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Declaration of Conformity C€

Product Name: Model/Type:

EasyLyte and accessories per attachment EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/CI/Li,
Na/K/CalpH, Na/K/Cl/CalLi

EasyElectrolytes and accessories per attachment EasyElectrolytes Na/K/Cl, Na/K/Li

Manufacturer

#d Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA

Representative

Emergo Europe, Prinsessegracht 20,
2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive 98/79/EC. These products are
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex Il List B of Directive
98/79/EC. In addition, they are in conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and
Electronic Equipment, and the corresponding national laws of the Member States.

Place and Date: Bedford, Massachusetts, USA, September 27, 2018

Signature:

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs




EasyLyte Accessories

Catalog
No.

2004
2014
2015
2016
2021
2030
2070
2101
2102
2113
2106
2150
2151
2152
2103
2258
2120
2121
2122
2123
2028
2109
2112
2115
2114
2026
2124
2814
2815
2843
2118
2598
2108
2107
2257

Accessory

EasyLyte Na/K Analyzer

EasyLyte Plus Na/K/Cl Analyzer

EasyLyte Lithium Na/K/Li Analyzer
EasyLyte Calcium Na/K/Ca/pH Analyzer
EasyLyte Na/K/Cl/Li Analyzer

EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li
EasyLyte EasySampler

EasylLyte K+ Electrode

EasyLyte Na+ Electrode

EasyLyte Cl- Electrode

EasyLyte Li+ Electrode

EasylLyte Ca++ Electrode

EasyLyte pH Electrode

EasyLyte Disposable Reference Electrode
EasyLyte Reference Electrode

EasyLyte Membrane Assembly

EasyLyte Na/K 800 ml Solutions Pack
EasyLyte Na/K/Cl 800mL Solutions Pack
EasyLyte Na/K/Li 800mL Solutions Pack
EasyLyte Na/K/Ca/pH 800mL Solutions Pack
EasyLyte Na/K/Cl/Li 400mL Solution Pack
EasyLyte Na/K 400mL Solutions Pack
EasyLyte Na/K/Cl 400mL Solutions Pack
EasyLyte Na/K/Li 400mL Solutions Pack
EasyLyte Na/K/Ca/pH 400mL Solutions Pack
EasyLyte Na/K/Cl/Li 800mL Solution Pack
EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack
EasyQC Bi-Level Quality Control Kit
EasyQC Tri-Level Quality Control Kit
EasyLyte Quality Control Sample Cups (60)
Daily Cleaning Solution Kit

EasyLyte Daily Cleaner Cup

EasyLyte Solutions Valve

EasylLyte Sample Probe

EasyLyte Sample Detector

EDMA Code
21071102
21071102
21071102
21071102
21071102
21071102
21071102
1104 01 06
1104 01 07
1104 0103
1104 01 04
11040102
11703102
11040401
11040401
21071102
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
1104 0402
1104 04 02
115002 04
11500204
21071102
110101 27
21071102
21071102
21071102
21071102
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EasyLyte Accessories, continued
Catalog No. Accessory

2104
2100
2492
2309
2111
2577
2323
2541
2595
2596
10745
2293
2590
2292
2578
2572
2571
2105
2095
2076
2074
7118
2544
2934

EasyLyte Tubing Kit

EasyLyte Calcium Tubing Kit

EasyLyte Internal Filling Solution (125mL)
EasyLyte Wash Solution (50mL)

EasyLyte Urine Diluent (500mL)

EasylLyte Standard Solution, Urine (50mL)
EasyLyte Probe Wipers (6)

EasyLyte Printer Paper (3 rolls)

EasyLyte EasySampler Sample Cups, 500uL (500)
EasyLyte Sample Cups 2.0mL (500)
Anti-Evaporation Caps (500)

EasyLyte Capillary Tubes

EasyLyte Capillary Adaptor Kit

EasyLyte Capillary Adaptor Cleaning Kit
EasyLyte Red Dye Test Solution (50mL)
EasyLyte Troubleshooting Kit

EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li)
EasyLyte Quarterly Operating Kit
EasyLyte Maintenace Kit

EasyLyte Sample Tray

EasyLyte Sample Cup Retainer Ring

Daily Rinse/Cleaning Solution Kit
EasyLyte C Series Printer Paper (5 rolls)
EasyLyte Barcode Reader Kit

EDMA Code
21071102
21071102
11 04 04 90
11 04 04 90
11 04 04 90
11 04 04 90
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
11300111
21071102
21071102
21071102
21071102
21071102
21071102
11010127
21071102
21071102
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EasyElectrolytes Accessories

Catalog No.
4002
4003
4102
4103
7205
7206
4203
4204
6204
4207
4301
2118
4402
4403
2814
2815
4405
4406
4404
4306
6504
6505
4506
4507
4508
7302
4522
4539
6537
6520

Accessory

EasyElectrolyte Na/K/Cl Analyzer

EasyElectrolyte Na/K/Li Analyzer

Reagent Module, Na/K/Cl

Reagent Module, Na/K/Li

EasyElectrolyte/EasyStat Na+ Electrode
EasyElectrolyte/EasyStat K+ Electrode

EasyElectrolyte CI- Electrode

EasyElectrolyte Li+ Electrode
EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode
EasyElectrolyte Spacer Electrode

EasyElectrolyte Troubleshooting Kit

Daily Cleaning Solution Kit
EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution
EasyElectrolyte Urine Diluent

Bi-Level Quality Control Kit
Tri-Level Quality Control Kit

EasyElectrolyte Na/K/Cl Demonstration Kit

EasyElectrolyte Na/K/Li Demonstration Kit

EasyElectrolyte Capillary Tube Kit

EasyElectrolyte Sampler

EasyBloodGas/EasyElectrolyte Pump Tube
EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper
EasyElectrolyte Sensor Module

EasyElectrolyte Valve Module
EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate
Probe Wipers

EasyElectrolyte Daily Cleaner Sample Cups

EasyElectrolyte Sensor Module, Li+
EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin
EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit

EDMA Code
21071102
21071102
1104 04 02
1104 0402
1104 01 07
1104 01 06
11040103
1104 0104
11040401
1104 0190
21071102
110101 27
11300111
1104 04 90
11500204
11500204
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102
21071102



intertek

Total Quality. Assured.

CERTIFICATE

Certificate Number:

. . . 0089217
This is to certify that the management system of:

Initial Certification Date:

Medica Corporation 2019-04-19

Certification Effective Date:

2019-04-1
(FIN F002402) 013-04-19

Certification Expiry Date:
Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States 2022-04-18

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States

has been registered by Intertek, an MDSAP recognized auditing organization,
as conforming to the requirements of:

ISO 13485:2016

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012;
RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001

MEDICAL DEVICE SINGLE AUDIT PROGRAM

Canada: Medical Devices Regulations — Part 1- SOR 98/282

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D)

Japan: MHLW Ministerial Ordinance 169, Article 4 to Article 68; PMD Act J_Uj l Q S
- . L N——_
The management system is applicable to: \
Calin Moldovean

Design, Development, Manufacture, Service, Installation and Distribution of . ]
President, Business Assurance

in-vitro diagnostic medical devices, in-vitro diagnostic test kits, in-vitro
diagnostic reagents, in-vitro diagnostic analyzers/software used in diagnosis Intertek Testing Services NA, Inc.
and management of cancer, inmune status, disease status, autoimmune 900 Chelmsford Street

status, cardiac markers, protein metabolism, endocrine disorders, blood Lowell, MA, USA 01851

analytes, urinalysis, blood gases.
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A
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oY
b
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In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This
certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at
certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon m

request. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation,

CT-MDSAP-2016-NA-EN-LT-P-30.apr.18


http://www.intertek.com/business-assurance/certificate-validation/

bsi.
Certificate of Registration

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

e K T,

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

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

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

ey C_ S\ aed C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
m Page: 1 of 2
UKAS ‘ —_—
..making excellence a habit.

003

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

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


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2021-04-14
Expiry Date: 2024-04-13

Page: 2 of 2

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

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

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

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 06 Aug 2015

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Thromboplastin L

REF 5265HL
REF 5265L
REF 5267L

Helena Biosciences Europe, Queensway South, Team Valley Trading
Estate, Gateshead, Tyne and Wear, NE11 0SD, United Kingdom

Tel: +44 (0)191 482 8440
Fax: +44 (0)191 482 8442
Email: info@helena-biosciences.com

Web: www.helena-biosciences.com

HL-2-3035P 2015/10 (1)

Thromboplastin L
Instructions for use e n

INTENDED PURPOSE

The Thromboplastin L kit is intended for carrying out clot based haemostasis assays.

The first standardised one-stage prothrombin time test was developed by Dr. Armand Quick in 1935. It has now become
the basic coagulation screening test for the dlagnosls of congential and acquired deficiencies of clotting factors from the
extrinsic Pathway (factors II, V, VIl and X)"2. It is also used for the induction and monitoring of oral anticoagulant
therapy and can be used to assess the prulem synthesis capability of the liver in chronic or acute hepatic disorders.
Thromboplastin L is of rabbit brain origin but resembles human preparations in its low International Sensitivity Index (ISIg
The IS of Thr in L is appr 1.1 and is cali against the WHO international reference preparation®.
Thromboplastin L is particularly suited to the monitoring of oral anticoagulant therapy and, in conjunction with the
appropriate factor deficient plasma, the measurement of factor activity in the extrinsic pathway. Tissue thromboplastin, in
the presence of calcium ions, is an activator which initiates the extrinsic pathway of coagulation. When a mixture of tissue
thromboplastin and calcium ions is added to normal citrated plasma, the clotting mechanism is activated, leading to a
fibrin clot. If a deficiency exists within the extrinsic pathway, the time required for clot formation will be prolonged
depending on the severity of the deficiency.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal
protective equipment when handling all kit components. Refer to the product safety declaration for the link to appropriate
hazard and precautionary statements where applicable. Dispose of components in accordance with local regulations.

COMPOSITION

Composition Content Description Preparation

Thromboplastin L~ 2 x 5 mL (REF 5265HL) Liquid Rabbit Brain The liquid, calcified thromboplastin is
8 x 5 mL (REF 5265L) Thromboplastin ready-for-use. No further calcium is
10 x 10 mL (REF 5267L)  containing Calcium required to carry out standard PT

Chloride, stabilisers and Assays. The contents of the vial should
preservatives. be mixed well before use. (5 minutes
on roller).

Each kit contains Instructions For Use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED
The below products can be used in conjunction with Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

STORAGE, SHELF-LIFE AND STABILITY
Unopened reagents are stable until the given expiry date when stored under conditions indicated on the vial or kit label.

Thromboplastin L Opened vials are stable for 2 months at *2 —*8°C, 5 days at *15°C (on-board Sysmex CA-1500 )
and 6 hours at *37°C (on-board AC-4 including reagent container and cap). A shift-use stability of
7 days (Sysmex CA-1500) can be achieved.
DO NOT FREEZE. Large clumps of particles or changes in expected values may indicate
product deterioration.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or 3.8% sodium
citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15 minutes. Plasma should be kept at
*18 —*24°C. Testing should be completed within 4 hours of sample collection, or p\asma can be stored frozen at 20°C for
2 weeks or -70°C for 6 months. Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than 5 minutes®.

PROCEDURE

For accurate INR reporting, it is recommended to determine the laboratory specific ISI of the reagent with the tesnnﬁg
system in use. The Helena Biosciences Europe ISI Calibrant Plasma Set (REF 5519) is recommended for this purpose
This should be performed for each new reagent batch. The Helena Biosciences Europe INR Reference Set (REF 5490)
should be used to check for shifts in the local system ISI which have been noted with changes in laboratory temperature
and post instrument servicing, amongst other local variances.

Manual Method

1. Mix sufficient Thromboplastin L to complete the anticipated testing for the day and incubate at *37°C for no more
than 4 hours.
2. Pre-warm 0.1 mL of the test plasma at *37°C for 2 minutes.
8. Add 0.2 mL of freshly mixed thromboplastin reagent to the plasma while simultaneously starting a stopwatch.
4. Note the time for clot formation to the nearest 0.1 seconds.
Automated Method

Refer to the appropriate instrument operator manual for detailed instructions or contact Helena Biosciences Europe for
instrument specific application guides.

INTERPRETATION OF RESULTS

Results should be reported to the nearest 0.1 seconds and duplicates should agree within 5% of each other. %PT values
can be interpolated from the calibration graph (%PT of PT Calibration plasmas versus measured clot time), which should
be a straight line when plotted on log-log graph paper.

INR values can be calculated using the following formula: INR = (PT Time Patient / Mean Normal PT Time)‘SI

For clear guidance on the indications for and management of patients on warfarin, please refer to The British Society for
Haematology, for their most current edition of ‘Guidelines on oral anticoagulation with warfarin’. At time of printing this is
the 2011 fourth edition®.

LIMITATIONS

The use of serial dilutions of a reference plasma for the %PT curve is not recommended as this can lead to discrepancies
caused by the low fibrinogen in the reference plasma dilutions which are not reflected in patient samples having
predominantly normal fibrinogen levels. Helena Biosciences Europe advise use of the 5504R %PT/Direct INR kit for this
purpose.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior
to each batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform
as expected, patient results should be considered invalid.

Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each
laboratory should establish its own reference ranges. This is particularly important for local ISI calibration. Using the
Sysmex series of instruments, normal values ranging from 11.50 - 14.60 seconds; 0.930 - 1.160 INR; 79.10 - 112.80 %PT
are typical.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or their representatives
using a Sysmex CA-1500 coagulation instrument. Each laboratory should establish its own performance data.

Reproducibility

Sample Routine Control N Routine Control A Routine Control SA

SD CV (%) SD CV (%) SD CV (%)
Repeatability 0.07 0.59 0.24 1.09 0.45 1.1
Between-run 0.10 0.83 0.16 0.75 0.49 1.20
Between-day 0.04 0.32 0.06 0.27 0.25 0.62
Within-device / Laboratory 0.12 1.07 0.29 1.35 0.72 1.75
Interferences

Helena Thromboplastin L is insensitive to Heparin levels of up to 2 U/mL. Using a 5% interference threshold, there is no
significant interference from Haemoglobin at concentrations up to 10 g/L. Using a 5% interference threshold, there is no
significant interference from Bilirubin at concentrations up to 0.5 g/L for Thromboplastin L. Lipid interference testing
demonstrates that lipid levels do not directly affect the clot time of the reagent up to 3.75g/L. Lipid concentrations in
excess of this prevent clot detection.

Method Comparison

Comparison of clot time in seconds and INR values were determined using Thromboplastin L and Thromboplastin LI on
268 samples. The following correlations were obtained:

Thromboplastin L (Seconds) = 0.9911x + 0.1038 % =0.9941 n =268
Thromboplastin L (INR) = 0.9853x + 0.0261 % = 0.9500 n =268

BIBLIOGRAPHY

1. Quick AJ (1935) A Study of the Coagulation Defect in Hemophilia and Jaundice, Am. J. Med. Sci, 190: 501.

2. Biggs R (1976) Human Blood Coagulation, Haemostasis and Thrombosis, 2nd Edition, Blackwell Scientific
Publications, London.

3. Hirsh J, Poller L, Deykin D, Levine J, Dalen JE (1989) Optimal Therapeutic Range for Oral Anticoagulants, Chest,
95: 58-118.

4. Poller L (1986) Laboratory Control of Anticoagulant Therapy, Sem. Thromb. Haemostasis, 12: 13-19.

5. World Health Organisation (1984) Expert Committee on Biological Standards, Technical Series, 700: 19.

6. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood Specimens for
Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays: Approved Guideline, 5th edn.
CLSI: H21-A5,

7. Poller L., Triplett DA, Hirsh J, Carroll J, Clarke K (1995) The value of plasma calibrants in correcting coagulometer
effects on International Normalised Ratios (INR): An international multicentre study, Amer. J. Clin. Pathol, 103:
358-365.

8. Poller L, Triplett DA, Hirsh J, Carroll J, Clarke K (1995) A comparison of lyophilised artificially depleted plasmas
and lyophilised plasmas from warfarin treated patients in correcting for coagulometer effects on International
Normalised Ratios, Amer. J. Clin. Pathol, 103: 366-371.

9. Keeling D (2011) Guidelines on Oral Anticoagulation with warfarin: Forth Edition, British Journal of Haematology,
154(3): 311-324.

Thromboplastin L fr
Fiche technique

UTILISATION

Le kit Thromboplastin L est destiné a la réalisation des analyses de I'hémostase basées sur la formation de caillots.

La premiere méthode de détermination standardisée du temps de prothrombine en une étape a été développée en 1935
par le Dr. Armand Quick. Cette méthode de Quick constitue désormais I'analyse de base de la coagulation servant a
diagnostiquer des anomal\es des facteurs de coagulation, congénitales ou acquises, a partir de la voie exmnseque
(facteurs 11, V, VIl et X)'2. Elle sert aussi 2 I'induction et au monitorage des thérapies avec anticoagulants oraux >4 et elle
peut étre utilisée pour eva\uer la capacité de synthése des protéines du foie chez les patients souffrants de troubles
hépatiques chroniques ou aigus.

Le Thromboplastin L provient de cerveaux de lapin mais il ressemble au BCT humain en raison de son indice de
sensibilité international (ISI) faible. L'ISI du Thromboplastin L est d’environ 1,1 et est étalonné en comparaison avec la
préparation internationale de référence de 'OMS>. Le Thromboplastin L convient tout particuliérement au monitorage des
thérapies avec anticoagulants oraux et, utilisé conjointement au plasma carencé en un facteur approprié, a la
détermination de I'activité du facteur de la voie extrinséque. La thromboplastine tissulaire, en présence d’ions calcium, est
un activateur qui démarre la voie extrinséque de la coagulation. Quand un mélange de thromboplastine tissulaire et d'ions
calcium est ajouté a un plasma citraté normal, le processus de coagulation, qui doit conduire a la production d’un caillot
fibreux, s'active. Si la voie inse présente une ie, le temps né ire & la formation du caillot est allongé
suivant la gravité du trouble de la coagulation.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un équipement de
protection individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de
sécurité du produit pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les
composants conformément aux églementations locales.

COMPOSITION

Composant Contient Description Préparation
Thromboplastin L~ 2 x 5 mL (REF 5265HL) Thromboplastine liquide La thromboplastine liquide calcifiée est
8 x 5 mL (REF 5265L) de cerveau de lapin préte a I'emploi. Aucun calcium
10 x 10 mL (REF 5267L)  contenant du chlorure de supplémentaire n'est nécessaire pour
calcium, des stabilisateurs réaliser des déterminations standard
et des conservateurs. du TP. Le contenu du flacon doit étre
bien mélangé avant utilisation (5
minutes sur un mélangeur a rouleaux).
Chaque kit contient une fiche technique.
Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

Les produits ci-dessous peuvent étre utilisés en conjonction avec la Thromboplastin L :
REF 5519 ISI Calibrant Plasma Set

REF 5490 INR Reference Set

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons de réactif non ouverts sont stables jusqu’a la date de péremption indiquée s'’ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon.

Thromboplastin L Les flacons ouverts sont stables pendant 2 mois & *2 °C — *8 °C, pendant 5 jours & *15 °C (& bord du
Sysmex CA-1500) et pendant 6 heures & *37 °C (& bord de I'AC-4, récipient de réactif et capuchon
inclus). Il est possible d'obtenir une stabilité de période de travail de 7 jours (Sysmex CA-1500).

NE PAS CONGELER. La présence de d’amas de particules ou un écart par rapport aux valeurs
prévues indique une détérioration du produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1 volume de citrate
de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant 15 minutes. Conserver le plasma
entre 18 —*24°C. L'analyse doit étre terminée dans les 4 heures suivant le prélévement de I'échantillon ; sinon, il est
possible de congeler le plasma 2 semaines & -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant de réaliser
I'analyse. Ne pas laisser & *37°C plus de 5 minutes®.

PROCEDURE

Pour obtenir un RNI (rapport normalisé international) précis, il est recommandé a chaque laboratoire de déterminer I'lSI
spécifique du réactif avec le systeme danalyse utilisé. Il est conseillé d'utiliser le ISI Calibrant Plasma Set Helena
Biosciences Europe (REF 5519) pour cela’®. Cette opération doit étre réalisée pour chaque nouveau lot de réactif. Le kit
RNI de référence Helena Biosciences Europe (REF 5490) doit étre utilisé pour vérifier I'existence d’un décalage de I'lS|
du systéme local déterminé en raison d’une variation de la température du laboratoire, suite @ une opération de
maintenance réalisée sur l'instrument ou toute autre variable locale.

Méthode Manuelle

1. Mélanger du Thromboplastin L en quantité suffisante pour réaliser les analyses prévues dans la journée et incuber
& %37 °C pendant 4 heures au maximum.
2. Préchauffer 0,1 mL de plasma & *37°C pendant 2 minutes.
3. Ajouter 0,2 mL de réactif de thromboplastine fraichement mélangé au plasma et démarrer a ce moment un
chronometre.
4. Relever le temps de formation du caillot en arrondissant au dixieme de seconde.
Méthodes Automatisées

Consulter le manuel d'utilisation de l'instrument approprié pour obtenir des instructions détaillées ou contacter Helena
Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS

Les résultats doivent étre indiqués en arrondissant au dixiéme de seconde et I'écart maximal entre eux est de 5%. Il est
possible d'interpoler les valeurs de %TP a partir de la courbe d’étalonnage (%TP des plasmas d'étalonnage du TP par
rapport au temps de coagulation mesuré), qui doit correspondre a une ligne droite quand elle est représentée sur du
papier logarithmique.

La formule suivante permet de calculer les valeurs du RNI: )'S‘

RNI = (Temps TP patient / Temps TP moyen normal;
Pour obtenir des informations claires quant aux indications et a la prise en charge des patients sous warfarine, consulter
la British Society for Haematology pour obtenir la derniére édition des Guidelines on oral anticoagulation with warfarin
(Recommandations relatives & Ianncoagulotherag\e orale avec la warfarine). Au moment de limpression du présent
document, il s'agit de la quatrieme édition de 2011°.

LIMITES

Il est déconseillé de réaliser des dilutions du plasma de référence pour la courbe de %TP, car cela risquerait d’entrainer
des divergences dues au faible taux de fibrinogéne présent dans les dilutions du plasma de référence, ce qui ne serait
pas représentatif des échantillons patients qui ont principalement des taux de fibrinogéne normaux. Helena Biosciences
Europe conseille 'utilisation du kit 5504R %PT/Direct INR dans ce but.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contrdle qualité. Les plasmas de controle, normaux et anormaux,
doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que I'instrument et I'opérateur offrent des
performances satisfaisantes. Si les contréles ne donnent pas les résultats prévus, les résultats du patient doivent étre
considérés comme non valables.

Helena Biosciences Europe distribue les contréles suivants & utiliser avec ce produit:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire & I'autre suivant les techniques et les systémes utilisés. C'est
pour cette raison qu'il appartient & chaque laboratoire de déterminer ses propres plages de référence. Ceci est
particulierement important pour I'étalonnage de I'lSI local. Avec les instruments de la série Sysmex, l'intervalle type des
valeurs normales est de 11,50 - 14,60 secondes; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en utilisant
un instrument de coagulation Sysmex CA-1500. Chaque laboratoire doit établir ses propres données de performance.

Reproductibilité

Echantillon Routine Control N Routine Control A Routine Control SA

sp cV (%) sb cV (%) sD cV (%)
Répétabilité 0,07 0,59 0,24 1,09 0,45 1,1
Inter-séries 0,10 0,83 0,16 0,75 0,49 1,20
Inter-jours 0,04 0,32 0,06 0,27 0,25 0,62
Intra-dispositif/laboratoire 0,12 1,07 0,29 1,35 0,72 1,75
Interférences

Thromboplastin L (ISI faible) d'Helena ne présente pas d'interférences avec un taux d'héparine jusqu'a 2 U/mL. En
utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de I'hémoglobine & une concentration
jusqu'a 10 g/L. En utilisant un seuil d'interférence de 5 %, il n'y a pas d'interférences significatives de la bilirubine a une
concentration jusqu'a 0,5 g/L pour la Thromboplastin L. Une évaluation de l'interférence des lipides montre que les taux
de lipides n'affectent pas le temps de coagulation du réactif jusqu'a 3,75 g/L. Une concentration en lipides dépassant
cette limite empéche la détection du caillot.

