteinemia, chronic liver diseases, androgen-secreting tumours, hereditary reduction), in patients
taking aminosalicylic and acetylsalicylic acids, cholestyramine, reserpine, potassium iodide, triiodothyronine.

3. PRINCIPLE OF THE TEST
This test is based on competition enzyme immunoassay principle. Tested specimen is placed into the microwells
coated by specific murine monoclonal to T4-antibodies simultaneously with conjugated T4-peroxidase. T4 from the
specimen competes with the conjugated T4 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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5.1. Contents of the Kit

5. KIT COMPONENTS

Stability of
Symbol Description Qty Units Colour code opened/diluted
components
polystyrene microwells
1 SORB MTP T4 EIA strips, 8x12 wells coated with murine 1 pcs until exp.date
monoclonal to T4
human thyroxin diluted in a
Calibrator set, 0.8 ml each. preselectgd humoan se‘rum
The set contains 5 preservative - 0.01% Bronidox
- 0 - -4 -
2 CAL1-5 calibrators: 0; 32: 64; 160; !_, ‘ 0.91 % 2-Methyl-4 5 pcs red (C1 - colourless) 2 months
320 nmol/l isothiazolin-3-one-
hydrochloride; also contains
red dye
dilution of preselected human
serum, with high content of
thyroxin with preservative -
3 CONTROL Control serum (0.8 ml) 0.01% Bronidox L, 0.01% 2- 1 pcs colourless 2 months
Methyl-4-isothiazolin-3-one-
hydrochloride, colourless
aqueous solution of T4
coupled with horseradish
peroxidase diluted on
. phosphate buffered solution .
4 CONJ HRP Conjugate, 14 ml preservative - 0.01% Bronidox 1 pcs red until exp.date
L, 0.01% 2-Methyl-4-
isothiazolin-3-one-
hydrochloride and red dye
ready-to-use single-
. component .
5 SUBS TMB Substrate solution, 14 ml tetramethylbenzidine  (TMB) 1 pcs colourless until exp.date
solution.
Concentrate - until
aqueous solution of sodium exp.date
6 BUF WASH Washing solution | chloride and detergent 1 s colourless Diluted washing
26X concentrate 26x, 22 ml (Tween 20), contains P solution - 45 days at
proClin300 as a preservative 2-8°Cor 15 days at
RT
S -
7 STOP Stop solution, 14 ml >0% vc?l/vo! solution of 1 pcs colourless until exp.date
sulphuric acid
N003 Plate sealing tape - 2 pcs - N/A
K212l Instruction T4 EIA - 1 pcs - N/A
10 | K212Q QC data sheet T4 EIA - 1 pcs - N/A

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 £2 °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.
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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. Assay procedure

Put the desired number of microstrips into the frame; allocate 12 wells for the calibrators CAL 1 - 5 and control
1 | samples CONTROL and two wells for each unknown sample. DO NOT REMOVE ADHESIVE SEALING TAPE FROM
UNUSED STRIPS.

Pipet 25 pl of calibrators CAL 1 - 5, control samples CONTROL and unknown samples into the wells.

Dispense 100 ul of CONJ HRP into the wells. Cover the wells by plate adhesive tape (included into the kit).

Incubate 60 minutes at 37 °C.

Prepare washing solution by 26x dilution of washing solution concentrate (BUF WASH 26X) by distilled water. Wash the
strips 5 times.

Dispense 100 ul of SUBS TMB into the wells.

Incubate 10-20 minutes at +18...+25 °C.

Dispense 100 ul of STOP into the wells.

Measure OD (optical density) at 450 nm.

Set photometer blank on air.

Apply lin-log method for data reduction.

O[NNIV L1 |[hWIN

—_—
—_ O

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.
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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 thyroxin concentration.
9.3. Determine the corresponding concentration of thyroxin 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 A(Zzzr:;r;i(e%ggs
CAL1 0 nmol/l 3020
CAL2 32 nmol/I 2196
CAL3 64 nmol/I 1060
CAL4 160 nmol/I 435
CALS5 320 nmol/I 205

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 T4. 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.

1 nmol/I =0.0775 ug/dI

Units Units alternative
Sex, age nmol/I pg/dl
Lower limit | Upperlimit | Lowerlimit | Upper limit
Healthy donors 60 160 4.7 124
Males
~61 yrs | e | 129 | a7 | 100
Females
S61yrs | 70 | w15 | sa4a | s
Children
1-5yrs 90 190 7.0 147
6-10yrs 83 170 6.4 13.2
>10yrs 60 160 4.7 12.4

11. PERFORMANCE CHARACTERISTICS
11.1. Analytical specificity / Cross reactivity

Analyte Cross-reactivity, % wt/wt
L-Thyroxin 100
D-Thyroxin 30
T3 0.5
11.2. Analytical sensitivity

Sensitivity of the assay was assessed as being 3 nmol/l.

11.3. Linearity

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

11.4. Recovery

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