Comparaison de la méthode

Des comparaisons du temps de coagulation en secondes et en valeurs de RNI ont été déterminées en utilisant les
produits Thromboplastin L et Thromboplastin LI avec 268 échantillons. Les corrélations suivantes ont été obtenues:

Thromboplastin L (seconde) = 0,9911x + 0,1038 2= 0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 r? =0,9500 n =268
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Thromboplastin L
Anleitung d e

VERWENDUNGSZWECK

Das Thromboplastin L Kit ist fiir koagulometrische Gerinnungstests vorgesehen.

Die erste standardisierte Prothrombinzeit als Einstufen-Test wurde 1935 von Dr. Armand Quick entwickelt. Mittlerweile ist
er der Standard-Screeningtest in der Gerinnung zur Diagnose elnes vererbten oder erworbenen
Gerinnungsfaktormangels des extrinsischen Systems (Faktor II, V, VIl und X) Er wird auch zur Einstellung und
Uberwachung von oralen Anllkoagulanz(heraplen34 verwendet und kann bei chromschen und akuten Lebererkrankungen
zur Beurteilung der Funktionsfahigkeit der Leber bei der Proteinsynthese herangezogen werden.

Thromboplastin L wird aus Kaninchenhirn gewonnen, ahnelt aber mit seinem niedrigen ,International Sensitivity Index“
(ISl) humaner Blutgennnungszell Der ISI von Thromboplastin L liegt bei ca. 1,1 und ist gegen WHO ,International
Reference Preparation Kalibriert®. Thromboplastin L ist besonders fiir die Uberwachung oraler Antikoagulanztherapien
geeignet und, in Verbindung mit dem prechenden Faktor-| bei der Messung von Faktoraktivitdten im
extrinsischen System. Gewebethromboplastin ist in Anwesenheit von Calcium-lonen ein Aktivator, der das extrinsische
Gerinnungssystem auslost. Gibt man eine Mischung von Gewebethromboplastin und Calcium-lonen zu normalem
Citratplasma, wird die Gerinnungskaskade aktiviert und es bildet sich ein Fibringerinnsel. Besteht innerhalb des
extrinsischen Systems ein Mangel, verlangert sich, je nach Schwere dieses Mangels, die Zeit bis zur Ausbildung eines
Gerinnsels.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen.
NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit sémtlichen Komponenten des Kits geeignete Schutzausriistung.
Beachten Sie gegebenenfalls die Verweise auf entsprechende Gefahren- und Vorbeugeerkldrungen in der
Produktsicherheitserklarung. Entsorgen Sie die Komponenten geméaB den értlichen Vorschriften.

ZUSAMMENSETZUNG

Komponente Inhalt Beschreibung
Thromboplastin L~ 2 x 5 mL (REF 5265HL) Flussiges Thromboplastin
8 x 5 mL (REF 5265L) aus Hasenhirn mit
10 x 10 mL (REF 5267L)  Calciumchlorid,
Stabilisatoren und
Konservierungsstoffen.

Vorbereitung

Das fliissige, kalzifizierte
Thromboplastin ist einsatzbereit. Fir
die Durchfiihrung von
standardmaBigen PT-Analysen ist
kein zusétzliches Calcium
erforderlich. Der Inhalt der Ampulle
muss vor der Verwendung gut
gemischt werden (5 Minuten auf
dem Walzenmischer).

Jedes Kit enthalt eine Gebrauchsanweisung

Jedes Kit enthalt chargenspezifischen Referenzwerten

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL
Die folgenden Produkte kénnen in Kombination mit Thromboplastin L verwendet werden:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

LAGERUNG, HALTBARKEIT UND STABILITAT

Ungeodffnete Reagenzien sind unter den auf Verpackung oder Fldschchen angegebenen Lagerbedingungen bis zum
aufgedruckten Verfallsdatum stabil.

Thromboplastin L~ Offene Ampullen sind 2 Monate bei *2 —*8°C, 5 Tage bei *15°C (im Sysmex CA-1500) und 6
Stunden bei *37°C (im AC-4 mit Reagenzbehélter und Deckel) stabil. Eine Stabilitat von 7 Tagen im
Schichteinsatz (Sysmex CA-1500) kann erreicht werden.
NICHT EINFRIEREN. GroBe Verklumpungen oder Verénderungen in den Normalwerten kénnen auf
eine Verfall des Produkts hinweisen.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als Antikoagulanz (1 Teil)
entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma abpipettieren. Plasma bei *18 —*24°C lagern.
Plasma sollte innerhalb von 4 Stunden verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder -70° C fir 6 Monat
gelagert werden. Vor dem Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen®.

VORGEHENSWEISE

Um einen korrekten INR zu erhalten wird empfohlen, den laborspezifischen IS| fir das Reagenz mit dem verwendeten
Teslsystem zu bestimmen. Helena Biosciences Europe empfiehlt zu diesem Zweck das Plasma-Kalibrator-Set REF
5519"%. Das sollte mit jeder neuen Reagenzien-Charge durchgefihrt werden. Das Helena Biosciences Europe INR
Reference Set (REF 5490) dient zur Uberpriifung von Verschiebungen im ISI vor Ort, die unter anderem durch
Veranderungen der Labortemperatur und nach Wartungsarbeiten an den Geréten festgestellt worden sind.

Manuelle Methode

1. Mischen Sie eine de Menge von Tt in L an, um die fiir den Tag geplanten Tests
durchzufiihren und inkubieren Sie es nicht langer als 4 Stunden bei *37°C.
2. 0,1 mLdes zu testenden Plasmas bei *37°C 2 Minuten vorwarmen.
3. 0,2 mL des frisch zubereiteten Thromboplastin-Reagenz zum Plasma pipettieren, dabei gleichzeitig Stoppuhr
driicken.
4. Die Zeit bis zur Gerinnselbildung bis auf 0,1 Sekunden genau stoppen.
Automatisierte Methoden

Siehe die Bedienungsanleitung des entsprechenden Geréts fiir genaue Anweisungen oder wenden Sie sich an Helena
Biosciences Europe fiir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Ergebnisse sollten bis auf 0,1 Sekunden genau gemessen werden und Doppelbestimmungen nicht mehr als 5%
abweichen. % TPZ-Werte koénnen ausgehend von der Kalibratorkurve interpoliert werden (% TPZ des
TP-Kali zu rer Gerinnungszeit) und sollten auf doppeltlogarithmischem Millimeterpapier eine
gerade Linie ergeben.

INR-Werte kénnen anhand der folgenden INR = (PT Zeit Patient / Mittelwert normale TPZ)ISI

Formel berechnet werden:

Fur klare Leitlinien zu den Indikationen fiir und der Versorgung von Patienten unter Warfarin siehe die aktuelle Ausgabe
der "Guidelines on oral anticoagulation with warfarin" der British Society for Haematology. Zum Zeitpunkt der
Drucklegung ist das die 4. Ausgabe, 20117,

EINSCHRANKUNGEN

Die Verwendung einer Serienverdiinnung von Referenzplasma ist fiir die %PT-Kurve nicht zu empfehlen, da das zu
Diskrepanzen aufgrund von niedrigem Fibrinogen in den Referenzplasma-Verdiinnungen fiihren kann, das nicht den
Patientenproben entspricht, die in der Regel normale Fibrinogen-Werte haben. Helena Biosciences Europe empfiehlt zu
diesem Zweck das Set 5504R %PT/Direct INR einzusetzen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben miissen normale
und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende Gerateleistung und Bedienung zu
gewdhrleisten. Liegen die Kontrollen auBerhalb des Normbereichs, sind die Patientenergebnisse nicht zu verwenden.

In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem
Grund sollte jedes Labor seine eigenen Referenzwertbereiche erstellen. Dieses ist besonders fiir die ISI-Kalibration vor
Ort wichtig. Mit der Instrumentenreihe Sysmex liegen die typischen Normwerte zwischen 11,50 - 14,60 Sekunden; 0.930 -
1.160 INR; 79.10 - 112.80 %PT .

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem Sysmex
CA-1500 Gerinnungsgerat ermittelt. Jedes Labor muss seine eigenen Werte ermitteln.

Reproduzierbarkeit

Probe Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Wiederholbarkeit 0,07 0,59 0,24 1,09 0,45 1,1

Bei verschiedenen Analysen 0,10 0,83 0,16 0,75 0,49 1,20

An verschiedenen Tagen 0,04 0,32 0,06 0,27 0,25 0,62

Selbes Geréat/Labor 0,12 1,07 0,29 1,35 0,72 1,75

Storungen

Helena Thromboplastin L ist unempfindlich gegeniiber Heparinwerten bis zu 2 Einheiten/mL. Mit einer Stérschwelle von 5
% gibt es keine besondere Interferenz durch Hémoglobin bei Konzentrationen von bis zu 10 g/l. Mit einer Stérschwelle
von 5 % gibt es keine besondere Interferenz durch Bilirubin bei Konzentrationen von bis zu 0,5 g/l bei Thromboplastin L.
Lipidinterferenztests zeigen, dass die Lipidmenge die Gerinnungszeit des Reagenz bis 3,7 g/l nicht direkt beeinflusst.
Héhere Lipidkonzentrationen verhindern die Gerinnungserkennung.

Methodenvergleich

Thromboplastin L und Thromboplastin LI wurden an 268 Proben angewandt. Dabei wurden die Gerinnungszeit in
Sekunden verglichen und die INR-Werte bestimmt. Es ergaben sich folgende Korrelationen:

Thromboplastin L (sekunden) = 0,9911x + 0,1038 % =0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 1? =0,9500 n=268
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Thromboplastin L |t
Istruzioni per I'uso

SCOPO PREVISTO

1l kit Thromboplastin L & concepito per I'esecuzione di dosaggi di emostasi basati sulla presenza di coaguli.

| primo test del tempo di protrombina standardizzato venne messo a punto dal Dr. Armand Quick nel 1935. Attualmente,
questo test & diventato il metodo basilare di screening della coagulazione per la diagnosi di deficienze congenite ed
acquisite dei fattori di coagulazione dal percorso estrinseco (fanan 11, V, VIl e X)""2. Questo test viene utilizzato anche per
Iinduzione e il monitoraggio della terapia anticoagulante orale™ 34 e puo essere impiegato per valutare la capacita di sintesi
proteica del fegato in disordini epatici cronici o acuti.

Il kit Thromboplastin L & realizzato a partire da cervello di coniglio, ma rassomiglia a BCT umano in termini di basso indice
di sensibilita internazionale (ISI). L'ISI del kit Thromboplastin L & approssimativamente pari a 1,1 ed & calibrato rispetto
alla preparazione di riferimento internazionale dell'OMS®. 11 kit Thromboplastin L e particolarmente indicato per il
monif della terapia i llante orale e, in combinazione con plasma carente del fattore appropriato, per la
misurazione dell'attivita del fattore nel percorso estrinseco. In presenza di ioni di calcio, la tromboplastina tissutale & un
attivatore che da inizio al percorso di coagulazione estrinseco. Quando una miscela di tromboplastina tissutale e di ioni di
calcio viene aggiunta a normale plasma citrato, si attiva il meccanismo di coagulazione che porta alla formazione di un
coagulo di fibrina. Qualora sussista una deficienza all'interno del percorso estrinseco, il tempo richiesto per la formazione
del coagulo risultera prolungato in funzione della gravita della deficienza.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare
un’adeguata attrezzatura protettiva personale durante la manipolazione di tutti i componenti del kit. Per conoscere i
relativi simboli precauzionali e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto.
Smaltire i componenti conformemente alle normative locali vigenti.

COMPOSIZIONE

Componente Contiene Descrizione Preparazione
Thromboplastin L~ 2 x 5 mL (REF 5265HL) Tromboplastina liquida di La tromboplastina calcica liquida &
8 x 5 mL (REF 5265L) cervello di coniglio pronta all'uso. Per eseguire dosaggi PT
10 x 10 mL (REF 5267L)  contenente cloruro di standard non & necessario altro calcio.
calcio, stabilizzatori e Il contenuto della fiala deve essere
conservanti. miscelato accuratamente prima dell'uso
(5 minuti su un rullo).
Ogni kit contiene un Istruzioni per l'uso.
Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

In inazione con la Thr L & possibile utilizzare i seguenti prodotti:
REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

CONSERVAZIONE, VITA UTILE E STABILITA

| reagenti non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate sul flacone o
sull’etichetta del kit

Thromboplastin L Le fiale aperte sono stabili per 2 mesi ad una temperatura compresa tra *2 e *8°C, per 5 giorni a
*15°C (Sysmex CA-1500 on-board) e per 6 ore a *37°C (AC-4 on-board compresi il contenitore del
reagente e il tappo). E possibile ottenere una stabilita d’uso di 7 giorni (Sysmex CA-1500).

NON CONGELARE. Ammassi consistenti di particelle o variazioni nei valori previsti possono essere
indice di deterioramento del prodotto.

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti) deve essere
raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma in seguito a centrifugazione
a 1500 x g per 15 minuti. Il plasma deve essere conservato a *18 —*24°C. | test devono essere completati entro 4 ore
dalla raccolta dei campioni; in alternativa, il plasma pud essere conservato congelato a -20°C per 2 settimane o a -70°C

per 6 mese. Decongelare rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti®.

PROCEDURA

Per un rilevamento accurato dell'INR si raccomanda di determinare I'lSI specifico del laboratorio per il reagente con il
slstema di test in uso. A tale scopo si raccomanda il ISI Calibrant Plasma Set (REF 5519) di Helena Biosciences
Europe % Questa procedura deve essere eseguita per ogni nuovo lotto di reagente. L'INR Reference Set (REF 5490) di
Helena Biosciences Europe deve invece essere utilizzato per rilevare eventuali spostamenti dell’lSI del sistema locale
osservati in concomitanza con cambiamenti della temperatura del laboratorio e in seguito a manutenzione dello
strumento, tra le altre variazioni locali.

Metodo Manuale

1. Miscelare un quantitativo di Thromboplastin L sufficiente a completare i test previsti per la giornata e incubare a
+37°C per un massimo di 4 ore.
2. Preriscaldare 0,1 mL di plasma di prova a *37°C per 2 minuti.
3. Aggiungere al plasma 0,2 mL di reagente a base di tromboplastina appena miscelato, azionando
contemporaneamente un cronometro.
4. Annotare il tempo di formazione del coagulo con un’approssimazione a 0,1 secondi.
Metodo Automatico

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare Helena
Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

| risultati devono essere indicati con un’approssimazione a 0,1 secondi e le ripetizioni devono corrispondere con una
tolleranza del 5%. | valori di %PT possono essere interpolati dal grafico di calibrazione (%PT dei plasmi di calibrazione PT
vs. tempo di coagulazione rilevato), che, se tracciato su carta a doppia scala logaritmica, deve apparire sotto forma di
linea retta.

| valori di INR possono essere calcolati )‘S'

utilizzando la seguente formula:

INR = (Tempo di PT Paziente / Tempo di PT normale medio

Per una guida chiara sulle indicazioni per la gestione dei pazienti con warfarina fare riferimento a The British Society for
Haematology per la loro edizione pit aggiornata delle ‘Linee guida sull'anticoagulazione orale con warfarina’. Al momento
della stampa questa ¢ la quarta edizione del 2011 S,

LIMITAZIONI

Si sconsiglia Iimpiego di diluizioni seriali di un plasma di riferimento per la curva %PT, che infatti possono dare luogo a
discrepanze dovute al basso livello di fibrinogeno nelle diluizioni del plasma di riferimento, che non compaiono invece nei
campioni dei pazienti con livelli di fibrinogeno prevalentemente normali. Helena Biosciences Europe consiglia di utilizzare
a questo scopo il kit 5504R %PT/Direct INR.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere
testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto
riguarda lo strumento che per I'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti
dovranno essere considerati non validi.

Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per
tale motivo ciascun laboratorio dovra elaborare i propri range di riferimento. Cio & particolarmente importante per la
calibrazione dell'ISI locale. Con I'impiego della gamma di strumenti Symex, i valori normali che variano tra 11,50 - 14,60
secondi; 0.930 - 1.160 INR; 79.10 - 112.80 %PT sono ritenuti tipici.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai propri rappresentanti
con l'utilizzo di uno strumento di coagulazione Sysmex CA-1500. Ciascun laboratorio dovra pertanto elaborare i propri
dati prestazionali.

Riproducibilita

Campione Routine Control N Routine Control A Routine Control SA
SsD CV (%) SD CV (%) SD CV (%)

Ripetibilita 0,07 0,59 0,24 1,09 0,45 1,1

Tra le serie 0,10 0,83 0,16 0,75 0,49 1,20

Tra giorni 0,04 0,32 0,06 0,27 0,25 0,62

Allinterno del dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferenze

La Thromboplastin L Helena non & sensibile ai livelli di eparina di oltre 2 U/mL. Utilizzando una soglia di interferenza del
5%, non risulta esserci alcuna significativa interferenza da parte del’emoglobina a concentrazioni fino a 10 g/l. Utilizzando
una soglia di interferenza del 5%, non risulta esserci alcuna significativa interferenza da parte della bilirubina a
concentrazioni fino a 0,5 g/l per la Thromboplastin L. | test per le interferenze dei lipidi dimostrano che i livelli dei lipidi non
influenzano direttamente il tempo di coagulazione del reagente fino a 3,75 g/l. Concentrazioni lipidiche superiori a questo
valore impediscono il rilevamento del coagulo.

Confronto dei metodi
Si & eseguito un confronto su 268 campioni tra il tempo di coagulazione in secondi e i valori INR utilizzando la
tromboplastina L e la tromboplastina LI. Si sono ottenute le seguenti correlazioni:

Thromboplastin L (secondi) = 0,9911x + 0,1038 ? =0,9941 n=268
Thromboplastin L (INR) = 0,9853x + 0,0261 = 0,9500 n =268
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Thromboplastin L
Instrucciones de uso eS

USO PREVISTO

El uso previsto del kit Thromboplastin L es realizar ensayos de hemostasia basados en la coagulacion.

La primera prueba estandarizada de la protrombina en una sola etapa fue desarrollada por el Dr. Armand Quick en 1935.
Ahora se ha convertido en la prueba de cribado basico de la coagulacion para el dlagnosnco de deficiencias congénitas y
adquiridas de factores de coagulacion de la via extrinseca (factores II, V, VIl y X)"2. Se usa también para la induccion y
monitorizacién del tratamiento anticoagulante oral 3.4 y puede usarse para valorar la capacidad de sintesis de proteinas
del higado en trastornos hepaticos cronicos o agudos

La Thromboplastin L tiene su origen en cerebro de conejo, pero se parece a la BCT humana en su bajo indice de
Sensibilidad Internacional (ISI). EI ISI de Thror L es de ap nente 1,1y se calibra contra el preparado
de referencia internacional de la OMS®. La prueba de Thromboplastin L esta especialmente adaptada a la monitorizacion
del tratamiento ar Jlante oral y, j con el plasma deficiente en el factor oportuno, la medicién de la
actividad de los factores en la via extrinseca. La tromboplastina tisular, en presencia de iones calcio, es un activador que
inicia la via extrinseca de la coagulacion. Cuando se afiade una mezcla de tromboplastina tisular e iones calcio al plasma
normal citratado, se activa el mecanismo de coagulacién, conduciendo a un coagulo de fibrina. Si se produce una
deficiencia dentro de la via extrinseca, el tiempo necesario para la formacion de coagulos se prolongara dependiendo de
la intensidad de la deficiencia.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion
personal adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para
saber més sobre las indicaciones adecuadas de advertencia y riesgo. Desechar los componentes de conformidad con
las normativas locales.

COMPOSICION

Componente Contiene Descripcion Preparacion
Thromboplastin L 2 x 5 mL (REF 5265HL) Tromboplastina liquida de La tromboplastina liquida calcificada
8 x 5 mL (REF 5265L) cerebro de conejo que esta lista para su uso. No es necesario
10 x 10 mL (REF 5267L)  contiene cloruro de calcio, mas calcio para realizar pruebas
estabilizadores y estandar de PT. Los contenidos del vial
conservantes. se deben mezclar bien antes de
utilizarlo (5 minutos en el rodillo).
Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

ARTICULOS NECESARIOS NO SUMINISTRADOS
Los siguientes productos se puede utilizar junto con la Thromboplastin L:

REF 5519 ISI Calibrant Plasma Set
REF 5490 INR Reference Set

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los reactivos no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones
indicadas en el vial o en la etiqueta del kit.

Thromboplastin L Los viales abiertos permanecen estables durante 2 meses a una temperatura de entre *2 — *8°C, 5
dias a una temperatura mayor a *15°C (en el Sysmex CA1500), y 6 horas a una temperatura mayor
a*37°C (en el AC-4, incluido el contenedor del reactivo y el tapon). Se puede conseguir estabilidad
multiuso de 7 dias (Sysmex CA-1500).

NO CONGELAR. Los grumos grandes de particulas o los cambios en los valores esperados pueden
indicar deterioro del producto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el anticoagulante citrato soédico
al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion a 1500 x g durante 15 minutos. El plasma
debe conservarse a *18 —*24°C. Las pruebas deberian terminarse en 4 horas desde la recogida de las muestras o el
plasma puede conservarse congelado a -20°C durante 2 semanas o -70°C durame 6 mes. Descongelar rapidamente a
*37°C antes de realizar la prueba. No conservar a *37°C durante méas de 5 minutos®.

PROCEDIMIENTO

Para la comunicacion exacta del INR, se recomienda determinar la ISI especifica del laboratorio del reactivo con el
sistema de prueba en uso. Se recomienda el ISI Calibrant Plasma Set de Helena Biosciences Europe (REF 5519) para
este fin®. Esto debe realizarse para cada nuevo lote de reactivos. Debe usarse el Set de Referencia de INR de Helena
Biosciences Europe (REF 5490) para comprobar las desviaciones en el ISI del sistema local que se han observado con
cambios en la temperatura del laboratorio y el mantenimiento posinstrumental, entre otras variaciones locales.

Método Manual

1. Mezclar la cantidad suficiente de Thromboplastin L para completar la prueba anticipada para el dia e incubar a
+37°C durante un periodo de tiempo no superior a 4 horas.
2. Precaliente 0,1 mL del plasma de prueba a *37°C durante 2 minutos.
3. Afada 0,2 mL de reactivo de tromboplastina recién mezclado al plasma mientras pone en marcha
simultaneamente un cronémetro.
4. observa el tiempo hasta la formacion del coagulo procurando afinar en la décima 0,1 de segundo mas préxima.
Método Automatizado

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o pongase en contacto con
Helena Biosciences Europe para notas de aplicacion especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

Los resultados deben comunicarse en los 0,1 segundos mas préximos y las pruebas duplicadas deben estar de acuerdo
entre si dentro del 5%. Los valores de %TP pueden interpolarse a partir del grafico de calibracion (%TP de los plasmas
de calibracion del TP frente al tiempo de coagulo medido) que debe ser una linea recta cuando se representa en un
papel de graficos log-log.

Los valores de INR pueden calcularse INR = (Tiempo de TP Paciente / Tiempo de TP normal medio)'®'

usando la siguiente formula:

Si necesita una guia clara de indicaciones y tratamiento de pacientes con warfarina, consulte The British Society for
Haematology y su ultima edicion de “Guidelines on oral anticoagulation with warfarin” que, en el momento de impresion
de este documento, se encuentra en su cuarta edicion de 2011°.

LIMITACIONES

El uso de diluciones seriadas de un plasma de referencia para la curva de %TP no se recomienda, porque puede llevar a
discrepancias producidas por el bajo fibrinégeno en las diluciones del plasma de referencia, que no se reflejan en las
muestras de pacientes que tienen fundamentalmente niveles normales de fibrindgeno. Helena Biosciences Europe
recomienda utilizar el kit 5504R %PT/INR directa a tal fin.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el
operador. Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.
Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este producto:

REF 5186 Routine Control N
REF 5187 Routine Control A
REF 5183 Routine Control SA
REF 5490 INR Reference Set

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta
razon, cada laboratorio debe establecer su propio intervalo normal. Esto es especialmente importante para la calibracion
local del ISI. Con la serie de instrumentos Sysmex, es frecuente que los valores normales varien entre 11,50 - 14,60
segundos; 0.930 - 1.160 INR; 79.10 - 112.80 %PT .

CARACTERISTICAS FUNCIONALES

Las sigui caracteristicas de rer > han sido jas por Helena Biosciences Europe o sus
representantes usando un instrumento de coagulacion Sysmex CA-1500. Cada laboratorio debe establecer sus propios
datos de rendimiento.

Reproductibilidad

Muestra Routine Control N Routine Control A Routine Control SA
SD CV (%) SD CV (%) SD CV (%)

Repetibilidad 0,07 0,59 0,24 1,09 0,45 1,1

Entre series 0,10 0,83 0,16 0,75 0,49 1,20

Entre dias 0,04 0,32 0,06 0,27 0,25 0,62

En el dispositivo/laboratorio 0,12 1,07 0,29 1,35 0,72 1,75

Interferencias

Helena Thromboplastin L no detecta niveles de heparina inferiores a 2 U/mL.Con un umbral de interferencia del 5%, no
hay interferencias significativas de hemoglobina en concentraciones de hasta 10 g/L. Con un umbral de interferencia del
5%, no hay interferencias significativas de bilirrubina en concentraciones de hasta 0,5 g/L para Thromboplastin L. La
interferencia de lipidos demuestra que los niveles de lipidos no afectan directamente al tiempo de coagulacion del
reactivo hasta 3,75 g/L. Las concentraciones de lipidos superiores evitan detectar la coagulaciéon.

Comparacion del método

La comparacién del tiempo de coagulacion y los valores INR se determiné con tromboplastina L y tromboplastina LI en
268 muestras. Se obtuvieron las siguientes correlaciones:

Thromboplastin L (segundo) = 0,9911x + 0,1038 2 =0,9941 n =268
Thromboplastin L (INR) = 0,9853x + 0,0261 r = 0,9500 n =268
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Tect-cuctema "XXuakuih Tpom6oniacTmn"
VHCTPYKUMA

ru

HA3HAYEHUWE

KomnnekT TecT-cuctema ">Knakuii Tpom6onnacTuH' npeaHasHaqeH AnA BbiMOMHEHNA aHaM30B remocTasa Ha OCHoBe
KPOBAHOIO CrycTKa.

BHEDEbIe CTaNﬂapTMBMDOBaHHbIﬁ OIJHOCTa,CLIAIZHbII"’I TectT AnAa onpeaeneHva HDOTpOMGMHOBOFO BpemeHn 6bin
npeanoxeH A-poMm ApMaHI_]OM Keukom B 1935r. Ceiiyac OH CTan OCHOBHbIM CKPUHUHIOBbIM TECTOM ANA ANarHoCTUKN
BPOXAEHHOrO M NPUOBPETEHHOro AethUUMTOB (haKTOPOB CBEPTLIBAHMA KPOBM MO BHeLWHemy nyTu (cbakTops! Il, V, VIl n
X)"2. OH TakxKe WMCTIONb3yeTCA ANA MOHWTOPUHIA Tepanuu OpabHbIMA aHTUKOArynAHTaMU®, a Takke MOXeT
NPUMEHATBCA W ANIA OUEHKM  6eNoK CUMTETUHYECKOW (hYHKUMM MeYeHM Mpyu ee OCTPbIX  /IMGO XPOHNYECKUX
3a6onesaHuAXx.

PeareHT nNpuroToBneH u3 sKCTpakTa TKaHuW Mo3ra Kponvka 1 no o cBoero MUY aHoro MHpekca
YyscTBUTENbHOCTM) conocTasum co CTaHpapTom TpomGonnacTuHa Bputaunm (BCT — British Comparative
Thromboplastin). MWY  >Kuakoro TpDMﬁOI'U'IaCTMHa npuMepHo paseH 1.1 1 oOTKanMbpoBaH OTHOCUTENbHO
MeXAyHapoaHoro pedepeHca BO3®. XXuakuit TPOMGONNACTUH OCOGEHHO MOAXOAUT AJIA MOHUTOPWUHra Tepanuun
opasbHLIMK aHTUKOArynAHTaMM 1 ANA U3MEPEeHUA aKTUBHOCTW (hakTOPOB BHELIHEro nyTW CBEpPTbIBAHUA(BMECTE C
cooTBeTCTBYIOlWel (hakTop-AeUUNTHOI Nna3moin). TkaHesbllh TPOMGONNACTUH B NPUCYTCTBUMM WOHOB KanbLMA
ABMAGTCA aKTUBATOPOM BHELUHEro NyTW CBEpPTLIBaHNA KPOBY. Mpn A0GABNEHUM CMECU TKaHeBOro TPOMGONNacTMHa ¢
Kanbumem K HOpMaﬂhHOﬁ L\IATpaTHOI‘/'i nnasme akTMBMpyeTCcA MexaHusm eé CBepTbiBaAHWA, ﬂpMBO,D,RLLlIAIZ K 06paSDBaHVIIO
hnbprHoBOro cryctka. Ecnm y nauneHTa nmeet MecTo aethuumT hakTOpPOB BHELIHEro MyTu, TO BpemA, Heobxoaumoe
AnA obpasoBaHuA crycTka 6yaeT YANMHATLCA NPAMO NPONOPLIMOHANLHO CTeneHn aecuumTa hakTopos.

NPEAYNPEXAEHUA U MEPbI MPEAOCTOPOXXHOCTH

Copepxatumecs B AaHHOM Habope peareHTbl NpeaHasHaueHbl TONbKO ANA in vitro anarHocTukn— HE MPUHWUMATD
BHYTPb! Mpun paboTe co BceMn KOMMOHEHTaMW Habopa UCMoMb30BaTh COOTBETCTBYIOWIME CPEACTBA MHAMBUAYaNbHON
3aWwnTbl. B cnyvae HeOﬁXOIJIAMOCTVI CM. CBMOETenbCTBO O 6esonacHocT nw3pnenuA ONnA  O3HaKOMNeHuA C
COOTBETCTBYIOLWMMU ONUCAHUAMU ONaCHOro BOGAGVICTEVIH “ CBEAEHMAMU O Mmepax NpeaoCTOPOXHOCTW. VnaneHVle
KOMMOHEHTOB B OTXOALI MPOU3BOANTE B COOTBETCTBIM C MECTHLIM NPaBUiaMm.

COCTAB

KoMnoHeHTb! CocrtaB Ha6opa Onucaxuve MpuroToBneHune peareHToB
HKugkuin 2 x5 mn (Kat.Ne 5265HL) Tpom6onnacTuH- HKnpakuit KanbUMHUPOBAHHbIA
Tpom6onnacTuH 8 x 5 mn (KaT.Ne 5265L) KasnbLmeBan CycneHauio TPOMGONNACTMWH, FOTOBbINA ANA

10 x 10 mn (KaT.Ne 5267L)  peareHTa u3 aKcTpakTa 1cnonb3oBaHuA. [1NA npoeaeHva
TKaHW MO3ra Kposvka, Tecta MB AONONHUTENbHBIA
pacTBopa xsiopuaa Kanbumii He TpebyeTcA.
Kanbuua u Copnepxmoe chrakoHa
cTabunusaTopos nepemeLaTb A0 UCNONb30BaHNA (5
MWH. Ha ponnepe)

Kadxablii Habop COAEPXXUT UHCTPYKLIMIO MO NPUMEHEHWIO.

Bknagbiw ¢ y IX 7 K p:

XapaKTepHbIM ANA AAHHOTO oTa.

aHanusaTopam 1 MeToAaMm UCcneaoBaHna,

HEOBXOAUMBIE KOMMOHEHTbI, HE BKJTIOYEHHbLIE B KOMMNEKT NOCTABKU
MpoayKumMA HKe, KOTOPaA MOXET UCMONb30BaTLCA BMECTe ¢ TecT-cucTemoit «TpomBonnacTuH»:

Kat.Ne 5519 Kanun6patop MUY
Kat.Ne 5490 KonTpons Ha MHO

XPAHEHUE, CPOK FOIHOCTU U YCTOWYMBOCTb
HeBsckpbiTble hriakoHbl ¢ peareHTamy XpaHATCA A0 UCTEUEHNA CPOKa FO[HOCTY B YCNIOBMAX, YKA3aHHbIX Ha 3TUKETKe.

XKuakuin BckpbiThle hnakoHbl roaHbl K NPUMEHEHUIO B TedeHne 2 MecALes Npu TemnepaType
TpoM6oNNacTH xpaHeHuA 2-8°C, 5 aneit npu 15°C (Ha 6opTy Sysmex CA-1500) u 6 yacos npu 37°C (Ha 60pTy
AC-4, NCTONb3yA KOHTEMHEP ANA PeareHToB C KPbIlKoii). CTabunbHOCTL peareHTa Ha 60pTy
Sysmex CA-1500 - 7 aHei.
HE 3AMOPAXXVBATb! MNpusHaku yxyaweHna ka4ecTsa peareHTa: 60nbLI0e CKonneHme
4acTUL NN OTAIMHMA OT OXMAAEMbIX 3HAUEHIUA MOTYT 03HAYaTb YXy/AWEHNe CBOVICTB
peakTuBa.

OTBEOP U NOArOTOBKA OEPA3LI0B

[nA pa6oTbl crieAyeT MCMONb30BaTh TOMbKO MNACTUKOBLIE UM CUr HHbIE C . Kpoeb
3abupaeTcA B NPOGMPKY C LMTPATHLIM aHTUKOArynAHTOM (3,2% unu 3,8% uMTpaT HaTpuA) B COOTHOWeHuM 9 + 1. Mocne
ueHTpucyrupoBanma npu 1500 g, B TedeHne 15 MUHYT (MCMoONb3oBaHUE APYrx napameTpoB AOSMKHO MPOBEPATLCA
na6opaTopueil), Mony4eHHylo nnasmy Heo6XoauMO OTAENNTb OT (hOPMEHHbIX 3nemMeHToB Kposw. Mnasmy cneayet
XpaHuTb Npu Temnepartype *18 —"24°C. TecTupoBaHMe AOKHO BbiTb MPOBEAEHO B TeueHWe 4 4acoB nocne 3a6opa
06pasuos, ME0 Nnasmy MOXHO OAHOKPATHO 3aMOPO3UTh U XPaHUTL NpK TemnepaType -20°C B TeyeHne 2 Heaenb unn
npu -70°C B Teuyenne 6 mecAues. Mepen npoaeneuwem uccnenoBaHnA nnasmy cneayeT GbICTPO pa3mMopo3vTb MpU
*37°C. He aepxars nnaamy npu *37°C Gonee 5 mMuHyT®.

NPOLEEAYPA

[nA yctaHoBneHnA Gonee TouHoro MHO pekomeHayeTcA onpefenuTb cneunduyeckoe AnA nabopaTopun 3HadeHue
MWY (Tak HasblBaeMblit «floKanbHbl» MUY) ana xuakoro TpombonnactuHa. Helena Biosciences Europe pekomeHayeT
ANA 3TUX Lenei npumeHATb Kanubpatop MUY (Kat.Ne REF 5519)75 Mono6Han npoueaypa AomkHa 6biTb NpoBeaeHa
ANA KaXKaoii HoBol napTum peareHToB. KoHTponb Ha MHO (KaT.Ne REF 5490) ucnonb3syeTcA AnA KOHTPONA U3MEHeHUA
B «/10KanbHOM» MUY, Tak Kak ero 3HauyeHue MOXeT He3HaYUTEerNbHO Bapb1pOBaTh B 3aBUCUMOCTY OT MCMOMb3YEMbIX
MPUGOPOB, & TaKXKe U3MEHEHNI1 TeMnepaTypb! B 1a6OPaTOPUN 1 APYTIX NIOKaNbHBIX (haKTOPOB.

PyuHon Meton

1. B3ATb HEOGXOAMMOE KONMYECTBO XMAKOro TPOMGONNACTUHA, Hi AnAn TecT A B
TeyeHue AHA 1 HKyGrposaTk npu 370C (Ho He Gonee 4 yacos).
2. TMporpeTb 0,1 MA TECTUPYeMOii NNaambl Npu *37°C B TeueHue 2 MUHYT.
3. [o6aButb 0,2 MN CBEXENPUrOTOBNEHHOM paboyeli CMECU PeareHToB K niasMe U HeMeANEeHHO BKIOYNTbL
Taiimep.
4.  3ameTuTb BpemA, Heobxoaumoe AnA 06pa3oBaHKA CrycTka ¢ TOYHOCTbIO 10 0,1cek.
ABTOMaTM3UpOBaHHbIH MeToa
,uﬂﬁ nposefeHnA TeCTUpPOBaHWA Ha aBTOMaTU4eCKUX KoarynomeTtpax, HQOGXOIJVIMD oﬁpawnhcn K PYKOBOACTBY
nonb3oBaTenA 1 K COOTBETCTBYIOWEN ananTtaumm, KoTopble A0CTYMHbI Y oduuManbHbiX AUCTPUBLIOTOPOB M KOMNaHUM
XeneHa.

WHTEPMPETALWA PE3YJIbTATOB

PesynbTaThl AOMKHBI GbiTb NPEACTAB/EHbI C TOYHOCTLIO A0 0,1 CEK 1 pasHMLa B NOBTOPAX He AOMKHA NPeBbIWaTh 5%.
3BHaueHne %[B MOXHO onpenenvTb no KanwﬁposowHoMy rpachuky (rpachmk ™ %[MB ot ol 0
BPEMEHW), KOTOpbI AOMKEH BbiTb CTPOro B 6unorapud ITax Npv NOCTPOeHUU rpadumka
Ha TPOBKE C norapuc! MacwTabom Ha 06enx ocAx.

MHO Mo3eT 6bITb BbIMUCIEHO MO hopmyne: )}MW

MHO= {MB (nauvieHTa)/cpeaHee MB (Hopma)
AnA 6Gonee noapo6HON MH(OPMaUWMK MO MOHWTOPUHIY nauuWeHToB Ha BapdapuHe obpaTuTech K pekoMeHAaUMAM
BputaHckoro O6uectea no lematonorvu - «PekomeHpauMu Mo aHTUKOArynAaHTHON Tepanun BapcapuHom», 4-e
u3panne 2011r. Ha BpeMA neyartu 3Toro JOKyMeHTa”.

OrPAHUYEHUA

Ona nony rpacmka cTn (%I1T) oT B! CBEpTbIBAHNA HE PEKOMEHAYeTCA WCMonb30BaTh Cepun
pasBeneHMin  peciepeHCHON MNasmbl, MOCKOMbKY 3TO MOXET MPMBECTM K HETOYHOCTM, BbI3BAHHON HU3KUM
conep>xaHnem ubpuHoreHa B GonblUMX pa3BeieHUAX peciepecHoit nnasmbl, YTO He COOTBETCTBYeT obpasuam
nauveHToB, WMeKWnx, B OCHOBHOM, HGpMaﬂhHhIVI YpPOBEHb Q)VIﬁpVIHOI'eHa. Komnanua Xenewa pekomeHayeT
ucnonb3oBaTth kanubparop kat. Homep 5504R ana %[M1B, n npamoro onpeaenexua MHO.

KOHTPOJIb KAYECTBA

Kaxpaa nabopatopuA [OMKHA YCTaHOBWUTL MpOrpamMmy KOHTponA kadectsa. [lepef msMepeHvem Kaxaon naptum

06pa3LioB NaLUeHTOB HEOGXOANMO NPOTECTMPOBATE HOPMATbHYIO 1 NATOMOTMYECKYIO MNaaMy, YTOBLI YAOCTOBEPUTLCA

B YAOBNETBOPUTENBHON paGoTe oﬁopy.u.oaaHm v onepatopa. ECM KOHTPOMbHbIE M3MEPEHUA He COBNaaaloT ¢
, TO [AaHHble NauveHToB cneayeT cYMTaTb He[0CTOBEPHbIMU.

KoMnann Xenena peKumeunyeT cneny»oume KOHTPOSIbHbIE MaTepuasbl:

Kat.Ne 5186 KoHTponb kayectsa, Hopma

Kat.Ne 5187 KoHTponb kayecTsa, yMepeHHO BblpaxeHHaA naTonorna
Kat.Ne 5183 KoHTponb kayecTsa, BbicOKan Natonorna

Kat.Ne 5490 KoHTponb Ha MHO

HOPMAJIbHBIE MOKA3ATE/N

Pe(bepeHCHble 3Ha4YeHuA MOryT BapbuvpoBaTb Mexay ﬂaGOpaTOpMHMVI B 3aBMCUMOCTW OT WUCMONb3YyeMbIX METOOo0B U
aHanusaTopoB. B cBA3M ¢ aTUM KaxxaaA nabopaTtopuA AOMKHA ONpeaenvTb CBOKO COBCTBEHHYIO 06nacTb HOPMasIbHbIX
3HaueHWin. BTO KpaiiHe BaXHO ANA YCTaHOBKM NokanbHoro MUY TpomGonnacTuta. [ Hop!

nauvieHTos 11,50 - 14,60 cek.; 0.930 - 1.160 INR; 79.10 - 112.80 %PT ¢ ucnonb3osaH1em koarynomeTpos Sysmex.

SKCNYATAUNOHHBIE XAPAKTEPUCTUKN

Komnanua XeneHa wnm €€ AMCTPMGLIOTOPLI OMpeaen Iy Crneaylowme  OpPUEHTVPOBOYHbIE — aHanMTUYecKue
xapakTepucTuku. Kaxpaa na6opatopua [O/KHA ONpeaennTb CBOM COGCTBEHHbIE aHaNMTUYECKUe XapaKTepucTUKM.

Mpun 0BaHUN ONTUKO:- KOrO KoarynomeTpa W peareHToB XeneHa Gbinu onpeaeneHsl cneayiowme
koathchuumenTsl Bapuaumm (CV):
BocnpoussoaMMocTb
O6pasey KoHnTponb KoHTponb kauecTsa, KoHTponb kauecTsa,
KavecTBa, Hopma naronoruva
naronorua
SsD cv(%) SD CcV (%) SsD CcV (%)
BocnpouasoaumocTs 0,07 0,59 0,24 1,09 0,45 1,11
B npeaenax aHaMTUHeCcKon 0,10 0,83 0,16 0,75 0,49 1,20
cepun
MexX/y pasHbIMU 0,04 0,32 0,06 0,27 0,25 0,62
aHaNNTU4eCKNMU cepuAmMn
mexay 0,12 1,07 0,29 1,35 0,72 1,75

napTUAMM/NaGopPaToPUAMA

TecT-cuctema "XXuakuit TpoMGONNACTUH" He YyBCTBUTENEH K renapuHy B KOHLEHTpauumn fo 2 Ea/mn. Ucnonbsya 5%
AONYyCTUMOE OTK/IOHEeHWe, peareHT He YyBCTBUTEeNeH K I'eMOI'ﬂOGI/IH‘/ B KOHUEHTpauuu no 10 /. MCHOﬂhSyH 5%
[ONYCTUMOE OTK/IOHEHWe, peareHT He YyBCTBUTENeH K 6unupybuHy B KoHueHTpauum no 0.5 r/Jl. He o6HapyxxeHo
YYBCTBUTENbHOCTM K YPOBHIO Nunuaos Ao 3.75 r/J1 okasblBaloWMX BO3AENCTBME Ha BpeMA CBEPTLIBAEMOCTU.
KOHUEHTPaLMM MNNAI0B BbilLe 3TOFO YPOBHA NPEAOTBPATAT OGHAPYXXEHMe CrycTKa.

CpaBHeHMe co cTaHAapTamu:

CpaBHeHne 3HadeHMit MHO 268 o6pasuoB, onpeaenéHHbIX € nomolblo TecT-cucTembl “TpomGonnacTuH” u
TecT-cuctembl “XXunaxuii TpoM6onnacTMH” Aano cneayiolumne KOppeALMOHHbIE COOTHOLEHNA:

YKnpkuii Tpomb6onnacTuH (cek) = 0,9911x +0,1038 P= 0,9941 n =268
SKuakuii Tpombonnactur (MHO) = 0,9853x + 0,0261 2 = 0,9500 n =268
JIMTEPATYPA

1. Quick AJ (1935) A Study of the Coagulation Defect in Hemophilia and Jaundice, Am. J. Med. Sci, 190: 501.

2. Biggs R (1976) Human Blood Coagulation, Haemostasis and Thrombosis, 2nd Edition, Blackwell Scientific
Publications, London.

8. Hirsh J, Poller L, Deykin D, Levine J, Dalen JE (1989) Optimal Therapeutic Range for Oral Anticoagulants, Chest,
95: 58-11S.

4. Poller L (1986) Laboratory Control of Anticoagulant Therapy, Sem. Thromb. Haemostasis, 12: 13-19.

5. World Health Organisation (1984) Expert Committee on Biological Standards, Technical Series, 700: 19.

6. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood Specimens for
Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays: Approved Guideline, 5th edn.
CLSI: H21-A5.

7. Poller L., Triplett DA, Hirsh J, Carroll J, Clarke K (1995) The value of plasma calibrants in correcting coagulometer
effects on International Normalised Ratios (INR): An international multicentre study, Amer. J. Clin. Pathol, 103:
358-365.

8. Poller L, Triplett DA, Hirsh J, Carroll J, Clarke K (1995) A comparison of lyophilised artificially depleted plasmas
and lyophilised plasmas from warfarin treated patients in correcting for coagulometer effects on International
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9. Keeling D (2011) Guidelines on Oral Anticoagulation with warfarin: Forth Edition, British Journal of Haematology,
154(3): 311-324.
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Coagulation Control Plasmas en
Instructions for use

INTENDED PURPOSE

The Coagulation Control Plasmas kit is intended for use as a quality control material

Routine Control N, Routine Control A and Routine Control SA are for use as normal, moderately prolonged and markedly prolonged

controls for PT and aPTT assays. They are also assayed for Fibrinogen, TCT and ATIIl, and are prepared from normal human
plasma.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal protective
mn:_u_dm:. when handling all kit oo_duo:m:.w Refer to the product safety declaration for the link to appropriate hazard and
y where Dispose of components in accordance with local regulations.

Blood products have been screened and found negative (unless otherwise stated on the kit box or vial) for the presence of:
Hepatitis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV antibody

However they should be handled with the same precautions as a human patient sample.

COMPOSITION
REF Component Content Description
5186 Routine Control - N 10x1mL Prepared from pooled normal plasma.
5187 Routine Control - A 10x1mL Prepared from adsorbed human plasma.
5183 Routine Control - SA 10x1mL Prepared from adsorbed human plasma.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Each kit contains instructions for use.
Each kit contains lot spe reference values insert.

Each vial contains 1 mL of buffered, lyophilised human plasma.
Preparation: Reconstitute each vial of the appropriate control with 1 mL of distilled or deionised water. Swirl gently.
for 10 minutes for complete dissolution and mix well before use.

ITEMS REQUIRED BUT NOT PROVIDED

Coagulation Control Plasmas may be used when performing tests on any mechanical or photo-optical coagulation instrument in
conjunction with all suitable, commercial reagents.

low to stand

STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial or kit label. The
reconstituted controls are stable for 8 hours when kept at *2 —*8°C or 4 weeks at -20°C when flash frozen. Keep covered.

SAMPLE COLLECTION AND PREPARATION
Not applicable.

PROCEDURE

Each control should be treated in the same manner as the unknown specimen in accordance with the instructions outlined in each
particular test protocol.

INTERPRETATION OF RESULTS

Routine Control N should give values within the laboratory normal range for PT, aPTT and fibrinogen assays. Routine Control A and

Routine Control SA have been to give and markedly PT and aPTT times respectively. Lot and
instrument specific expected values are provided with each pack of controls.
LIMITATIONS

The results obtained with Coagulation Control Plasmas depend on mm«m_‘wm_ factors strongly associated with instrumentation, types of
reagents, deficient substrates and laboratory to laboratory variations Each laboratory should establish an expected range for
the particular instrument-reagent system.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior to each
batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform as expected,
patient results should be considered invalid.

REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each laboratory
should establish its own reference ranges.

PERFORMANCE CHARACTERISTICS

The following performance istics have been i by Helena Europe or their representatives using an
opto-mechanical . Each y should establish its own performance data.
Reproducibility
Intra-assay precision
Sample n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 171
Routine Control SA 5 172 1.03

BIBLIOGRAPHY

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCF, 59:231-235.

Plasmas de contrdle de coagulation ._"—‘
Fiche technique

UTILISATION

Le kit Coagulation Control Plasmas est destiné a étre utilisé comme produit de controle qualité.

Les contréles Routine Control N, Routine Control A et Routine Control SA servent de témoins normal, modérément prolongé et
nettement prolongé dans les déterminations du TP et du TCA. Le fibrinogéne, la TCT et I'ATIII ont été dosés et ils sont préparés a
partir de plasma humain normal.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit mo_‘_» a usage diagnostique in vitro uniquement — NE PAS Porter un équi de
individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de sécurité du produit
pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les composants conformément
aux églementations locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultat négatif (sauf indication contraire sur la boite du kit ou sur le
flacon) quant a la présence de :
Antigéne de I'hépatite B (AgHBs)

Anticorps anti-VHC
Cependant, ils doivent étre manipulés avec les mémes précautions que celles prises pour les échan

ns patients humains.

COMPOSITION
REF Composant Contient Description
5186 Routine Control - N 10x 1 mL Préparé a partir d’un pool de plasma norm:
5187 Routine Control - A 10x1mL Préparés a partir de plasma humain adsorbé.
5183 Routine Control - SA 10x1mL Préparés a partir de plasma humain adsorbé.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Chagque kit contient une fiche technique.
Chagque kit contient valeurs de référence spécifiques du lot.
Chagque flacon contient 1 mL de plasma humain tamponné lyophilisé.

Préparation: Reconstituer chaque flacon du contréle approprié avec 1 mL d’eau distillée ou désionisée. Agiter doucement. Attendre
10 minutes jusqu’'a dissolution totale et bien mélanger avant d'utiliser.

MATERIEL NECESSAIRE NON FOURNI

Le Coagulation Control Plasmas peut étre utilisé dans les analyses réalisées sur des instruments de coagulation mécanique ou
photo-optique avec les réactifs appropriés vendus dans le commerce.

CCONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les conditions indiquées sur
tiquette du kit ou du flacon. Une fois reconstitués, les contréles sont stables 8 heures entre *2 —*8°C ou 4 semaines a -20 °C en
cas de congélation instantanée. Courir le produit.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS
Non applicable.

PROCEDURE

Chagque contrdle doit étre traité de la méme maniére que I'échan
spécifique.

INTERPRETATION DES RESULTATS
Le Routine Control N doit donner des valeurs se situant dans la plage normale du laboratoire pour le TP, le TCA et le fibrinogéne.

Le Routine Control A et le Routine Control SA ont été standardisés pour donner des temps TP et TCA prolongés et trés prolongés
respectivement. Les valeurs prévues spécifiques du lot et de I'instrument sont fournies avec chaque kit de controles.

n & analyser en observant les instructions de chaque protocole

LIMITES

Les résultats obtenus avec le Coagulation Control Plasmas dépendent de U:_._wm_m:ﬁ facteurs fortement corrélés avec l'instrument,
les types de réactifs, les substrats carencés et les variations int <% Le doit une plage prévue
pour chaque systéme instrument-réactif.

CONTROLE QUALITE

Chagque laboratoire doit établir un programme de contréle qualité. Les plasmas de contréle, normaux et anormaux, doivent étre
testés avant chaque lot d'échantillons patients afin de s'assurer que linstrument et I'opérateur offrent des performances
satisfaisantes. Si les contrles ne donnent pas les résultats prévus, les résultats du patient doivent étre considérés comme non
valables.

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d'un laboratoire a I'autre suivant les techniques et les systemes utilisés. C'est pour cette
raison qu'il appartient a chaque laboratoire de déterminer ses propres plages de référence.

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en uf
instrument de coagulation opto-mécanique. Chaque laboratoire doit établir ses propres données de performance.

Reproductibi
Précision intra-série

Echantillon n TCACV (%) TP CV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.7
Routine Control SA 5 1.72 1.03

BIBLIOGRAPHIE

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCF, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of Ct Factor Assay

XN

AJCP, 59:231-235.

Kontrollplasma fiir die Gerinnung Q@
Anleitung

VERWENDUNGSZWECK

Das Coagulation Control Plasmas-Kit ist fiir die Qu

skontrol

vorgesehen.

Routine Control N, Routine Control A und Routine Control SA sind als normale, méBig verzdgerte und stark verzogerte Kontrollen
fir PT und aPTT Tests geeignet. Sie sind auch auf Fibrinogen, TZ und AT-Ill getestet und werden aus normalem Humanplasma
hergestel

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in sem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen. NICHT
VERSCHLUCKEN. Tragen Sie beim Umgang mit mmi___ozm: des Kits Schutzausriistung. Beachten Sie
gegebenenfalls die Verweise auf und Vorb: arungen in der Produktsicherheitserklarung.

Entsorgen Sie Komponenten gemaB aw: rtlichen <oﬁwnj::m:,

Die Blutprodukte wurden untersucht und sind fiir folgende Gene ohne Befund (soweit nicht anderweitig auf der Verpackung oder
den Ampullen angegeben):
Hepatitis-B-Antikérper (HbsAg)
HIV-Antikorper 1
HIV-Antikérper 2
HCV-Antikorper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen Patienten.

ZUSAMMENSETZUNG
REF Komponente Inhalt Beschreibung
5186 Routine Control - N 10x1mL Aus gepooltem Humanplasma hergestellt.
5187 Routine Control - A 10x1mL Adsorbiertem Humanplasma hergeste
5183 Routine Control - SA 10x1mL Adsorbiertem Humanplasma hergests
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Jedes Kit enthalt eine Gebrauchsanweisung.
Jedes Kit enthalt chargenspezifischen Referenzwerten

Jedes ﬂ_mmozozm: enthélt 1 mL mmu::mamm lyophilisiertes I:3m=n_mm3m
U Jedes F mit 1 mL oder entionisiertem Wasser rekons!
mnssmzrmz Zum vollstandigen )::omm: 10 Minuten stehen lassen und vor Gebrauch gut mischen.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Coagulation Control Plasmas kann in Verbindung mit allen entsp i 1 ien bei der Di y von
Tests an ren oder lict werden.

LAGERUNG, HALTBARKEIT UND STABILITAT

ingen bis zum

Ungeoffnete Flaschchen sind unter den auf oder
2 —*8°C 4 Wochen m_mu: bzw. 4 Wochen bei -20 °C, wenn

Verfallsdatum stabil. Rekonstituierte Kontrollen sind bei
schockgefroren. Verschlossen aufbewahren.

PROBENENTNAHME UND VORBEREITUNG
Entfallt
VORGEHENSWEISE

Jede Kontrolle solite gemaB den Anleitungen der einzelnen wie Probe werden.
INTERPRETATION DER ERGEBNISSE
Routine Control N solite 4:_‘ PT, m_uj und Fibrinogen Tests Werte im Normalbereich ergeben. Routine Control A und Routine

Control SA wurden bzw. stark PT und aPTT Zeiten zu ergeben. Chargen und Gerate
spezifische Normalwerte sind in gmnmﬁ Packung mit Kontrollen enthalten.

EINSCHRANKUNGEN

Die mit Coagulation Control Plasmas erzielten Resultate héngen von mehreren Faktoren ab, die stark mit dem Gerat, den
i und Unterschieden zwischen den Labors in Verbindung stehen"?3. Jedes Labor
sollte daher firr jedes Geréte-Reagenzien-System einen eigenen Normalwertebereich erstellen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitétskontrolle sorgen. Normale und pathologische Kontrol c_mmim: missen vor jeder
Testreihe Patientenproben getestet werden, um eine zufrieden stellende g und Liegen
die des No 1s, sind die nicht zu




REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem Grund
sollte jedes Labor seine eigenen Referenzwertbereiche erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder i
Gerinnungsgerat ermittelt. Jede Labor muss seine eigenen Werte ermitteln.

rem Auftrag mit einem optomechanischen

Reproduzierbarkeit
Intra-assay-Prazision

Probe n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 276 1.7
Routine Control SA 5 172 1.03
LITERATURVERZEICHNIS

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,

37:559-568.
2. MD (1971) in Coagulation Assays, AJCP, 55:561-564.

3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.

Plasmi di controllo della coagulazione __”
Istruzioni per 'uso

SCOPO PREVISTO

Il kit Coagulation Control Plasmas & concepito per 'uso come materiale di controllo qualita.

Routine Control N, Routine Control A e Routine Control SA sono destinati ad essere utilizzati come controlli normal
prolungati e ite per i dosaggi di PT e aPTT. Essi vengono dosati anche per fibrinogeno, TCT
e ATIIl e sono preparati con plasma umano normale.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare un'adeguata

protettiva durante la di tutti i del kit. Per conoscere i relativi simboli precauzionali
e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto. Smaltire i componenti conformemente
alle normative local

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla confezione del kit o sulla fiala)
per la presenza di
Antigene dell’epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse

COMPOSIZIONE

i adottate per un paziente umano.

REF Componente Contiene Descrizione
5186 Routine Control - N 10x1 mL Preparato con un pool di plasma normale.

5187 Routine Control - A 10x1mL Preparati con plasma umano adsort
5183 Routine Control - SA| 10x1mL Preparati con plasma umano adsort
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

contiene un Istru; per l'uso.
Ogpni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

Ogni flacone contiene 1 mL di plasma umano tamponato liofilizzato.

_uaumuwn_o:m Ricostituire ogni flacone di controllo appropriato con 1 mL n_ acqua distillata o deionizzata. Agitare delicatamente.
10 minuti per al prodotto di bene prima dell'uso.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Il Coagulation Control Plasmas puo essere utilizzato durante 'esecuzione
o foto-ottico in combinazione con tutti | reagenti idonei

lest su qualsiasi strumento di coagulazione meccanico

CONSERVAZIONE, VITA UTILE E STABILITA

Ogni riferimento a nomi e dati utilizzati negli esempi & casuale, se non specificato diversamente. | controlli ricostituiti sono stabili per
8 ore se conservati a *2 —*8°C oppure 4 settimane a -20°C se congelato molto velocemente. Mantenere i prodotti coperti.

RACCOLTA E PREPARAZIONE DEI CAMPIONI
Non applicabile.
PROCEDURA

Ogni controllo deve essere trattato seguendo la stessa procedura adottata per il campione non noto, conformemente alle istruzioni
riportate in ciascun protocollo di test specifico.

INTERPRETAZIONE DEI RISULTATI

Routine Control N deve fornire valori compresi nel range normale di laboratorio per i dosaggi di PT, aPTT e fibrinogeno. Routine
Control A e Routine Control SA sono stati per fornire, tempi di PT e aPTT prolungati e marcatamente
prolungati. | valori previsti speci lotto e lo strumento vengono forniti con ciascuna confezione di control

LIMITAZIONI

Coagulation Control Plasmas dij da i faftori, legati alla
variazioni dovute ai sing Ogni laboratorio dovra definire un range 9
sistema strumento-reagente specificamente uti

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere testati prima
di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto riguarda lo strumento che per
'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non val

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per tale motivo
ciascun laboratorio dovra elaborare i propri range

CARATTERISTICHE PRESTAZIONALI

Le seguenti i sono state i da Helena
I'utilizzo di uno strumento di co: i opte ico. Ciascun i

Europe o dai propri rappresentanti con
dovra pertanto elaborare i propri dati prestazionali

Riproduci

Precisione intra-dosaggio
Campione n aPTT CV (%) PTCV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 2.76 1.71
Routine Control SA 5 1.72 1.03

BIBLIOGRAFIA

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIl Assay, British Journal of Haematology,
37:559-568.

2. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techniques, AJCP, 59:231-235.
Plasmas de control de la coagulacion es

Instrucciones de uso

USO PREVISTO

El uso previsto del kit Coagulation Control Plasmas es como material de control de calidad.

Routine Control N, Routine Control A y Routine Control SA se usan como controles normal, moderadamente prolongado y
notablemente prolongado para las valoraciones de TP y TTPa. También se valoran para fibrindgeno, TCT y ATIIl y se elaboran a
partir de plasma humano normal.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion umaozm_
adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para saber mas sobre
las indicaciones adecuadas de advertencia y riesgo. Desechar los de con las normativas locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo contrario en la caja del kit o en el vial)
de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anticuerpos del VHC

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.

COMPOSICION
REF Componente Contiene Descripcién
5186 Routine Control - N 10x1mL Elabora a partir de plasma normal de reserva.
5187 Routine Control - A 10x1mL Elaboran a partir de plasma humano adsorbido.
5183 Routine Control - SA 10x1mL Elaboran a partir de plasma humano adsorbido.
5482 Routine Coagulation Control Set:

Routine Control - N 4x1mL

Routine Control - A 3x1mL

Routine Control - SA 3x1mL

Cada kit contiene instrucciones de uso.
Cada kit contiene valores de referencia especificos insertados del lote.

Cada vial contiene 1 mL de plasma humano tamponado, liofilizado.

Preparacion: Reconstituya cada vial del control adecuado con 1 mL de agua destilada o desionizada. Agite suavemente. Deje que
repose durante 10 minutos para que la disolucion sea completa y mezcle bien antes de su uso.

ARTICULOS NECESARIOS NO SUMINISTRADOS

El Coagulation Control Plasmas puede usarse cuando se realizan pruebas con cualquier instrumento de coagulacion mecanica o
foto-6ptica junto con todos los reactivos adecuados, comerciales.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones indicadas en el
vial 0 en la etiqueta del kit. Los controles reconstituidos son estables durante 8 horas cuando se conservan a *2 —*8°C o durante 4
semanas a -20°C cuando se conserva con congelacion instantanea. Manténgase cubierto.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable.

PROCEDIMIENTO

Cada control debe tratarse de la misma forma que la muestra desconocida, de acuerdo con las instrucciones indicadas en cada
protocolo de prueba concreto.

INTERPRETACION DE LOS RESULTADOS

Routine Control N debe dar valores dentro del intervalo normal de laboratorio para TP, TTPa y valoraciones de fibrindgeno. EI
Routine Control Ay el Routine Control SA han sido estandarizados para dar tiempos de TP y TTPa prolongados y notablemente
prolongados, respectivamente. Se aportan los valores esperados especificos de lote y de instrumento con cada paquete de
controles.

LIMITACIONES
Los r i con C Control Plasmas dependen de varios factores fuertemente asociados a la

instrumentacion, los tipos de reactivos, sustratos deficientes y variaciones entre laboratorios"#°. Cada laboratorio debe establecer
un intervalo esperado para el sistema instrumento-reactivo concreto.

CONTROL DE CALIDAD

Cada io debe un de control de calidad. Los plasmas de control normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el operador.
Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta razon,
cada laboratorio debe establecer sus propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las
un instrumento de

han sido determinadas por Helena Biosciences Europe o sus representantes usando
Cada debe sus propios datos de rendimiento.

Riproducibilita
Precisi6n intra-ensayo

Muestra n TTPa CV (%) TP CV (%)
Routine Control N 5 2.83 1.01
Routine Control A 5 276 1.71
Routine Control SA 5 172 1.03

BIBLIOGRAFIA

1 Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British Journal of Haematology,
37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of C Factor Assay

[2XN

AJCP, 59:231-235.

KOHTPO/JIbHbBIE MNJTA3MbI
VHCTPYKLUWA

ru

HA3HAYEHVE

KomnnekT Coagulation Control Plasmas AanA B KavecTse

ANA KOHTPONA KayecTsa.

KOHTpONbHble nnaaMbi: «KOHTPOMb KauecTsa, HopMa», «KOHTPONb KAYecTea, BLICOKAA MATONOMUA», «KOHTPOMb KauecTsa, yMEpeHHo
BbIPAEHHAR NATONOMA» — KOHTPONM KAUECTBA C HOPMATIBHBIM, YMEPEHHO YBE/MEHHIM 1 3HAUATEIIHHO YBENUUEHHbIM aKTUBIPOBAHHBIM
napUUANbHLIM TPOMBONNACTUHOBBIM BpemeHem (ATTTB/AUTB) W ApOTPOMGHHOBLIM Bpemerem (TTB). VX Takxe MOXHO MCTIONb30BATH AR
onpenenenwAKonuiecTsa (MGpUHOreHa, TPOMGUHOBOTO EBpemeHn (TB) 1 aHTuTpomGuHa Il (AT-I). KOHTpOnM mpuroToBneHsi u3
4e10BEUECKO NNA3MbI MPAKTM4ECKIN 3A0POBLIX MIOAGH.

NPEAYNPEXAEHWA U MEPbI NPEAOCTOPOXHOCTU

Conepaleca B AaHHOM HAGOPE PeareHTb! NpeaHaaHaseHs! TONbKo ANA in vitro AvarHocTukit- HE MPUHMATb BHYTPb! Mpu patote co

BCeMir KOWNOHEHTaMM HEE0pa, UCTONLSOBaTL COVTETCTBYIOMe CPORSTSa MHAMBMAYalbHo/i SAWTH. B onyuae KeobxomumocTh ow.
BO O napenvA AnA c oooammqnaw,\ﬁEx;s onacHoro

Mepax u. Ypaneue B OTXOAbI C MECTHbIMM

MpenapaThi KpoBM Gbini MOABEPTHYTHI CKPUHWHTY 1 MOKA3anun OTPULATENbHbIA PeaynbTaT (ecni Ha KOPOOKe, B KOTOPYIO ynakoaH
KOMINEKT W Ha MPOBUKe HE YKa3aHO MHOE) Ha:

Auturett k renatuty B (HbsAg)

Antutena k BUY 1

AntuTena k BIAY 2

AntuTena K Bupycy renatuta C (HCV)

Tem He MeHee C HAMM crieqyeT Te e Mepbi 470 1 NpY ¢ o6pastiom, nony

oT Yenosexa.

COCTAB
Kar.Ne  KomnoweHTs! Cocras HaGopa  Onucakme
5186 KoHTponb kauecTsa, Hopua 10x 1m0 NPUrOTOBNEH U3 Nlyna HOPMANbHOV NNa3MbI
5187 KOHTPONb Ka4ecTea, yMepeHHo BhipaxeHHan natonorva 10 x 1 mn NPUrOTOBNEH 13 aACOPGMPOBAHHOI NNA3Mb.
5183 KOHTpONb Ka4ecTBa, BLICOKAR NaTonoruA 10x 1m0 NPUrOTOBNEH 13 aACOPGMPOBAHHOI NNA3MbI.
5482 KoHTpOSb KoarynALyM, yposeHs M1:

KOHTpOnIb KauecTsa, HopMa 4x1mn

KOHTPOSb Ka4eCTBa, yMepeHHO BbipaxeHHan naronorma 3 x 1Mn

KOHTpONb KauecTea, BLICOKaA Natonorua 3x1mn
Kabiii HA60p COREPXUT MHCTPYKLIIO 110 MPUMEHEHMIO.
Macnopt ¢

Kazbiii (hnakoH coaepxuT 1.0 M MOunMaNpoBaHHOM NnasMbi enoseka.
MoarotosKka: PassequTe COOTBETCTBYIOUYIO KOHTDOMbHYIO MnasMy AoGasneHvem B0 chnakod 1.0 MR AVCTWIIMDOBAHHOW Wi
BoAel. O W oCTaBbTe NN KOMHATHOW Temnepatype B Teuewne 10 MHyT. Mepen
hnakoH ¢ iA nnaamoi nepesop (6e3
HEOBXO/MBIE KOMMOHEHTBI, HE BK/IOYEHHBIE B KOMMIEKT MOCTABKY

KOHTPOIHLIE MNa3Mbl MOTYT GbITh VICTIONB30BAHSI C HANMIATOPAMM, UMEIOLIM PASNVHHbI METOR ACTEKLAN (MEXBHAIECKWT, ONTUHECK WA
nrn) s cp b

XPAHEHME, CPOK FOAHOCTM 1 YCTOR4YMBOCTb

HeBCKPBITbIE (DIAKOHSI C MO(MIIMANPOBAHHOV NIAGMOIA XPAHATCA A0 VICTEHEHW CPOKA TORHOCTH B YCTIOBHIAX, YKA3aHHbIX Ha ATMKETKe.
Pa3BefieHHan KOHTPONbHARA NNasMa B 3aKPITOM (BIAKOHE MOXET XPaHUTLCA Npu 2 —*8°C unm 4 Hepenb npu -20°C B Cny4ae MrHOBEHHOI
3aMOPO3KY. B TeueHVe 8 Yacos.

OTEOP U NOArOTOBKA OBPA3LIOB

He otHocuTeA.

NPOLIEAYPA

Kaxqbiii 06padels KOHTPOMbHO NnaaMbi AOMKEH aHANM3MPOBATHCA Tak e, Kak 0Gpasell Mnaambi GOMLHOTO, B COOTBETCTBUM C
VHCTPYKLWAMM K MCTIONb3YeMOMY PEAreHTY 1 NpUGOpY.

VHTEPNPETALMA PE3YIbTATOB
«KOHTPO/Tb KAYECTEA, HOPMa», AOTKEH MOKA3LIEATS GHAUSHNA B MPEASNaX HOPMANLHOTO AMANAIOHA MCTIONL3YEMOr0 B NABOPATOpUM ANA

1B, ATTTB 1 OMpeAereHIA KOHLISHTPaLMY (DUBPUHOTEHa. «KOHTPOMT KAYECTBA, YMEPEHHO BLIPAXEHHAR NAToNOrA» M «KOHTPOb Ka4ecTsa,
BbICOKAR MATONIOTMA», IV CTAHAAPTUIMOBAHLI, TAKVM OGPA3OM, YTOGbI MOKA3bIBATH COOTBETCTBEHHO YMEPEHHO WNM BHIDAXEHHOE

ysenuenve ATTB v [1B. Howep naptiu n npenensi AnA p Koary © KaxabiM
HaBOpOM KOHTPONE.

OrPAHUYEHUA

PehepencHble aHaueHta MoryT Mexay ot peareTos, MeTOmOB,

KOArynoMeTpoB 1 Apyrux dakTopos'==. Mo 3TOW NpuUMHe Kaxaan :mmouﬂouxn [ONXHA YCTaHOBUTL CBOM COGCTBEHHbIE HOPMATUBHbIE

napaveTp! MeToaa.

KOHTPOJIb KAYECTBA
Kaxnan na6opatopua AOMKHa YOTAHOBATL MPOTPaNMy KOHTPONA KavecTsa. Mepen M3MepeHvien Kamoi napTii oGpaslios MauneHTos

b W narororweaiyio aMy. MTOGe TheA B pacote
o6opyaoBaHMA ¥ onepatopa. Ecnu He . To RakHbie

NaUNEHTOB CNIEMYET CHMTAT HEAOCTOBEPHBIMM.
HOPMAJIbHBIE NOKASATENN

PechepeHCHbIE 3HAYEHIA MOTYT BAPLHPOBATS MXAY NaBOpPaTOPMAM B or MeToR0 1 Koar Mo aToit
MPYIUMHE KEKAGA NABOPATOPUA AOMXHA YCTAHOBMTS CBOU COBCTBEHHBIE BHAYGHA.

SKCMNYATALMOHHBIE XAPAKTEPUCTUKK

Komnawua Xenewa unu eé
1naGopaTopA OMKHA OMPEAENTH CBOU COBCTBEHHIE AHANMTUYECKIE XapaKTepUCTIKA

aHanuTUveCKvie XapakTepucTUKW. Kaxaan

Mpn KoarynomeTpa u p XeneHa 6611 Bapuaum
(Cv),
BocnponssoaumocTs

B Npeaenax aHANNTUYECKO Cepum
KoHTponeHas nnazma Kon-so o6pasuyos CV (%) ANTB CV (%) NB
KoHTpons kauecTsa, Hopma 5 2.83 1.01
KOHTPONb Ka4ecTsa, yMepeHHO BbIpaXeHHas NaTonorva 5 2.76 171
KOHTPOMb Ka4ecTBa, BLICOKAA NAaToNorA 5 172 1.03

JIUTEPATYPA

1. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIll Assay, British Journal of Haematology, 37:559-568.
2. MD (1971) in C ion Assays, AJCP, 55:561-564.
3. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Techni

ues, AJCP, 59:231-235.
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In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: % M /% Date: 31° October 2013

¢
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
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Calibration Plasma en
Instructions for use

INTENDED PURPOSE

The Calibration Plasma kit is intended for use as a calibration material.

Calibration Plasma may be used as a reference plasma when assaying for Factors II, V, VI, VIII,
X, X‘, XI, XII2, ﬁbrinogena, von Willebrand Factor, antigenic and functional Protein C and Protein S
(total and free), as well as the chromogenic assays including Antithrombin (AT) Ill, Protein C,
Factor VIII and Plasminogen. Calibration Plasma is used in factor assays and other testing in the
same manner as a fresh plasma pool. Factor Il, VII, VI, IX and X values and the chromogenic
Factor VIII, AT Ill and Protein C values are traceable to World Health Organisation standards to
ensure the utmost credibility in values stated*. The reference plasma should be used to gauge
internal factors in each laboratory’s system. The reference plasma should not be used to determine
normal ranges since normals vary from population to population.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear
appropriate personal protective equipment when handling all kit components. Refer to the product
safety declaration for the link to appropriate hazard and precautionary statements where
applicable. Dispose of components in accordance with local regulations.

Blood products have been screened and found negative (unless otherwise stated on the kit box or
vial) for the presence of:

Hepatitis B Antigen (HbsAg)

HIV 1 antibody HIV 2 antibody

HCV antibody

However they should be handled with the same precautions as a human patient sample.

COMPOSITION

Component  Content  Description

Calibration 10x1mL Calibration Plasma is prepared Reconstitute with 1 mL of

Plasma from a frozen pool of citrated distilled or deionised water.
plasma from healthy donors and is Swirl gently. Allow product
buffered and lyophilised to ensure 20 minutes for complete
stability of all plasma constituents®.  dissolution.

Each kit contains instructions for use.

Each kit contains a lot specific reference values insert.

Preparation

ITEMS REQUIRED BUT NOT PROVIDED

Calibration Plasma may be used when performing tests on any mechanical or photo-optical
coagulation instrument in conjunction with all suitable, commercial reagents.

STORAGE, SHELF-LIFE AND STABILITY

Unopened vials are stable until the given expiry date when stored under conditions indicated on
the vial or kit label. Values for Factor VIII, von Willebrand factor and ristocetin co-factor are stable
for 2 hours at *2 —*8°C. Al other factors are stable for 4 hours at *2 —*8°C. The unreconstituted
Callibration Plasma must appear as a light yellow, dry plug. If any unusual conditions are noted, the
customer should notify Helena Biosciences Europe, before using.

SAMPLE COLLECTION AND PREPARATION

Not applicable.

PROCEDURE

Refer to the appropriate instrument Operator Manual for detailed instructions or contact Helena
Biosciences Europe for instrument-specific application guides.

INTERPRETATION OF RESULTS

The assayed percent activities of the various coagulation factors should be taken from the
“Reference Value” column when Calibration Plasma is used to determine the laboratory’s standard
curves. Ensure the lot number printed on this assay sheet is the same as that on the vial of
Calibration Plasma to be used.

LIMITATIONS

The results obtained with Calibration Plasma depend on several factors strongly associated with
instrumentation, types of reagents, deficient substrates and laboratory to laboratory variations® 8.
Each laboratory should establish an expected range for the particular instrument-reagent system.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas
should be tested prior to each batch of patient samples, to ensure satisfactory instrument and
operator performance. If controls do not perform as expected, patient results should be considered
invalid.

Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5301 Speciality Assayed Control N

REF 5302 Speciality Assayed Control A

REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in
use. For this reason each laboratory should establish its own normal range.

PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or
their representatives using an opto-mechanical coagulation instrument. Each laboratory should
establish its own performance data.

Reproducibility

Inter-batch precision

Parameter n Mean CV (%)
Fibrinogen (g/L) 5 3.0 3.6
Factor IX (%) 5 1247 1.9
Protein S (%) 5 98.5 2.8

BIBLIOGRAPHY

1. Babson AL and Flanagen ML (1975) Quantitative One Stage Assays for Factors V and X,
AJCP, 64: 817-819.

2. Hardisty RM et al. (1962) A One Stage Factor VIII Assay and Its Use on Venous and

Capillary Plasma. Thrombosis et Diathesis Haemorrhagica, 7:215-229.

Morse EE et al. (1971) Automated Fibrinogen Determination, AJCP, 55:671-676.

4. Elodi S et al (1978) Some Sources of Error in the One-Stage Assay of Factor VIlI,
Haemostasis, 7:1-9.

5. Thelin M (1968) Preparation and Standardization of a Stable AHF Plasma, Thrombosis et
Diathesis Haemorrhagica, 19:423.

6. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British

Journal of Haematology, 37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.

8. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay
Techniques, AJCP, 59:231-235.
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Calibration Plasma fr
Fiche technique

UTILISATION

Le kit Calibration Plasma est destiné a étre utilisé comme produit d'étalonnage.

Le Calibration Plasma peut étre utilisé comme plasma de référence lors du dosage des facteurs II,
V, VI, VI, 1X, X', XI, XII2, du fibrinogénes, du facteur von Willebrand, de la protéine C antigénique
et fonctionnelle et de la protéine S (total et libre) ainsi que des dosages chromogéniques dont celui
de I'antithrombine I, de la protéine C, du facteur VIl et du plasminogéne. Le Calibration Plasma
sert a doser les facteurs et a réaliser d’autres analyses de la méme fagon que s'il s’agissait d’un
pool de plasma frais. Le taux des facteurs II, VII, VIII, IX et X ainsi que le dosage chromogénique
du facteur VIII, de 'AT-III et de la protéine C sont en conformité avec les normes de I'Organisation
mondiale de la santé afin de garantir la véracité des valeurs indiquées"A Le plasma de référence
doit étre utilisé pour étalonner les facteurs dans chaque laboratoire. Il ne sert pas déterminer une
plage de valeurs normales car celles-ci varient d’une population & 'autre.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostique in vitro uniqguement — NE PAS INGERER. Porter un
équipement de protection individuelle approprié lors de la manipulation de tous les composants du
kit. Consulter la fiche de données de sécurité du produit pour obtenir le lien vers les phrases de
risque et les conseils de prudence le cas échéant. Eliminer les composants conformément aux
églementations locales.

Un dépistage des produits sanguins a été réalisé et a donné un résultat négatif (sauf indication
contraire sur la boite du kit ou sur le flacon) quant a la présence de :

Antigéne de I'hépatite B (AgHBSs)

Anticorps anti-VIH 1

Anticorps anti-VIH 2

Anticorps anti-VHC

Cependant, ils doivent étre manipulés avec les mémes précautions que celles prises pour les
échantillons patients humains.

COMPOSITION

Composant Contient Description Préparation

Calibration 10x 1 mL Le Calibration Plasma est préparé  Reconstituer en ajoutant

Plasma a partir d’'un pool de plasma citraté 1,0 mL d’eau distillée ou
congelé provenant de donneurs désionisée. Agiter
sains, puis est tamponné et doucement. Attendre 20
lyophilisé afin de garantir la minutes que le produit se
stabilité de tous les constituants dissolve complétement.
du plasma®.

Chaque kit contient une fiche technique.

Chaque kit contient valeurs de référence spécifiques du lot.

MATERIEL NECESSAIRE NON FOURNI

Le Calibration Plasma peut étre utilisé dans les analyses réalisées sur des instruments de
coagulation mécanique ou photo-optique avec les réactifs appropriés vendus dans le commerce.

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s’ils sont conservés
dans les conditions indiquées sur I'étiquette du kit ou du flacon. Les valeurs du facteur VIII, du
facteur von Willebrand et du cofacteur de la ristocétine sont stables 2 heures entre ¥2 —*8°C. Tous
les autres facteurs sont stables 4 heures entre *2 —*8°C. Le Calibration Plasma non reconstitué
est un lyophilisat sec de couleur jaune clair. S'il présente des caractéristiques inhabituelles, le
client doit prévenir Helena Biosciences Europe avant de I'utiliser.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS
Non applicable.
PROCEDURE

Consulter le manuel d'utilisation de I'instrument approprié pour obtenir des instructions détaillées
ou contacter Helena Biosciences Europe pour obtenir des notes d'application spécifiques a
l'instrument.

INTERPRETATION DES RESULTATS

Les pourcentages d’activité dosée des différents facteurs de coagulation doivent étre pris dans la
colonne « Valeur de référence » lorsque le Calibration Plasma est utilisé pour déterminer les
courbes d’étalonnage du laboratoire. S'assurer que le numéro de lot imprimé sur cette fiche de
dosage coincide avec celui du flacon de Calibration Plasma & utiliser.

LIMITES

Les résultats obtenus avec le Calibration Plasma dépendent de plusieurs facteurs fortement
corrélés avec l'instrument, les types de réactifs, les substrats carencés et les variations inter-
laboratoires®”®. Le laboratoire doit déterminer une plage prévue pour chaque systeme instrument-
réactif.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contréle qualité. Les plasmas de contrdle,
normaux et anormaux, doivent étre testés avant chaque lot d’échantillons patients afin de
s’assurer que l'instrument et I'opérateur offrent des performances satisfaisantes. Si les controles
ne donnent pas les résultats prévus, les résultats du patient doivent étre considérés comme non
valables.

Helena Biosciences Europe distribue les contréles suivants a utiliser avec ce produit:
REF 5301 Speciality Assayed Control N

REF 5302 Speciality Assayed Control A

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d’un laboratoire a I'autre suivant les techniques et les
systémes utilisés. C’est pour cette raison qu'’il appartient a chaque laboratoire de déterminer sa
propre plage normale.

CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de
performance suivantes en utilisant un instrument de coagulation opto-mécanique.

Reproductibilite
Précision inter-lots

Parameétre n Moyenne CV (%)
Fibrinogene (g/L) 5 3.0 3.6
Facteur IX (%) 5 124.7 1.9
Protéine S (%) 5 98.5 2.8

BIBLIOGRAPHIE
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Calibration Plasma
Anleitung d €

VERWENDUNGSZWECK

Das Calibration Plasma-Kit ist fiir die Kalibration vorgesehen.

Callibration Plasma kann als Referenzplasma bei der Untersuchung auf Faktor II, V, VII, VIII, IX, X‘,
Xl, XII2, Fibrinogena, von Willebrand Faktor, Antigen und Funktion von Protein C und Protein S
(gesamt und frei), sowie fiir Chromogen-Tests einschlieBlich Antithrombin 1ll, Protein C, Faktor VIII
und Plasminogen verwendet werden. Calibration Plasma wird flr Faktor-Bestimmungen und
andere Tests wie frisches Pool-Plasma verwendet. Faktor II, VII, VIII, IX und X Werte und die
chromogenen Faktor VIII, AT-1Il und Protein C Werte sind entsprechend den Standards der World
Health Oaganisalion nachweisbar, um den angegebenen Werten die gréBtmdgliche Plausibilitat zu
verleihen™. Das Referenzplasma sollte dazu verwendet werden, um die internen Faktoren fiir das
jeweilige Laborsystem einzustellen. Es sollte weiterhin dazu verwendet werden, Normalbereiche
festzulegen, da sie von der jeweiligen Population abhéngig sind.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fiir die Verwendung von in-vitro-
Diagnosen vorgesehen. NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit séamtlichen
Komponenten des Kits geeignete Schutzausristung. Beachten Sie gegebenenfalls die Verweise
auf entsprechende Gefahren- und Vorbeugeerklarungen in der Produktsicherheitserklarung.
Entsorgen Sie die Komponenten gemaB den értlichen Vorschriften.

Die Blutprodukte wurden untersucht und sind fir folgende Gene ohne Befund (soweit nicht
anderweitig auf der Verpackung oder den Ampullen angegeben):

Hepatitis-B-Antikorper (HbsAg)

HIV-Antikérper 1

HIV-Antikérper 2

HCV-Antikérper

Sie sind jedoch mit den gleichen Vorkehrungen zu behandeln wie Proben von menschlichen
Patienten.

ZUSAMMENSETZUNG
Komponente Inhalt Beschreibung Vorbereitung
Calibration 10x 1 mL Calibration Plasma wird aus einem Mit 1,0 mL destilliertem

Plasma tief gefrorenen Pool Citratplasma oder entionisiertem
von gesunden Spendern hergestellt ~ Wasser rekonstituieren.
und ist zur Gewahrleistung der Leicht schwenken.
Stabilitat aller Plasmabestandteile Produkt 20 Minuten
gepuffert und Iyophilisierls. vollstandig auflésen

lassen.

Jedes Kit enthélt eine Gebrauchsanweisung.

Jedes Kit enthalt chargenspezifischen Referenzwerten.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Calibration Plasma kann in Verbindung mit allen entsprechenden kommerziellen Reagenzien bei
der Durchfiihrung von Tests an mechanischen oder lichtoptischen Koagulometern verwendet
werden.

LAGERUNG, HALTBARKEIT UND STABILITAT

Ungeodffnete Flaschchen sind unter den auf Verpackung oder Flaschchen angegebenen
Lagerbedingungen bis zum aufgedruckten Verfallsdatum stabil. Werte fir Faktor VI, von
Willebrand Faktor und Ristocetin Co-Faktor sind bei "2 —*8°C Stunden stabil. Alle weiteren
Faktoren sind bei *2 —*8°C Stunden stabil. Nicht rekonstituiertes Calibration Plasma muss als
hellgelber, trockner Pfropf erscheinen. Bei einem ungewdhnlichen Erscheinungsbild sollte der
Kunde vor Gebrauch Helena Biosciences Europe davon in Kenntnis setzen.

PROBENENTNAHME UND VORBEREITUNG
Entfallt.

VORGEHENSWEISE

Siehe die Bedienungsanleitung des entsprechenden Gerats fir genaue Anweisungen oder
wenden Sie sich an Helena Biosciences Europe fiir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Die getesteten, prozentualen Aktivitdten der verschiedenen Gerinnungsfaktoren sollten aus der
Tabelle ,Referenzwerte fir die Erstellung einer laboreigenen Standardkurve mit Calibration
Plasma entnommen werden. Darauf achten, dass die Chargen-Nummer auf dem Beipackzettel mit
der auf dem verwendeten Calibration Plasma-Fléschchen tbereinstimmt.

EINSCHRANKUNGEN

Die mit Calibration Plasma erzielten Resultate hangen von mehreren Faktoren ab, die stark mit
dem Gerat, den verwendeten F(ea%enzien, mangelnden Substraten und Unterschieden zwischen
den Labors in Verbindung stehen 78 Jedes Labor solite daher fiir jedes Gerate-Reagenzien-
System einen eigenen Normalwertebereich erstellen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Normale und pathologische
Kontrollplasmen miissen vor jeder Testreihe mit Patientenproben getestet werden, um eine
zufrieden stellende Gerétleistung und Bedienung zu gewahrleisten. Liegen die Kontrollen
auBerhalb des Normbereichs, sind die Patientenergebnisse nicht zu verwenden.

In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:
REF 5301 Speciality Assayed Control N

REF 5302 Speciality Assayed Control A

REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor
unterschiedlich sein. Aus diesem Grund sollte jedes Labor seinen eigenen Normalwertbereich
erstellen.

LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem
Auftrag mit einem optomechanischen Gerinnungsgerat ermittelt.

Reproduzierbarkeit
Inter-batch-Prézision

Parameter n Mittelwert CV (%)
Fibrinogen (g/L) 5 3.0 3.6
Faktor IX (%) 5 124.7 1.9
Protein S (%) 5 98.5 2.8

LITERATURVERZEICHNIS
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Haemostasis, 7:1-9.

5. Thelin M (1968) Preparation and Standardization of a Stable AHF Plasma, Thrombosis et
Diathesis Haemorrhagica, 19:423.
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Calibration Plasma It
Istruzioni per I'uso

SCOPO PREVISTO

Il kit Calibration Plasma & concepito per I'uso come materiale di calibrazione.

Il Calibration Plasma puo essere utilizzato come plasma di riferimento per il dosaggio dei fattori Il,
V, VII, VIII, IX, X', Xle XII2, del fibrinogenoa, del fattore di von Willebrand, della proteina C e della
proteina S (totale e libera) antigeniche e funzionali, nonché per i dosaggi cromogenici, compresi
I'antitrombina lll, la proteina C, il fattore VIII e il plasminogeno. Il Calibration Plasma viene utilizzato
nei dosaggi dei fattori e in altri test seguendo la stessa procedura adottata per un pool di plasma
fresco. | valori dei fattori II, VII, VIII, IX e X e i valori cromogenici del fattore VIII, dell’AT-IIl e della
proteina C sono riconducibili agli standard dell'Organizzazione Mondiale della Sanita, a garanzia
della massima attendibilita dei valori dichiarati?. Il plasma di riferimento deve essere utilizzato per
valutare i fattori interni adottati nel sistema di ogni singolo laboratorio. Il plasma di riferimento non
deve essere utilizzato per determinare i range normali, in quanto i valori normali variano da una
popolazione all’altra.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON
INGERIRE. Indossare un’adeguata attrezzatura protettiva personale durante la manipolazione di
tutti i componenti del kit. Per conoscere i relativi simboli precauzionali e di pericolo, laddove
pertinente, fare riferimento alla dichiarazione di sicurezza del prodotto. Smaltire i componenti
conformemente alle normative locali vigenti.

| prodotti ematici sono stati sottoposti a screening e trovati negativi (salvo diversa indicazione sulla
confezione del kit o sulla fiala) per la presenza di:

Antigene dell’epatite B (HbsAg)

Anticorpo HIV 1

Anticorpo HIV 2

Anticorpo HCV

Questi prodotti devono tuttavia essere manipolati con le stesse misure precauzionali adottate per
un campione paziente umano.

COMPOSIZIONE

Componente Contiene Descrizione

Calibration 10x 1 mL Il Calibration Plasma viene

Plasma preparato utilizzando un pool acqua distillata o deionizzata.
congelato di plasma citrato Agitare delicatamente.
proveniente da donatori sani e Attendere 20 minuti per
quindi viene tamponato e consentire al prodotto di
liofilizzato, per garantire la sciogliersi completamente.
stabilita di tutti i costituenti
plasmatici®.

Ogni kit contiene un Istruzioni per I'uso.

Ogni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

Preparazione
Ricostituire con 1,0 mL di

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Il Calibration Plasma puo essere utilizzato durante I'esecuzione di test su qualsiasi strumento di
coagulazione meccanico o foto-ottico in combinazione con tutti i reagenti idonei disponibili in
commercio.

CONSERVAZIONE, VITA UTILE E STABILITA

| flaconi non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni
riportate sul flacone o sull’etichetta del kit. | valori relativi al fattore VIII, al fattore di von Willebrand
e al cofattore ristocetina sono stabili per 2 ore a *2 —*8°C. Tutti gli altri fattori sono stabili per 4 ore
a *2 —*8°C. Il Calibration Plasma non ricostituito deve apparire come un tappo asciutto di colore
giallo pallido. Qualora si osservassero condizioni insolite, si raccomanda al cliente di notificarle a
Helena Biosciences Europe prima dell'uso.

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Non applicabile.
PROCEDURA

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure
contattare Helena Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

Quando si utilizza il Calibration Plasma per delineare le curve standard di laboratorio, le
percentuali di attivita determinate per i vari fattori di coagulazione devono essere ricavate dalla
colonna “Valore di riferimento”. Assicurarsi che il numero di lotto stampato sul foglio del dosaggio
corrisponda a quello riportato sul flacone di Calibration Plasma da utilizzare.

LIMITAZIONI

| risultati ottenuti con il Calibration Plasma dipendono da innumerevoli fattori, strettamente legati
alla strumentazione, ai tipi di reagenti, a substrati carenti e alle variazioni dovute ai singoli
laboratori®” 8, Ogni laboratorio dovra definire un range di previsione per il sistema strumento-
reagente specificamente utilizzato.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e
anormali devono essere testati prima di ogni lotto di campioni di pazienti, per garantire un livello
prestazionale soddisfacente sia per quanto riguarda lo strumento che per I'operatore. Qualora i
controlli non funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati
non validi.

Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo
prodotto:

REF 5301 Speciality Assayed Control N

REF 5302 Speciality Assayed Control A

VALORI DI RIFERIMENTO

| valori di riferimento possono variare da un laboratorio all’altro in funzione delle tecniche e dei
sistemi in uso. Per tale motivo ciascun laboratorio dovra elaborare un proprio range normale.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o
dai propri rappresentanti con I'utilizzo di uno strumento di coagulazione opto-meccanico.

Riproducibilita

Precisione tra i lotti

Parametro n Media CV (%)
Fibrinogeno (g/L) 5 3.0 3.6
Fattore IX (%) 5 124.7 1.9
Proteina S (%) 5 98.5 2.8
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Morse EE et al. (1971) Automated Fibrinogen Determination, AJCP, 55:671-676.

4. Elodi S et al (1978) Some Sources of Error in the One-Stage Assay of Factor VIII,
Haemostasis, 7:1-9.

5. Thelin M (1968) Preparation and Standardization of a Stable AHF Plasma, Thrombosis et
Diathesis Haemorrhagica, 19:423.

6. Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII Assay, British
Journal of Haematology, 37:559-568.
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Calibration Plasma es
Instrucciones de uso

USO PREVISTO

El uso previsto del kit Calibration Plasma es como material de calibracion.

El Calibration Plasma puede usarse como plasma de referencia cuando se valoran los factores II,
V, VII, VI, IX, X1, X, XII2, fibrinégenoa, factor de von Willebrand, proteina C antigénica y funcional
y proteina S (total y libre), asi como las valoraciones cromégenas como antitrombina Ill, proteina
C, factor VIl y plasmindgeno. Calibration Plasma se usa en valoraciones de factores y en otras
pruebas de la misma forma que una reserva de plasma fresco. Los valores de los factores I, VII,
VIII, IX y X y los valores cromogénicos de factor VIII, AT-1ll y proteina C se pueden referenciar a
los estandares de Organizaciéon Mundial de la Salud para asegurar la maxima credibilidad en los
valores indicados®. Debe usarse el plasma de referencia para calibrar factores internos en el
sistema de cada laboratorio. No debe usarse el plasma de referencia para determinar los
intervalos normales, porque los normales varian de una poblacion a otra.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnostico in vitro: NO INGERIR. Lleve
el equipo de proteccion personal adecuado cuando utilice todos los componentes del kit. Consulte
la declaracion de seguridad del producto para saber mas sobre las indicaciones adecuadas de
advertencia y riesgo. Desechar los componentes de conformidad con las normativas locales.

La sangre se ha sometido a pruebas que han resultado negativas (a menos que se indique lo
contrario en la caja del kit o en el vial) de la presencia de:

Antigeno de la hepatitis B (HbsAg)

Anticuerpos del VIH 1

Anticuerpos del VIH 2

Anticuerpos del VHC

Sin embargo, deben manipularse con las mismas precauciones que una muestra de un paciente.

COMPOSICION

Componente Contiene Descripcion Preparacion

Calibration 10x 1 mL El Calibration Plasma se elabora Reconstituya con 1,0 mL de
Plasma a partir de una reserva congelada  agua destilada o

de plasma citratado de donantes  desionizada. Agite
sanos y esta tamponado y suavemente. Espere 20
liofilizado para asegurar la minutos para que el producto
estabilidad de todos los se disuelva completamente.
constituyentes del plasmas.

Cada kit contiene instrucciones de uso.

Cada kit contiene valores de referencia especificos insertados del lote.

ARTiICULOS NECESARIOS NO SUMINISTRADOS

El Calibration Plasma puede usarse cuando se realizan pruebas con cualquier instrumento de
coagulacién mecanica o foto-6ptica junto con todos los reactivos adecuados, comerciales.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en
las condiciones indicadas en la etiqueta del vial o el kit. Los valores para el factor VI, el factor de
von Willebrand factor y el cofactor de ristocetina son estables durante 2 horas a *2 —*8°C. Todos
los deméas factores son estables durante 4 horas a *2 —*8°C. El Calibration Plasma no
reconstituido debe aparecer como un taco seco, de color amarillo claro. Si se nota alguna
condicion inusual, el usuario debe notificarselo a Helena Biosciences Europe antes de usarlo.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

No aplicable.

PROCEDIMIENTO

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o pongase
en contacto con Helena Biosciences Europe para notas de aplicaciéon especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

Las actividades porcentuales valoradas de los diversos factores de coagulaciéon deben tomarse de
la columna “Valor de Referencia” cuando se usa el Calibration Plasma para determinar las curvas
estandar de laboratorio. Compruebe que el nimero de lote impreso en esta hoja de valoracién es
el mismo que en el vial de Calibration Plasma a usar.

LIMITACIONES

Los resultados obtenidos con Calibration Plasma dependen de varios factores fuertemente
asociados a la instrumentacion, los tipos de reactivos, sustratos deficientes y variaciones entre
laboratorios®”®, Cada laboratorio debe establecer un intervalo esperado para el sistema
instrumento-reactivo concreto.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los plasmas de control
normales y anormales deben estudiarse antes de cada lote de muestras del paciente, para
asegurar un funcionamiento adecuado del instrumento y el operador. Si los controles no se
realizan como se esperaba, los resultados del paciente deben considerarse invélidos.

Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este
producto:

REF 5301 Speciality Assayed Control N

REF 5302 Speciality Assayed Control A

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y los
sistemas usados. Por esta razén, cada laboratorio debe establecer su propio intervalo normal.

CARACTERISTICAS FUNCIONALES

Las siguientes caracteristicas de rendimiento han sido determinadas por Helena Biosciences
Europe o sus representantes usando un instrumento de coagulacién opto-mecénico.

Reproductibilidad
Precision inter-lote

Parametro n Media CV (%)
Fibrin6geno (g/L) 5 3.0 3.6
Factor IX (%) 5 124.7 1.9
Proteina S (%) 5 98.5 2.8
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YHUBEPCA/JIbHbIA KAJIMBPATOP
VHCTPYKLUWA

ru

HA3HAYEHUE

Komnnekt «YHuBepcanbHbii kanubpatop» npeaHasHa4yeH [AnA UCMONb30BaHWA B KavecTee
maTepviana anfA KanmbpoBKu.

«YHMBepCasibHbIii  KanubpaTop» MOXET MCMo/b3oBaTbCA Kak pedepeHcHaA nnasma, AnA
onpeaenenna caxtopos Il, V, VII, VIII, IX, X‘, X, XII2, cb|/|6pv|HoreHa3, hakTopa Bunnebpanara,
aHTUreHa U (pyHKLMOHaNbHON akTnBHocTH MpoTenHa C u MpoTeunHa S (o6Lero u cBo6oaHOrO),
Tak e «YHUBepcanbHbll KaimbpaTop» MOXHO WCMOMb30BaTb M ANIA  XPOMOrEHHbIX TECTOB,
Bko4aA AHTUTpomOuH Il, MpotenH C, daktop VI 1 lMnasmuHoreH. «YHuBepcanbHblii
KanubpaTtop» UCnonb3yeTcA npu kannbposke TecToB AnAa onpegenenua I, VII, VI, IX n X
haKTopOoB, a TaKxe Npu kanubposke xpomoreHHbix Tectos: VIII dhakTopa, AHTUTPOMOMHA - IIl 1
MpotenHa C. YpoBeHb 3HAYEHWI COMOCTaBUM C PEKOMeHAAUUAMU BO3*. Wcnonsaosarue
pechepeHCHON nnasmbl HUBENUPYET BMAHME BHEWHWUX (HaKTOPOB Ha pesynbTaTbl aHanuaa.
Peq.)epeHCHaH nnasmMa He O0/HKHa MCnonb30BaTbCA ANA onpeaesieHnA HOpMasibHOro gnanasoHa
3Ha'~{eHV|I7I, TaK KakK 3Ha4yeHWA HOPMbl BapbuUpyldT B 3aBUCUMOCTM OT 61010rMYecKnx
0COB6EHHOCTE NoNyNALMM NPaKTUHECKN 300POBbIX NOAe.

NPEAYNPEXAEHUA U MEPbI MPEAOCTOPOXXHOCTU

Copepxalumeca B JaHHOM Habope peareHTbl MpeHasHauYeHbl TOMbKO [ANIA in Vitro AnarHoCTUKU—
HE MPUHUMATb BHYTPb! lMpu pa6oTe co BCeMW KOMMOHeHTamMu Habopa WMCMOnbL30BaTh
COOTBETCTBYIOIME CPEACTBA WHAVBMAyanbHOM 3awmThbl. B cnydae HeobxogumocTn cM.
CBMOETENbCTBO O 6e30MacHOCTU W3OENMA  [JIA  O3HAaKOMIEHUA C  COOTBETCTBYIOLMMU
OMMCaHNAMU OMACHOro BO3AEWCTBUA U CBEEHWAMM O Mepax MpefoCTOPOXHOCTU.  YaaneHue
KOMMOHEHTOB B OTXO/ibl MPOV3BOAWTE B COOTBETCTBUN C MECTHBIMU NpaBUIaMu.

Mpenapatbl KPoBM GbiNn MOABEPrHYThl CKPUHWHIY U MoKa3ann oTpuLaTebHbIi pesynbTaT (ecnu
Ha Kopobke, B KOTOPYIO YNakoBaH KOMMIEKT WV Ha NpoBypKe He yKasaHo UHOe) Ha:

AHTUreH K renatuty B (HbsAg)

AnTutena k BU4 1

AnTuTena k BU4 2

AHTUTENa K Bupycy renatuta C (HCV)

TeMm He MeHee ¢ HAMKM crieflyeT obpallaTbCA, CO6MIoAanA Te e Mepbl NPefOCTOPOXHOCTY, YTO 1
npu o6patLeHnn ¢ 06pasLioM, MosyHeHHbIM OT YesloBeKa.

COCTAB

KomnoHeHTbl CocTaB Ha6opa OnucaHue MpuroToBneHune peareHToB
Mnaswa 10x 1 mn NPUroTOBIEH U3 Passegute

kanuépatop 06beaVHEHHOW COOTBETCTBYIOLLYIO

LMTPaTHO NNnaambl, KOHTPOJIbHYIO NNnasmy
nony4YeHHon oT pobasneHnem Bo hnakoH 1.0
npakTu4ecku 340poBbIX Mn ,ELI/ICTIAHJ'IVIpOBaHHOVI mwnn
noHopos. lMnasma [ENOHN3NPOBAHHOW BOABI.
3amMopoXeHa U OcTopOXHO NepemeLlainTe n
NMothnIM3npoBaHa, ocTaBbTe NpU KOMHATHON
YTO6bI rapaHTNpoBaTh Temnepatype B TeyeHne 20
CTabunbHOCTb BCEX MuHyT. Mepen
NNasmMeHHbIX MCMONb30BaHNEM hIakoH C
anemeHToB®. pasBefeHHoW nNnasmom
nepesopayvBavite (6e3
BCTPAXVBAHWA).
Kaxxablin Hab0op COAEPXUT UHCTPYKLIMIO MO NPUMEHEHWIO.

MacnopT ¢ pethepeHCHbIMU 3HAYEHUAMM.

HEOBXOAUMbIE KOMMOHEHTbI, HE BKNTIOYEHHbLIE B KOMMJIEKT NOCTABKU

KDHTpDHbeIE nnasmbl MoryTt 6bITb MCMONb30BaHbI C adHanusartopamMmu, nmetownmn paSI’II/I‘-iHbIFI
MeToA Aetekumn (MeXﬂHM‘{eCKMVI, ONTUYECKUI Y T.,EL.) B COYeTaHUn C peareHTamu pas/inyHbIX
npomaaoqmeneﬁ.

XPAHEHWE, CPOK FOHOCTU U YCTONYNBOCTb

HeBCKpbIThiE (hIakOHbl C NMOUN3UPOBAHHOM NNa3MOM XPaHATCA [0 WCTEYEHWA CpoKa
rofHOCTN B YCMOBUAX, YKa3aHHbIX Ha 9TUKeTKe. PasBefeHHaA nnasma B 3aKpbiTOM ¢hrakoHe
MOXeT XpaHuTbeA npu *2 —*8°C B Teuenne 4 uyacos. 3Hadenuna ana VIl axtopa, dakTop
BunnebpaHata n KodakTop puUCTOLETMHA YCTOMYMBBLI B TeuyeHue 2 vacoe npu 2 —*8°C.
HepasBeneHHbIi kanubpaTop [O/MKEH BbIMMAQETb, KakK CBETNO-KENTbIA CyXOW MAOTHbIA
nmocpunmaart. Mpu NoABNEHUN HEOObI4YHbIX NPU3HAKOB NPOAYKTA, A0 UCNONb30BaHNA 06paTUTECh
B KOMNaHWIo XeneHa.

OTBOP U NOArOTOBKA OEPA3LIOB

He oTtHocuTCA.

NPOLIEAYPA

«YHUBepCasbHbI Kanuépatop» MOXeT WCMONb30BaTbCA, AMA BbIMNOMHEHWA TECTOB Ha /Il060M
MEXaHU4EeCKOM WM OMTUYECKOM KoarysiomMeTpe B Habope C /oBbIMM  MOAXOAALLMMM
peakTuBamu. AfanTauMu peareHToB K pasnuyHbiM - Npuéopam [OCTYMHbI MO 3anpocy Y
ohuumManbHbIX AUCTPUBLIOTOPOB U KOMNAHWM XeneHa.

WHTEPMPETALMA PE3YJIbTATOB

3HayeHne NpouUeHTa aKTUBHOCTU Pas/INYHbIX (i)aKTOpOB CBepTbiBAHNA OOJDKHA 6bITb B3ATa U3
KONMOHKN “pedpepeHcHble 3Ha4eHWA”, Koraa Bbl MCnonb3yeTe «YHWBEpCasibHbIN KanubpaTop»,
4yTOObI OMpeAenvTb CTaHAapTHble nabopaTopHble KpuvBble. Y6eauTecb, YTO HOMEp napTuu,
HareyaTaHHbIi B NacropTe, COBMNajaeT C HOMEPOM YKasaHHbIM Ha ucronbdyemom Bamu
nakoHe kanubpartopa.

OrPAHUYEHMA

PedepeHcHble 3Ha4eHUA MOryT BapbMpoBaTb MeXay 1abopaTopuaMW B 3aBUCUMOCTM OT
CMONb3YEMbIX PEareHTOoB, METOOB, KOArysioMeTpoB 1 apyrux thakTopos®”2, Mo aToit npuumnHe
Kakpan nabopatopus AOMKHA YCTAHOBWTb CBOWM COGCTBEHHbIE HOPMAaTWBHbIE NapameTpbl
meToaa.

KOHTPOJIb KAYECTBA

Kaxxpaa nabopatopuaA [oMmKHa yCTaHOBUTL MPOrpaMMy KOHTPONA KavecTsa. Mepen nsmepeHnem
Kaao napTum 06pasuoB MNauUMEHTOB HEOOXOAWMO MPOTECTMPOBaTb  HOPMasbHyl 1
naTofiorMyeckylo  nnasMmy, u4To6bl  Y[OCTOBEPUTLCA B YAOBNETBOPWUTENbHON  paboTe
o6opyaoBaHuA 1 onepartopa. ECM KOHTPONbHLIE M3MEPEHUA HE COBMaaaloT C OXWUAAEMbIMU
3HAYEHUAMW, TO W3MEPEeHHble AaHHble NaUMeHTOB CreayeT CynTaTb HeJOCTOBEPHbIMU.
KomnaHhua XeneHa peKoMeHpyeT crieayiolyie KOHTPOSIbHbIE MaTepuasbl:

Kat. Ne 5301 KoHTponb kayecTsa creumanbHble TeCTbl, HopMa

Kat. Ne 5302 KoHTposnb kayecTsa crneuuasnbHble TECTbl, NaTonorma

HOPMAJIbHbIE MOKA3ATEJIN

PedepeHcHble 3HAa4eHUA MOryT BapbupoBaTb MeXay 1abopaTopusMu B 3aBUCUMOCTM OT
MCMONb3yeMbIX METOAOB U KoarynomeTpos. Mo 3Toil npuunHe Kaxxaaa nabopatopus [OMKHA
YCTaHOBUTb CBOU COGCTBEHHbIE 3HAYEHUA.

OKCMIYATALUMOHHbIE XAPAKTEPUCTUKU

KomnaHuA XeneHa unu eé AUCTPMOBLIOTOPbI OMPeaenvnn cremyowme OpUEeHTUPOBOYHbIE
aHanuTMYeckue  xapakTepucTvku. KaxpaAa nabGopaTtopuA  [O/KHA  ONpPefenuTb  CBOU
COBCTBEHHbIE aHANMTUYECKNE XapaKTEPUCTUKN.

Mpy  UCMoONb30BaHUN  ONTUKO-MEXAHWYECKOTO KOarysnioMeTpa W peareHToB XeneHa Obinu
onpeaeneHsl cneayowme koadrumeHTsl Bapmaumn (CV):

BocnpoussoaumocTtb

B NpefieNiax aHaJIMTU4ecKom cepum

Tect n CpeaHee CV (%)
DubpurHoreH (r//1) 5 3.0 3.6
®akTop IX (%) 5 124.7 1.9
MpoTeunH S (%) 5 98.5 28
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APTT Si L Minus
Instructions for use en

INTENDED PURPOSE

The APTT Si L Minus kit is intended for carrying out clot based haemostasis assays.

For use in the determination of activated partial thromboplastin times (aPTT), and related coagulation procedures using
phospholipid extract and a near-collodial particle activator. The test system can be used on manual, semi-automated and
automated methods. From its origins through the work of Langdell and coworkers and later modified by Proctor and
Rapaport®, the aPTT is used to detect disorders in the intrinsic coagulation system, which involves coagulation factors
VI, IX, X1, Xl prekalllkrem and high molecular weight kininogen. The aPTT is also used in assays which quantitate
these factors and is routinely used for presurgical screening and monitoring of heparin lherapy Commercially available
reagents typically use one of three activators: kaolin, silica, or ellagic acid. In the basic screening test, the aPTT indirectly
measures the formation of thrombin by its action on fibrinogen forming the fibrin clot. In the test, citrated test plasma is
mixed with aPTT reagent for a specified period of time (typically 5 minutes) at *37°C followed by the addition of
pre-warmed (*37°C) calcium chloride (0.025 M). Timing is begun from the time of addition of calcium chloride. The time
required for clot formation is the aPTT. Clot detection can be by mechanical, manual (tilt tube), or photo-optical
measurement.

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only — DO NOT INGEST. Wear appropriate personal
protective equipment when handling all kit components. Refer to the product safety declaration for the link to appropriate
hazard and precautionary statements where applicable. Dispose of components in accordance with local regulations.

COMPOSITION

Component Content Description Preparation
APTTSiL 5 x 5 mL (REF 5562) Reagent contains a near collmdal pamcle Bring to room
Minus 10 x 5 mL (REF 5560) activator (magnesium-als ) for Ire prior to

10 x 10 mL (REF 5559)  optimum sensitivity to factor deflclencles and use. Mix well by swirling
to heparin. The reagent also contains or inversion prior to

phospholipids with buffer and stabilisers. use.
Calcium 5 x 5 mL (REF 5562) The reagent is a 0.025 M solution of calcium The reagent is ready for
Chloride: 10 x 5 mL (REF 5560) chloride. use as packaged.

0.025M 10 x 10 mL (REF 5559)
Each kit contains instructions for use.

ITEMS REQUIRED BUT NOT PROVIDED

Any high quality electro-mechanical or photo-optical coagulation instrument designed for performing activated partial
thromboplastin times may be used.

STORAGE, SHELF-LIFE AND STABILITY

Unopened reagents are stable until the given expiry date when stored under conditions indicated on the vial or kit label.
Store at *2° —*8°C. DO NOT FREEZE. Stable for 30 days after opening. Avoid prolonged heating.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or 3.8% sodium
citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15 minutes. Plasma should be kept at
*+2°-*8°C or *18 —*24°C. Testing should be completed within 4 hours of sample collection, or plasma can be stored frozen
at -20°C for 2 weeks or -70°C for 6 months. Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than
5 minutes. This will minimise the neutralisation of the lupus inhibitor®. Erroneous results may be caused by contamination
with tissue fluids or stasis. Avoid agitation, air bubbles or foaming. For the effects of commonly administered drugs, refer
to Young, et al®.

PROCEDURE

Manual Method

1. Prewarm well mixed APTT Si L Minus and 0.025 M Calcium Chloride to *37°C.
2. Prewarm 0.1 mL test plasma in duplicate to *37°C for 2 minutes.
3. Forcibly add 0.1 mL prewarmed APTT Si L Minus to plasma and start timer. Incubate for exactly 5 minutes
at *37°C.
4. Add 0.1 mL prewarmed 0.025 M Calcium Chloride.
5. Note time for clot formation. Report result as aPTT time (seconds).
Automated Method

Refer to the appropriate instrument operator manual for detailed instructions or contact Helena Biosciences Europe for
instrument specific application notes.

INTERPRETATION OF RESULTS

The results of the aPTT test should be reported to the nearest 1/10 of a second. The normal range (usually X + 2 standard
deviations) for each individual laboratory should be established. Results greater than the upper limits of the normal range
should be considered abnormal and follow-up testing should be performed. Any aPTT values less than the lower limits of
the normal range should be repeated on a new blood sample. Short aPTT values may be seen in association with in vivo
thrombosis (e.g. deep vein thrombosis and disseminated intravascular coagulation).

Heparin monitoring

When monitoring heparin therapy, it is important to construct an in vitro reference curve which reflects the average
heparin response, since individual patients respond differently to heparin. In general, one can consider the therapeutic
range for heparin to be 0.2 to 0.5 units/mL%®.

The following precautions should be considered when monitoring heparin therapy:

1. Time of collection is important, since heparin has an in vivo half-life of only 1.5 hours”.

2. Release of platelet factor 4 (heparin neutralising factor) caused by platelet aggregation or damage during
collection, should be avoided. Careful blood collection, proper centrifugation and prompt removal of the platelet
poor plasma from the cells will help minimise the release of platelet factor 4.

3. Baseline data on each patient's aPTT should be established before therapy, to determine the respective patient
aPTT as it relates to the normal range established by the laboratory.

4. Different clot detection systems (mechanical, photo-optical, etc.) show variable sensitivities to heparin. The same
test system should be used when monitoring heparinised patients.

5. Heparin response curves should be reestablished when lot numbers of reagent change and at periodic intervals
with the same lot number.

6. The curve should also be constructed using the same heparin employed in therapy, to eliminate variables
connected with heparins from different sources (e.g. porcine mucosa or bovine lung).

LIMITATIONS

Expected values for the aPTT test will vary from one laboratory to another, depending on the technique used. The method
of clot detection, temperature, pH, collection technique, type of anticoagulant and time and method of specimen storage
are all very important. Plasma sample collection and storage conditions should be standardised and carefully controlled.
Unexpected results should be confirmed by additional tests. Platelet fragments present in a specimen may cause the
release of phospholipids, and thus the neutralisation of any lupus inhibitor present in the specimen. The use of specimens
with small plasma volumes should be avoided due to possible physiological pH changes. Testing could be affected by
several drugs An increase in the aPTT results may be caused by the administration of diphenylhydantoin, heparin,
warfarin and radloggraph\c agents58 Decreased aPTT values may be seen during the use of oral contraceptives, or male
estrogen therapy’ Thus, laboratories should establish their own expected values for patients and well defined
performance s(andards for the control.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should be tested prior
to each batch of patient samples, to ensure satisfactory instrument and operator performance. If controls do not perform
as expected, patient results should be considered invalid.

Helena Biosciences Europe supplies the following controls available for use with this product:

REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For this reason each
laboratory should establish its own reference ranges.
PERFORMANCE CHARACTERISTICS

The following performance characteristics have been determined by Helena Biosciences Europe or their representatives
using a photo-optical coagulation instrument. Each laboratory should establish its own performance data.
Reproducibility

Intra-assay precision Inter-assay precision

Sample n Clot formation (seconds) CV(%) n Clot formation (seconds) CV (%)
Routine Control N 10 33.0 0.36 100 329 24
Routine Control SA 10 779 0.31 100 783 0.77
% Factor Factor Vill Factor IX Factor XI
(seconds) (seconds) (seconds)
<1 85.7 70.9 92.4
10 45.9 44.4 50.7
40 34.2 33.9 34.4
100 28.8 28.8 28.8

Heparin (IU/mL) Clot formation (seconds)

29.9
0.2 70.0
0.4 174.0
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UTILISATION

Le kit APTT Si L Minus est destiné a la réalisation des analyses de I'hémostase basées sur la formation de caillots.

Utilisé dans la détermination du temps de céphaline activé (TCA), et pour des méthodes de coagulation connexes en
utilisant des extraits de le phospholipide additionnés a particules semi- col\oi’dales comme activateur. Il est possible
d'utiliser le systeme d’analyse avec des méthodes manuelles, i- ées ou autc é Dés le début, avec les
travaux de Langdell et de ses associés', plus tard modifiés par Proctor et F{apapon2 le TCA est utilisé pour détecter des
troubles de la voie intrinséque de la coagulat\on qui implique les facteurs de coagulation VIII, IX, XI, XII, la prékallicréine
et le kininogéne de haut poids moléculaire. Le TCA est aussi utilisé pour déterminer ces facteurs et est couramment
utilisé dans les analyses préopératoires et dans la surveillance de \'héparinothérapies. Les réactifs disponibles sur le
marché utilisent en général 'un de ces trois activateurs: kaolin, silice ou acide ellagique. Dans le test de base, le TCA
mesure de fagon indirecte la formation de thrombine par son action sur le fibrinogéne aboutissant a la formation d’'un
caillot fibrineux. Dans la détermination, le plasma citraté a analyser est mélangé avec le réactif TCA pendant une durée
concréte (en général 5 minutes) & *37°C, puis du chlorure de calcium (0,025 M) préchauffé a *37°C est ajouté. Le
chronométrage commence au moment de I'ajout du chlorure de calcium. Le temps nécessaire & la formation du caillot est
le TCA. Il est possible de détecter la coagulation par une technique mécanique, manuelle (tube incliné) ou avec un
instrument photo-optique.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont a usage diagnostique in vitro uniquement — NE PAS INGERER. Porter un équipement de
protection individuelle approprié lors de la manipulation de tous les composants du kit. Consulter la fiche de données de
sécurité du produit pour obtenir le lien vers les phrases de risque et les conseils de prudence le cas échéant. Eliminer les
composants conformément aux réglementations locales.

COMPOSITION

Composant Contient Description Préparation

APTT SiL 5 x 5 mL (REF 5562) Contient un activateur a particules Ramenez-le a

Minus 10 x 5 mL (REF 5560) semi-colloidales (magnésium- température ambiante

10 x 10 mL (REF 5559)  aluminiumsilicate) pour une sensibilité avant de l'utiliser.

optimale aux déficits de facteurs et a Mélangez bien en
I'héparine. Le réactif contient aussi le remuant ou en
phospholipide avec le tampon et les agents renversant avant
de stabilisation. d'utiliser.

Calcium 5 x 5 mL (REF 5562) Le réactif est une solution de chlorure de Le réactif est prét a

Chloride: 10 x 5 mL (REF 5560) calcium a 0,025 M. I'emploi.

0.025M 10 x 10 mL (REF 5559)

Chaque kit contient une fiche technique.

MATERIEL NECESSAIRE NON FOURNI

Il est possible d'utiliser un instrument de coagulation électromécanique ou photo-optique de haute qualité congu pour
déterminer le temps de céphaline activé.

CONSERVATION, DUREE DE VIE UTILE ET STABILITE

Les flacons de réactif non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon. Conservez-le a *2°_8° C. SANS LE CONGELER. Stable pendant
30 jours aprés ouverture. Evitez des réchauffements prolongés.

PRELEVEMENT ET PREPARATION DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1 volume de citrate
de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant 15 minutes. Conserver le plasma
entre "2° —*8°C ou *18 —"24°C. L'analyse doit étre terminée dans les 4 heures suivant le prélévement de I’échantillon;
sinon, il est possible de congeler le plasma 2 semaines & -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant
de reahser l'analyse. Ne pas laisser & *37°C plus de 5 minutes car la neutralisation de la I'inhibiteur lupique serait
réduite’. Il est possible d’obtenir des résultats erronés en cas de contamination avec du ||qu|de tissulaire ou en cas de
stase. Eviter d’agiter et de former des bulles d’air ou de I'écume. Se référer & Young, et al® pour connaitre les effets des
médicaments couramment administrés.

PROCEDURE
Méthode Manuelle

1. Préchauffez le mélange d'APTT Si L Minus et de chlorure de calcium & 0,025 M & *37°C.
2. Préchauffez 0,1 mL de plasma & analyser, en dosage double, & *37°C pendant 2 minutes.
3. Ajoutez énergiquement 0,1 mL d'APTT Si L Minus préchauffé au plasma et lancez le coagulometre. Laissez
incuber pendant 5 minutes exactement a *37°C.
4. Ajoutez 0,1 mL de chlorure de calcium a 0,025 M préchauffé.
5. Notez le temps de formation de caillots. Exprimez les résultats TCA en secondes.
Méthodes Automatisées

Consulter le manuel d'utilisation de linstrument approprié pour obtenir des instructions détaillées ou contacter Helena
Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS

Les résultats de TCA doivent étre relevés en arrondissant au dixieme de seconde. Il appartient & chaque laboratoire de
déterminer ses valeurs usuelles (en général, temps moyen + 2 écarts-types). Des résultats dépassant la limite supérieure
des valeurs usuelles doivent étre considérés comme anormaux et il est nécessaire de réaliser des études plus
approfondies. Si les valeurs du TCA sont inférieures a la limite inférieure des valeurs usuelles, répéter I'analyse avec un
nouvel échantillon de sang. Un TCA raccourci a été trouvé en association avec des thromboses in vivo (par exemple,
thrombose veineuse profonde et coagulation intravasculaire disséminée).

Surveillance de I'heparine

Lors de la surveillance de I'héparinothérapie, il est important de créer une courbe de référence in vitro qui refléte la
réponse moyenne a I'héparine, étant donné que chaque patient répond dlfferemment a I'héparine. On considére en
général que la plage thérapeutique de Ihepanne se situe entre 0,2 et 0,5 unités/mL>®.

Les précautions suivantes doivent étre prises en considération lors de la surveillance de I'héparinothérapie:

1. Le moment du prélévement est important, étant donné la demi-vie in vivo de I'héparine n’est que de 1,5 heure”.

2. Il convient d’éviter que du facteur plaquettaire 4 ne soit libéré (facteur neutralisant 'héparine) en raison de
I'agrégation plaquettaire ou de la rupture de la structure lors du prélévement. Un prélévement de sang correct, une
centrifugation appropriée et un enlévement rapide de plasma pauvre en plaquettes des globules rouges aide &
réduire la libération de facteur plaquettaire 4.

3. Les valeurs initiales du TCA de chaque patient doivent étre établies avant la thérapie afin de déterminer le TCA
patient respectif puisqu’il se rapporte aux valeurs usuelles établies par le laboratoire.

4. Lasensibilité a 'héparine varie en fonction du systéme de détection de coagulation (mécanique, photo-optique,
etc.). Il est nécessaire d'utiliser le méme systéme d’analyse pour la surveillance des patients sous héparine.

5. Les courbes de réponse a I'héparine doivent étre déterminées de nouveau lorsque le numéro de lot de réactif
change et a des intervalles périodiques avec le méme numéro de lot.

6. Lacourbe de réponse a I'héparine doit étre déterminée en utilisant la méme héparine tout au long de la thérapie
afin d’éliminer les variations dues aux différentes sources d’héparine (par exemple, muqueuse porcine ou poumon
bovin).

LIMITES

Les valeurs prévues du TCA varient d’un laboratoire a l'autre suivant la technique utilisée. La méthode de détection du
caillot, la température, le pH, la technique de prélévement, le type d’anticoagulant ainsi que la durée et le mode de
conservation de I'échantillon sont des parameétres trés importants. Les conditions de prélévement et de conservation de
I'échantillon de plasma doivent étre normalisées et soigneusement contrélées. Tout résultat hors intervalle doit étre
confirmé par des analyses supplémentaires. La présence de fragments de plaquettes dans un échantillon peut entrainer
la libération de phospholipides et, par conséquent, la neutralisation de tout inhibiteur lupique présent dans I'échantillon. Il
convient d'éviter d'utiliser des petits volumes de plasma en raison des potentielles variations physiologiques du pH.
L'analyse peut étre affectée par divers médicaments®. Un TCA allon gﬁe peut étre du a I'administration de
diphénylhydantoine, d’héparine, de warfarine et de substances radiologiques™®. Un TCA raccourci peut étre observé en
cas d'utilisation de contraceptifs oraux ou chez les sujets sous cestrogenotheraple 100 appartient donc a chaque
laboratoire d’établir ses propres valeurs attendues pour les patients et de déterminer ses normes de performances pour le
controle.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contréle qualité. Les plasmas de contréle, normaux et anormaux,
doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que I'instrument et I'opérateur offrent des
performances satisfaisantes. Si les contréles ne donnent pas les résultats prévus, les résultats du patient doivent étre
considérés comme non valables.

Helena Biosciences Europe distribue les contréles suivants a utiliser avec ce produit:

REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d’'un laboratoire a I'autre suivant les techniques et les systémes utilisés. C'est
pour cette raison qu’il appartient a chaque laboratoire de déterminer ses propres plages de référence.
CARACTERISTIQUES DE PERFORMANCES

Helena Biosciences Europe ou ses mandataires ont déterminé les caractéristiques de performance suivantes en utilisant
un instrument de coagulation photo-optique. Chaque laboratoire doit établir ses propres données de performance.
Reproductibilité

Précision intra-série Précision inter-séries

Echantillon n Formation du caillot cv n Formation du caillot cv
(seconde) (%) (seconde) (%)
Routine Control N 10 330 0,36 100 32,9 2,41
Routine Control SA 10 77,9 0,31 100 78,3 0,77
% Facteur Facteur VIl Facteur IX Facteur XI
(secondes) (secondes) (secondes)
<1 85,7 70,9 92,4
10 45,9 44,4 50,7
40 34,2 33,9 34,4
100 28,8 28,8 28,8

Héparine (U/mL) Formation du caillot (seconde)

0 29,9
0,2 70,0
0,4 174,0
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APTT Si L Minus
Anleitung d e

VERWENDUNGSZWECK

Das APTT Si L Minus-Kit ist fiir koagulometrische Gerinnungstests vorgesehen.

Zur Besti ing der 1 partiellen Thr inzeit (aPTT) und &hnlichen Gerinnungsverfahren mit Extrakt von
Phospholipid und mit nahezu kolloiden Partikeln als Aktivator. Das Testsystem kann mit manuellen, halbautomatischen
oder automatischen Methoden angewendet werden. Der APTT-Test wurde durch die Arbeit von Langdell und Mitarbeitern
kon2|p|ert' und spéter durch Proctor und Rapaport modifiziert?, die aPTT wird zum Nachweis von Funktionsstérungen im
intrinsischen Gerinnungssystem verwendet, zu welchem die Gerinnungsfaktoren VIII, IX, XI, XlI, Prékallikrein und
hochmolekulares Kininogen gehéren. Die aPTT wird auch bei Tests verwendet, die diese Faktoren quantifizieren, und
routinemaBig bei der OP-Vorbereitung und dem Monitoring der Heparintherapie verwendet®. Kommerziell erhaltiiche
Reagenzien enthalten Ublicherweise einen von drei Aktivatoren: Kaolin, Siliziumdioxid oder Ellagsaure. Bei einem
Standard-Screening-Test misst die aPTT indirekt durch ihr Einwirken auf Fibrinogen die Thrombinbildung und damit der
Bildung eines Fibringerinnsels. Das zu testende Citratplasma wird im Testansatz mit aPTT-Reagenz bei *37°C iiber einen
bestimmten Zeitraum (iblicherweise 5 Minuten) gemischt und danach vol | (*37°C) Calcit orid (0,025 M)
zugegeben. Mit Zugabe des Calciumchlorids wird die Zeit gestoppt. Die Zeit, die es zur Gerinnselbildung braucht, wird als
aPTT bezeichnet. Nachweis der Gerinnselbildung kann mechanisch, manuell (Kippmethode) oder lichtoptisch erfolgen.

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die in diesem Kit enthaltenen Reagenzien sind ausschlieBlich fir die Verwendung von in-vitro-Diagnosen vorgesehen.
NICHT VERSCHLUCKEN. Tragen Sie beim Umgang mit samtlichen Komponenten des Kits geeignete Schutzausriistung.
Beachten Sie gegebenenfalls die Verweise auf entsprechende Gefahren- und Vorbeugeerkldarungen in der
Produktsicherheitserklarung. Entsorgen Sie die Komponenten gemaB den értlichen Vorschriften.

ZUSAMMENSETZUNG

Komponente Inhalt Beschreibung Vorbereitung
APTTSiL 5x 5 mL (REF 5562) Das Reagenz enthalt einen Aktivator aus Bringen Sie es vor der
Minus 10 x 5 mL (REF 5560) nahezu kolloiden Partikeln Verwendung auf

10 x 10 mL (REF 5559)  (MagnesiumAluminium-Silikat), mit dem
eine optimale Sensitivitit gegeniiber
Faktor-Mangelzustanden und Heparin
erreicht wird. AuBerdem enthélt das
Reagenz Phospholipid mit Puffer und
Stabilisatoren.

Raumtemperatur. Vor
dem Gebrauch gut
mischen durch Verwirbeln
oder Umdrehen.

Calcium 5x 5 mL (REF 5562) Das Reagenz besteht aus einer 0,025 M Das Reagenz ist
Chloride: 10 x 5 mL (REF 5560) Calciumchlorid-Lésung. gebrauchsfertig verpackt.
0.025M 10 x 10 mL (REF 5559)

Jedes Kit enthélt eine Gebrauchsanweisung.

ERFORDERLICHE, ABER NICHT MITGELIEFERTE ARTIKEL

Es kann jedes zur Durchfiihrung der aktivierten partiellen Thre inzeit geeignete, q
elektromechanische oder lichtoptische Gerét benutzt werden.

hochwertige

LAGERUNG, HALTBARKEIT UND STABILITAT

Ungedffnete Reagenzien sind unter den auf Verpackung oder Flaschchen angegebenen Lagerbedingungen bis zum
aufgedruckten Verfallsdatum stabil. Bei *2° —*8°C lagern. NICHT EINFRIEREN. Das Produkt ist nach dem Offnen 30
Tage lang stabil. Vermeiden Sie lang andauerndes Erhitzen.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als Antikoagulanz (1 Teil)
entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma abpipettieren. Plasma bei *2° —*8°C oder
*18 —*24°C lagern. Plasma sollte innerhalb von 4 Stunden verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder
-70°C fur 6 Monat gelagert werden. Vor dem Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C
belassen?; das minimiert die Neutralisation des Lupus-Inhibitors. Fehlerhafte Resultate kénnen durch Kontamination mit
Gewebeflusslgke\! oder Stase verursacht werden. Schiitteln, Luﬂblasen oder Schaumbildung vermeiden. Fir die
Auswirkungen héufig verabreichter Medikamente siehe Young et al®.

VORGEHENSWEISE
Manuelle Methode

1. Warmen Sie gut gemischtes APTT Si L Minus und 0,025 M Kalziumchlorid auf *37°C vor.

2. Warmen Sie zwei Proben des Testplasmas von 0,1 mL 2 Minuten lang auf *37°C vor.

3. Geben Sie 0,1 mL vorgewéarmtes APTT Si L Minus zu dem Plasma hinzu, und starten Sie den Timer. Inkubieren

Sie genau 5 Minuten lang bei *37°C.

4. Fugen Sie 0,1 mL von den a 0,025 M Kalzi id hinzu.

5. Notieren Sie die Zeit der Gerinnselbildung. Zeichnen Sie das Ergebnis als die aPTT-Zeit in Sekunden auf.
Automatisierte Methoden

Siehe die Bedienungsanleitung des entsprechenden Geréts fiir genaue Anweisungen oder wenden Sie sich an Helena
Biosciences Europe fiir spezielle anwendungstechnische Hinweise.

INTERPRETATION DER ERGEBNISSE

Die Ergebnisse des aPTT-Tests bis auf ein Zehntel genau in Sekunden angeben. Jedes einzelne Labor sollte seinen
Normalbereich (fiir gewohnlich X + 2 s) selbst ermitteln. Ergebnisse Uber der Grenze des oberen Normalbereichs sollten
als abnormal angesehen und der Test wiederholt werden. aPTT-Werte unter dem unteren Normalbereich sollte mit einer
frischen Blutprobe wiederholt werden. Verkiirzte aPTT-Werte kénnen in vivo mit einer Thrombose verbunden beobachtet
werden (d. h. tiefe Venenthrombose und Verbrauchskoagulopathie).

Heparin-Monitoring

Bei der Uberwachung von Heparin-Therapien ist es wichtig, eine in vitro Referenzkurve zu erstellen, welche, da die
einzelnen Patienten unterschiedlich auf Heparin reagieren, die durchschnittliche Reaktion auf Heparin widerspiegelt. Im
Aligemeinen gilt fiir Heparin der therapeutische Bereich von 0,2 bis 0,5 Einheiten/mL%®

Folgende VorsichtsmaBnahmen sollten bei der Uberwachung der Heparin-Therapie berticksichtigt werden:

1. Der Zeitpunkt der Entnahme ist wichtig, da Heparin in vivo eine Halbwertszeit von nur 1,5 Stunden hat’.

2. Freisetzung des Plattchenfaktors 4 (Heparin neutralisierender Faktor) durch Thrombozyten-Aggregation oder
Schéadigung bei der Entnahme sollten vermieden werden. Sorgféltige Blutentnahme, richtiges Zentrifugieren und
sofortiges Trennen des plattchenarmen Plasmas von den Zellen trégt dazu bei, die Freisetzung des
Plattchenfaktors 4 zu minimieren.

3. Vor der Therapie sollte von jedem Patienten aPTT-Ausgangswerte erstel\! werden um von dem entsprechenden
Patienten das aPTT hinsichtlich des von Labor Nc

4. Die verschiedenen Systeme der Gerinnselerkennung (mechanisch, lichtoptisch usw.) reagleren mit
unterschiedlicher Sensibilitat auf Heparin. Zur Uberwachung heparinisierter Patienten immer dasselbe Testsystem
verwenden.

5. Heparin-Reaktionskurven neu erstellen, wenn die Chargen-Nummer des Reagenz sich &ndert, und in
regelméBigen Abstanden auch innerhalb der gleichen Charge.

6. Die Kurve sollte mit dem Heparin erstellt werden, das auch in der Therapie verwendet wird, um die mit Heparinen
aus unterschiedlicher Quelle (z. B. Mucosa vom Schwein oder Lunge vom Rind) verbundenen Variablen
auszuschlieBen.

EINSCHRANKUNGEN

Normalwerte fiir den aPTT-Test variieren je nach angewendeter Technik von Labor zu Labor. Sehr wichtig dafir sind:
Methode der Gerinnselerkennung, Temperatur, pH, Entnahmeverfahren, das verwendete Antikoagulanz und Dauer und
Art der Probenlagerung. Die Entnahme und Lager ingen der P 1 sollten standardisiert sein und
sorgfaltig Gberprift werden. Unerwartete Ergebnisse miissen durch weitere Untersuchungen bestéatigt werden. In einer
Probe vorhandene Thrombozytenfragmente kénnen die Freisetzung von Phospholipiden verursachen und so eventuell in
der Probe vorhandene Lupus-Inhibitoren neutralisieren. Proben mit geringem Plasmavolumen sollten wegen méglicher
physiologischer pH-! Veranderungen nicht verwendet werden. Die Untersuchung kann durch verschiedene Medikamente
beeintréchtigt werden®. Eine Verlangerung der aPTT-Ergebnisse kann durch die Gabe von Diphenylhydantoin, Heparin,
Warfarin - und  Rontgenmittel ~ gegeben sein®®.  Verminderte aPTT-Werte kénnen bei Einnahme oraler
Emptangnisverhitungsmittel oder Ostrogentherapie beim Mann beobachtet werden®™®. Daher sollten Labors fiir
Patienten ihren eigenen Referenzbereich und klar definierte Leistungsstandards fiir die Kontrolle erstellen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen.

Vor jeder Testreihe mit Patientenproben miissen normale und pathologische Kontrollplasmen getestet werden, um eine
zufrieden stellende Gerateleistung und Bedienung zu gewahrleisten. Liegen die Kontrollen auBerhalb des Normbereichs,
sind die Patientenergebnisse nicht zu verwenden.

In Verbindung mit diesem Produkt bietet Helena Biosciences Europe die folgenden Kontrollen an:

REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich sein. Aus diesem
Grund sollte jedes Labor seine eigenen Referenzwertbereiche erstellen.
LEISTUNGSMERKMALE

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag mit einem
fotooptischen Gerinnungsgerét ermittelt. Jede Labor muss seine eigenen Werte ermitteln.
Reproduzierbarkeit

Intra-assay-Préazision Inter-assay-Prézision

Probe n Gerinnselbildung cv n Gerinnselbildung cv
(sekunden) (%) (sekunden) (%)

Routine Control N 10 33,0 0,36 100 329 2,41
Routine Control SA 10 77,9 0,31 100 783 0,77
% Faktor Faktor VIII Faktor IX Faktor XI

(sekunden) (sekunden) (sekunden)
<1 85,7 70,9 92,4
10 45,9 444 50,7
40 34,2 33,9 34,4
100 28,8 28,8 28,8

Heparin (IU/mL) Gerinnselbildung (sekunden)

0 29,9
0,2 70,0
0,4 174,0
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APTT Si L Minus |t
Istruzioni per I'uso

SCOPO PREVISTO

Ilkit APTT Si L Minus & concepito per I'esecuzione di dosaggi di emostasi basati sulla presenza di coaguli.

Da utilizzare nella determinazione dei tempi di tromboplastina parziale attivata (aPTT), e nelle procedure di coagulazione
correlate, con I'impiego di estratto di fosfolipide e particelle paracolloidale come attivatore. Il sistema di test pud essere
utilizzato con melodl manuah semlaummahm e automatici. Sin daIIe origini, grazie allopera di Langdell e dei suoi

it ite da Proctor e Rapapon il aPTT viene utilizzato per rilevare i disordini del
sistema |ntr|nseco della coagulazione, in cui intervengono i fattori della coagulazione VIII, IX, Xl e X, la precallicreina e il
chininogeno ad alto peso molecolare. L'aPTT viene utilizzato anche nei dosaggi che quantificano questi fattori e viene
abitualmente utilizzato per lo screening prechirurgico e il monitoraggio della terapia eparinicaa. | reagenti disponibili in
commercio impiegano solitamente uno dei 3 attivatori seguenti: caolino, silice o acido ellagico. Nel test di screening di
base, il aPTT misura indirettamente la formazione di trombina grazie alla sua azione sul fibrinogeno che forma il coagulo
di fibrina. Nel test, il plasma citrato di prova viene miscelato con il reagente per aPTT per un intervallo di tempo specifico
(solitamente di 5 minuti) a *37°C, seguito dall’aggiunta di calcio cloruro (0,025 M) preriscaldato (*37°C). La misurazione
del tempo ha inizio al momento dell’aggiunta del calcio cloruro. Il tempo necessario per la formazione del coagulo
corrisponde al aPTT. Il rilevamento del coagulo pud avvenire per misurazione meccanica, manuale (inclinazione della
provetta) o foto-ottica.

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE. Indossare
un’adeguata attrezzatura protettiva personale durante la manipolazione di tutti i componenti del kit. Per conoscere le
relative indicazioni precauzionali e di pericolo, laddove pertinente, fare riferimento alla dichiarazione di sicurezza del
prodotto. Smaltire i componenti conformemente alle normative locali vigenti.

COMPOSIZIONE

Componente Contiene Descrizione Preparazione

APTTSiL 5 x5 mL (REF 5562) Il reagente contiene un attivatore di Prima dell’'uso portare a

Minus 10 x 5 mL (REF 5560) particelle paracolloidale (silicato di temperatura ambiente.

10 x 10 mL (REF 5559)  magnesio ed alluminio) per una Miscelare accuratamente con

maggior sensibilita nei confronti di il vortex o capovolgere piu
deficit di fattori e dell'eparina. Il volte prima di utilizzare il
reagente contiene inoltre un fosfolipide reagente.
con tampone e stabilizzatori.

Calcium 5 x 5 mL (REF 5562) Il reagente & costituito da una soluzione Il reagente & in confezione

Chloride: 10 x 5 mL (REF 5560) 0,025 M di calcio cloruro. pronta all'uso.

0.025M 10 x 10 mL (REF 5559)

Ogpni kit contiene un Istruzioni per I'uso.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

E possibile utilizzare qualsiasi strumento di coagulazione elettromeccanico o foto-ottico di alta qualita idoneo alla
determinazione dei tempi di tromboplastina parziale attivata.

CONSERVAZIONE, VITA UTILE E STABILITA

| reagenti non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate sul flacone o
sull'etichetta del kit. Conservare a una temperatura compresa tra *2° —*8°C. NON CONGELARE. Il reagente rimane
stabile per 30 giorni dopo I'apertura. Evitare il riscaldamento prolungato.

RACCOLTA E PREPARAZIONE DEI CAMPIONI

Nel corso dellintera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti) deve essere
raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma in seguito a centrifugazione
a 1500 x g per 15 minuti. Il plasma deve essere conservato a *2° —*8°C o *18 —*24°C. | test devono essere completati
entro 4 ore dalla raccolta dei campioni; in alternativa, il plasma puo essere conservato congelato a -20°C per 2 settimane
oa 70 C per 6 mese. Decongelare rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5
minuti®. Cio ridurra al minimo la neutralizzazione del lupus inibitore. La contaminazione con liquidi tissutali o la stasi
possono dare luogo a risultati erronei. Evitare I'agitazione, le bolle d’aria o la formazione di schiuma. Per gli effetti dei
farmaci comunemente somministrati fare riferimento a Young et al®.

PROCEDURA

Metodo Manuale

1. Miscelare accuratamente APTT Si L Minus e il calcio cloruro a 0,025 M quindi preriscaldare a *37°C.

2. Preriscaldare 0,1 mL di plasma di test, in doppio, a *37°C per due minuti.

3. Aggiungere forzatamente 0,1 mL di reagente APTT Si L Minus preriscaldato al plasma e avviare il cronometro.
Incubare per esattamente 5 minuti a *37°C.

4. Aggiungere 0,1 mL di calcio cloruro preriscaldato a 0,025 M.

5. Prendere nota del tempo necessario per la formazione di coaguli. Riportare il risultato come tempo aPTT in
secondi.

Metodo Automatico

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare Helena
Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI

| risultati del test aPTT devono essere registrati con un’approssimazione di 1/10 di secondo. Per ogni singolo laboratorio
dovrebbe essere stabilito il range normale (di solito X + 2 deviazioni standard). | risultati maggiori dei limiti superiori del
range normale devono essere considerati anomali e devono pertanto essere eseguiti test di follow-up. | valori di aPTT
minori dei limiti inferiori del range normale devono essere ripetuti su un nuovo campione di sangue. Valori di aPTT breve
possono essere osservati in concomitanza con una trombosi in vivo (ossia trombosi delle vene profonde e coagulazione
intravascolare disseminata).

Monitoraggio dell'eparina

In caso di monitoraggio della terapia eparinica, & importante costruire una curva di riferimento in vitro che rifletta la
risposta media all’eparina, in quanto i singoli pazienti rispondono all’eparina |n modo diverso. In generale, il range
terapeutico per I'eparina pud essere considerato compreso tra 0,2 e 0,5 unita/mL™ 38,

Durante il monitoraggio della terapia eparinica, & necessario adottare le misure precauzionali illustrate di seguito:

1. Il tempo di raccolta & importante, in quanto I'eparina possiede un’emivita in vivo di appena 1,5 ore’.

2. E necessario evitare il rilascio del fattore piastri 4 (fattore di neutr e dell’eparina) causato
dall’aggregazione delle piastrine o eventuali danni durante la raccolta. Un’attenta raccolta del sangue, una
centrifugazione adeguata e una tempestiva rimozione del plasma povero di piastrine dalle cellule contribuiscono a
ridurre al minimo il rilascio del fattore piastrinico 4.

3. | dati di base sull'aPTT di ciascun paziente devono essere definiti prima della terapia, per determinare il rispettivo
aPTT correlato al range normale stabilito dal laboratorio.

4. | diversi sistemi di rilevamento del coagulo (meccanica, foto-ottici, ecc.) mostrano sensibilita variabili al’eparina.
Durante il monitoraggio dei pazienti eparinizzati & necessario utilizzare lo stesso sistema di test.

5. Le curve di risposta all’eparina devono essere determinate nuovamente con il cambiamento dei numeri di lotto del
reagente e ad intervalli periodici con lo stesso numero di lotto.

6. Lacurva deve essere costruita utilizzando anche la stessa eparina impiegata in terapia, per eliminare le variabili
collegate alle eparine provenienti da fonti diverse (ad es. mucosa suina o polmone bovino).

LIMITAZIONI

| valori previsti per il test del’'aPTT variano da un laboratorio all’altro in funzione della tecnica utilizzata. Il metodo di
i del coagulo, la P ira, il pH, la tecnica di raccolta, il tipo di anticoagulante, nonché il tempo e il metodo
di conservazione dei campioni sono tutti fattori estremamente importanti. Le condizioni di raccolta e conservazione dei
campioni di plasma devono essere standardizzate ed attentamente controllate. | risultati imprevisti devono essere
confermati da ulteriori test. | frammenti di piastrine presenti in un campione possono causare il rilascio di fosfolipidi e
pertanto la neutralizzazione di un eventuale lupus inibitore contenuto nel campione stesso. Deve essere evitato I'utilizzo
di campioni con piccoli volumi plasmatici in ragione delle possibili variazioni fisiologiche di pH. | test possono essere
influenzati da svariati farmaci®. Un aumento dei risultati del’aPTT puod essere attribuito alla somministrazione di
difenilidantoina, eparina, warfarin e agenti radlograhm55 Una nduzmne dei valori di aPTT puo essere osservata durante
I'impiego di contraccettivi orali o nelle terapie estrogeniche maschili®'°, Pertanto, i laboratori dovranno determinare i
propri valori previsti per i pazienti e precisi standard prestazionali per il con!ro\lo.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali devono essere
testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale soddisfacente sia per quanto
riguarda lo strumento che per I'operatore. Qualora i controlli non funzionassero come previsto, i risultati relativi ai pazienti
dovranno essere considerati non validi.

Helena Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A

VALORI DI RIFERIMENTO

Per la sicurezza del paziente, & necessario che il sistema sia monitorato continuamente da un operatore qualificato. Per
tale motivo ciascun laboratorio dovra elaborare i propri range di riferimento.

CARATTERISTICHE PRESTAZIONALI

Le seguenti caratteristiche prestazionali sono state determinate da Helena Biosciences Europe o dai propri rappresentanti
con l'utilizzo di uno strumento di coagulazione foto-ottico. Ciascun laboratorio dovra pertanto elaborare i propri dati
prestazionali.

Riproducibilita

inti i isi tra i dosaggi
Campione n Formazione del coagulo cv n Formazione del coagulo cv
(secondi) (%) (secondi) (%)
Routine Control N 10 330 0,36 100 329 2,41
Routine Control SA 10 77,9 0,31 100 78,3 0,77
% Fattore Fattore VIl Fattore IX Fattore XI
(secondi) (secondi) (secondi)
<1 85,7 70,9 92,4
10 45,9 44,4 50,7
40 34,2 33,9 34,4
100 28,8 28,8 28,8
Eparina (IU/mL) For i del coagulo
0 29,9
0,2 70,0
0,4 174,0

BIBLIOGRAFIA

1. Langdell R, Wagner R, Brinkhous K (1953) Effect of Antihemophilic Factor on One Stage Clotting Tests,

J. Lab. Clin. Med, 41: 637
2. Proctor R, Rapaport S (1961) The Partial Thrombopastin Time with Kaolin, Am. J. Clin. Path, 36: 212
3. Brandt JT and Triplett DA (1981) Laboratory Monitoring of Heparin. Effect of Reagents and Instruments on the

Activated Partial Thromboplastin Time, AJCP, 76: 530-537
4.  Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood Specimens for
Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays: Approved Guideline, 5th edn.
CLSI: H21-A5
Young DS et al. Effects of Drugs on Clinical Laboratory Tests, 3rd ed., AACC Press, Washington, D.C.,1990
Kelton JG and Hirsh J (1980) Bleeding Associated with Antithrombotic Therapy, Semin Hematol, 17: 259-91
Estes J and Poulin P (1974) Pharmacokinetics of Heparin, Thromb Diath Haemorr, 33: 26-35
Solomon G, Hilgartner M, Kutt H (1972) Coagulation defects caused by diphenylhydantoin, Neurology, 22: 1165-71
Ambrus JL, Schimert G, Lajos TZ, Ambrus CM, Mink IB, Lassman HB, Moore RH, Melzer J (1971) Effect of
antifibrinolytic agents and estrogens on blood loss and coagulation factors during open heart surgery, J Med,
2:65-81
10.  Crowell EB Jr, Clatanoff DV, Kiekhofer W (1971) The effect of oral contraceptives on factor VIil levels,

Lab. Clin. Med, 77: 551-7

©®NOO

APTT Si L Minus
Instrucciones de uso eS

USO PREVISTO

El uso previsto del kit APTT Si L Minus es realizar ensayos de hemostasia basados en la coagulacion.

Para usar en la determinacion de los tiempos de tromboplastina parcial activada (TTPa), y procedimientos de
coagulacion relacionados usando extracto de fosfollpldo con de particulas casl -coloidal como activador. El sistema de
prueba puede usarse con métodos manuales, y autc Desde su on por parte de
Langdell et al' y tras diversas aportaciones de Proctor y Rapapunz el TTPa se utiliza para detectar trastornos del
sistema de coagulacion intrinseco, que implica a los factores de coagulacion VIII, 1X, XI, XII, precalicreina y cininégeno
de alto peso molecular. El TTPa se usa también en ensayos que cuantifican estos factores y se usa rutinariamente para
el cribado prequirtrgico y la monitorizacién del tratamiento con heparinaa. Los reactivos disponibles comercialmente usan
normalmente uno de tres activadores: caolin, silice o &cido elagico. En la prueba de cribado basica, el TTPa mide
indirectamente la formacion de trombina por su accion sobre el fibrinégeno que forma el coagulo de fibrina. En la prueba,
el plasma de prueba citratado se mezcla con reactivo de TTPa durante un periodo de tiempo especificado (normalmente
5 minutos) a *37°C seguido por la adicién de cloruro célcico (0,025 M) precalentado (*37°C). La temporizacién comienza
desde el momento de la adicion de cloruro célcico. El tiempo necesario para la formacion del coagulo es el TTPa. La
deteccion de coagulos puede hacerse mediante medicion mecanica, manual (tubo inclinado) o fotooptica.

ADVERTENCIAS Y PRECAUCIONES

Los reactivos que contiene este kit son sélo para uso de diagnéstico in vitro: NO INGERIR. Lleve el equipo de proteccion
personal adecuado cuando utilice todos los componentes del kit. Consulte la declaracion de seguridad del producto para
saber mas sobre las indicaciones adecuadas de advertencia y riesgo. Desechar los componentes de conformidad con las
normativas locales.

COMPOSICION

Componente Contiene Descripcion Preparacion

APTTSiL 5 x 5 mL (REF 5562) El reactivo contiene un activador de Antes de utilizar, esperar a
Minus 10 x 5 mL (REF 5560) particulas casi-coloidal (magnesio- que alcance la

10 x 10 mL (REF 5559)  aluminiosilicato) que permite una temperatura ambiente.
sensibilidad 6ptima frente a los déficits de Antes de utilizar mezclar
factor y frente a la heparina. El reactivo bien mediante agitacion
contiene asimismo un fosfolipido con suave o inversion.
tampoén y estabilizadores.

Calcium 5 x 5 mL (REF 5562) El reactivo es una solucion de cloruro El reactivo viene
Chloride: 10 x 5 mL (REF 5560) célcico 0,025 M. envasado listo para usar.
0.025M 10 x 10 mL (REF 5559)

Cada kit contiene instrucciones de uso.

ARTICULOS NECESARIOS NO SUMINISTRADOS

Puede usarse cualquier instrumento de coagulacion electromecanico o foto-optico disefiado para realizar pruebas de
tiempos de tromboplastina parcial activada.

ALMACENAMIENTO, CADUCIDAD Y ESTABILIDAD

Los reactivos no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las condiciones
indicadas en el vial o en la etiqueta del kit. Conservar a una temperatura entre *2° —*8°C. NO CONGELAR. Tras su
apertura, el producto es estable durante 30 dias. Evitar un calentamiento prolongado.

RECOGIDA Y PREPARACION DE LAS MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el anticoagulante citrato soédico
al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion a 1500 x g durante 15 minutos. El plasma
debe conservarse a *2° —*8°C o *18 —"24°C. Las pruebas deberian terminarse en 4 horas desde la recogida de las
muestras o el plasma puede conservarse congelado a -20°C durante 2 semanas o -70°C durante 6 mes. Descongelar
rapidamente a *37°C antes de realizar la prueba. No conservar a *37°C durante mas de 5 minutos®. Esto minimizara la
neutralizacion del inhibidor lupus. Pueden producirse resultados erréneos por contaminacion con liquidos tisulares o
estasia. Evitar la agitacion, las burbujas de aire o la formacion de espuma. Para comprobar los efectos de los farmacos
que se suelen administrar, consultar Young, et al®.

PROCEDIMIENTO
Método Manual

1. Precalentar a *37°C el APTT Si L Minus y el cloruro célcico 0,025 M bien mezclados.
2. Precalentar 0,1 mL de plasma problema, por duplicado, a *37°C durante 2 minutos.
3. Afadir 0,1 mL de APTT Si L Minus precalentado al plasma y activar el temporizador. Incubar durante exactamente
5 minutos a *37°C.
4. Anadir 0,1 mL de cloruro calcico 0,025 M precalentado.
5. Anotar el momento de la formacion del coagulo. Registrar el resultado como tiempo TTPa (en segundos).
Método Automatizado

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o pongase en contacto con
Helena Biosciences Europe para notas de aplicacién especificas del instrumento.

INTERPRETACION DE LOS RESULTADOS

Los resultados de la prueba de TTPa deben comunicarse a la décima de segundo mas préxima. Cada laboratorio debe
establecer el intervalo normal (habitualmente, X + 2 desviaciones estandar). Los resultados mayores que los limites
superiores del intervalo normal deben considerarse anormales y deben realizarse pruebas de seguimiento. Cualquier
valor de TPPa menor que los limites inferiores del intervalo normal deben repetirse en una nueva muestra de sangre.
Pueden verse valores de TTPa cortos en asociacion con la trombosis in vivo (p. ej., trombosis venosa profunda y
coagulacion intravascular diseminada).

Monitorizacién de la heparina

Cuando monitorice el tratamiento con heparina, es importante construir una curva de referencia in vitro que refleje el
promedio de respuesta de la heparina, porque los pacientes individuales responden de forma diferente a la heparina. En
general, se puede considerar el intervalo terapéutico para la heparina como de 0,2 a 0,5 unidades/mL’ 38,

Deben considerarse las siguientes precauciones a la hora de monitorizar el tratamiento con heparina:

1. El'momento de la recogida es importante, porque la heparina tiene una semivida in vivo de sélo 1,5 horas”.

2. Debe evitarse la liberacion de factor 4 plaquetario (factor neutralizador de heparina) ocasionada por la agregacion
plaquetaria o por dafios durante la recogida. Una recogida de sangre cuidadosa, una buena centrifugacion y una
eliminacion rapida del plasma pobre en plaquetas de las células, contribuiran a minimizar la liberacién de factor 4
plaquetario.

3. Deben establecerse datos basales sobre los TTPa de cada paciente antes del tratamiento para determinar el
TTPa respectivo del paciente ya que se relaciona con el intervalo normal establecido por el laboratorio.

4. Sistemas de deteccion de coagulos distintos (mecéanica, fotoopticos, etc.) muestran sensibilidades variables a la
heparina. Debe utilizarse el mismo sistema de prueba a la hora de monitorizar pacientes heparinizados.

5. Deben reestablecerse las curvas de respuesta a la heparina cuando cambien los nimeros de lote de los reactivos
y aintervalos periodicos con el mismo nimero de lote.

6. Debe construirse también la curva usando la misma heparina empleada en el tratamiento para eliminar las
variables relacionadas con las heparinas de fuentes diferentes (p. ej., mucosa porcina o pulmén bovino).

LIMITACIONES

Los valores esperados para la prueba de TTPa variaran de un laboratorio a otro, dependiendo de la técnica usada. El
método de deteccion de los coagulos, la temperatura, el pH, la técnica de recogida, el tipo de anticoagulante y el tiempo
y el método de almacenamiento de la muestra son todos muy importantes. Las condiciones de recogida y conservacion
de las muestras de plasma deben estandarizarse y controlarse cuidadosamente. Los resultados inesperados deben
confirmarse medlante pruebas adicionales. Los fragmenlos plaquetarios presentes en una muestra pueden ocasionar la
liberacion de s y, con ello, lar 6n de cualquier inhibidor lupus presente en la muestra. Debe evitarse
el uso de muestras con volimenes pequefios de plasma debido a posibles cambios fisiolégicos de pH. Las pruebas
pueden verse afectadas por diversos farmacos®. Un aumento en los resultados de TTPa puede estar causado por la
administracion de difenilhidantoina, heparina, warfarina y agentes radlograf\cos55 Se puede comprobar un descenso en
los valores de TTPa mientras se usan contraceptivos orales o tratamientos con estrégenos para hombres®'°. Por ello, los
laboratorios deben establecer sus propios valores esperados para pacientes y estandares de rendimiento bien definidos
para el control.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y anormales deben
estudiarse antes de cada lote de muestras del paciente, para asegurar un funcionamiento adecuado del instrumento y el
operador. Si los controles no se realizan como se esperaba, los resultados del paciente deben considerarse invalidos.
Helena Biosciences Europe suministra los siguientes controles disponibles para usar con este producto:

REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas usados. Por esta
razon, cada laboratorio debe establecer sus propios intervalos de referencia.

CARACTERISTICAS FUNCIONALES

Las caracteristicas de rendimi han sido jas por Helena Biosciences Europe o sus
representantes usando un instrumento de coagulacion foto-optico. Cada laboratorio debe establecer sus propios datos de
rendimiento.

Riproducibilita

Precision intra-ensayo Precision inter-ensayo
Muestra n Formacion del coagulo cv n Formacion del codgulo cv
(segundo) (%) (segundo) (%)
Routine Control N 10 33,0 0,36 100 329 2,41
Routine Control SA 10 77,9 0,31 100 783 0,77
% Factor Factor VIIl Factor IX Factor XI
(segundo) (segundo) (segundo)
<1 85,7 70,9 92,4
10 45,9 44,4 50,7
40 34,2 33,9 34,4
100 28,8 28,8 28,8

Heparina (IU/mL) Formacion del coagulo (segundo)

0 29,9
0,2 70,0
0,4 174,0
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TecTt-cuctema "AKTMBMPOBaAHHOE YaCTUYHOE

Tpom6oniacTUHOBOE BpeMA (KPeMHUEBbIA aKTUBaTop

L munyc)"

VHCTPYKUMA ru

HASHAYEHUE

KomnnekT APTT Si L Minus npeaHasHa4eH ANA BbINOSHEHUA aHaIN30B remMocTasa Ha OCHOBE KPOBAHOIO CrycTKa.

WcnonbayeTcA AnA  onpeaeneHus  akTWBMPOBAHHOTO YaCTWYHOTO TPOMGONNAcTWHOBOTO BpemeHu (AYTB) u
COMYTCTBYIOWMX MPOLECCOB  KOATyNALMWA C  MCTIONb30BAHMEM  (hOCONMMNAHOIO  I9KCTPAKTa W aKTMeatopa
OKOMNOKOMIOUAHBIX YacTul. TecToBaA CUCTEMa MOXET WCTIONb30BATbCA B PYYHOM, MONyaBTOMATAYECKOM 1
aBTOMATV4ECKOM  pexiume. G MOMEHTA BOZHUMKHOBEHVR, B paGote Jlawraenna w ero konner' v nosanee
nepepaboTaHHbIii MpokTopoM 1 PananopTOM nokasatenb AYTB ucnonbayeTcA AnA ONpeaeneHnA HapylweHuin Bo
BPOX/EHHON cUCTemMe KoarynAauvm, KotopaA BkovaeT dakTopbl koarynauum VI, 1X, XI, XIl, npekannukpenH n
BbICOKOMONEKYNAPHbIA KuMHWHOreH. AYTB Takxke ucnonb3yeTcA B aHanuaax ANA noacyeTa AaHHbIX (HakToposB U
06bIYHO UCMONL3YETCA ANIA CKPUHMHIA U MOHUTOPUHIA renapyHOBOM Tepanuu Nepe XUPypriyeckuM BMeWaTenbCTBoM.
AHTUGOCHONMNMAHBIE aHTUTENA 1 HECTIELMMMYHbIE MHTGUTOPb! (BONYAHOMNOAOGHbIE AHTUKOArYNAHTLI) MOrYT CTaTh
NPUYUHOV NPONOHTMPOBAHHBIX 3HAYEHUI ALITB OpHako Npu3HaHo, YTO AaHHbIN 3pheKT CBA3AH C KOHUEHTpaumnein
VHIVGUTOPa W ABNAGTCA HENOCNIeA0BATENbHBIM®. PeareHTbl A0CTYMHbIE B TOPrOBOV CETI 0GBIMHO MCMONb3YIOT OAVH U3
TpeX aKTWBATOPOB: KAOMMH, KPEMEHb WM J/N1aroByld KUCIOTY. B 6a30BOM CKPUHMHIOBOM WMCCNEAO0BaHUN
aKTUBMPOBAHHOE 4acTUYHOE TPOMBOMNACTMHOBOE BPEMA KOCBEHHO W3MepAeT 06pasoBaHWe TPOMGMHA mMyTem
BO3AENCTBUA Ha (PUOPUHOreH, hopmupylowmi rbpuHoBble Tpombbl. B uccneposaHMyM uMTpaTHaA TecTupyemas
nnasma cmewvBaeTcA ¢ peareHToM AYTB B TeYeHMe yKa3aHHOro MpOMEXyTka BpemeHW (0BbIMHO 5 MUHYT) npu
Temnepatype *37°C, nocne uero no6aBNAETCA NPeABapUTENbHO MOAOTPETHIA XMopuA Kanbuma (0,025 M). Otcuer
BPEMEHN HauMHaeTcA CO BpeMeHW nobaBneHvsA xnopuaa KanbuvA. Bpema, Tpebyemoe anA ob6pa3oBaHuA TPOMGOB,
aABnAeTcA AYTB. OnpeaeneHne TPOMGOB MOXET NPOUCXOAWUTL NYyTEM MeXaHU4eckoro, (PoTOONTUHECKOro M3MepeHua
NN BPYYUHYIO (HakNoHHaA Npobupka).

NPEAYNPEXXAEHUA U MEPbI NPEAOCTOPOXXHOCTU

Copepxalimeca B JaHHOM Habope peareHTbl NpefHa3HaueHbl TONbKO AnA in vitro auarHocTuku— HE MPUHUMATb
BHYTPb! MNpu paboTe co BCemMn KOMNOHeHTaMu Habopa UCMonb3oBaTh COOTBETCTBYIOLIME CPEACTBA MHAMBUAYANbHON
3awMTel. B cnyyae HeOGXOAWMOCTM CM. CBUAETENLCTBO O 6@30MacHOCTV M3LENUA [AfA  O3HAKOMMIEHUA C

COOTBETCT! on onacHoro BUA U 0 Mepax MpefoCTOPOXKHOCTU. YaaneHue
KOMMOHEHTOB B OTXO/bI NPOU3BOANTE B COOTBETCTBIM C MECTHBLIMI NPaBUiaMm.

COCTAB

Coctas CopepxxaHue Ha6opa Onucanue Mpurotosnexune

AYTB 5 x5 mL (KaT. Ne 5562) PeareHT copepXuT akTusaTop [MoBeanTe no KOMHATHOM
(KpemHneBbIt 10 x 5 mL (KaT. Ne 5560) OKOMIOKONNONAHbIX HacTuL, TemnepaTtypbl nepen

akTtmeatop L 10 x 10 mL (Kat. Ne 5559)  (cunukaT MarHua-anioMUHUA) ANA  UCMosb30BaHMeM. XOpoLwo
MUHYC) ONTUManbHOM HyBCTBUTENLHOCTU  NepemellaiiTe

K aecpuumTam hakTopa u K
renapuHy. PeareHt Takxe
conepxuT occhonunuabl ¢

BpauwaTebHLIMI
[LBWKEHUAMN Nv nyTem
nepesopaynBaHnA nepea

Bychepom. MCMONb30BaHMeM.
Xnopun, 5 x5 mL (Kat. Ne 5562) PeareHT npeactaenaet coboit PeareHT rotos k
Kanbuma 10 x 5 mL (Kart. Ne 5560) pacTBop xnopuaa Kanbuma MCrONb30BaHMIO.
0,025M 10 x 10 mL (KaT. Ne 5559) 0,025 M.

B kaxxaom Habope MeeTCA MHCTPYKLUMA N0 NPUMEHEHMIO.

HEOBXOAUMbIE KOMMOHEHTbI, HE BKJIIOYEHHBIE B KOMMJIEKT NOCTABKU

MoxeT 1cnonb3oBaTbCA Nt060 BbICOKOKAYECTBEHHbIV 3MeKTPOMEXaHNYeCKMii N hoTOONTUHECKMIA KoarysiomeTp
AnA namepenua AYTB.

XPAHEHUE, CPOK MOIHOCTU U YCTOWYMBOCTb

HeECKDbITb\e CbﬂaKOth OCTaloTCA CTabUNbHLIMU A0 NCTEYEHNA CpoKa roAHOCTU NPU XpaHeHUN B YCNOBUAX, YKa3aHHbIX
Ha hnakoHe wnu aTukeTke Habopa. He 3amopaxwsaiite. CTabuUNbLHOCTL COXpaHAeTCA B TeveHue 30 AHei nocne
BCKPbITVA. V36eraiiTe AnMTeNbHOTO HarpesaHua.

OTBOP U NOArOTOBKA OBPA3LIOB

[nA paboTbl creayeT MCMOMb30BATH TONBKO MACTUKOBLIE UM CUMKOHM3NPOBAHHbIE CTEKNAHHbIE NPOBUpKM. Kposb
(9 yacTeit) 3abupaeTcA B NPOGUPKY C aHTUKOAryNAHTOM uuTpaTa HaTpuA 3,2% wnn 3,8% (1 vacTk). OTaenuTe nnasmy
nocne ueHTpudyruposanua npu 1500 g B TedeHre 15 MUHYT. Mnasmy cneayet xpaHuTb npu Temnepatype *2° —*8°C
nnm *18 —*24°C. Vccneposanme AOMKHO GbiTh 3aBEPLIEHO B TEYEHMe 4 4acos nocne 3a6opa 06pasuos, MGO Nnasmy
MOXHO 3aMopo3uTb Mpu -20°C 1 XpaHUTb 2 HefeNnn, a Npu 3amMopaxuBaHni Npn -70°C OHa MOXET XPaHUTLCA B
TeueHue 6 MecALes. PasmopaxusaiiTe 6bicTpo npu *37°C ao nposeaeHnA nccnenosaHnA. He aepxuTe 6onee 5 MuHyT
npu Temnepatype *37°C*.

NPOLEEAYPA
PyuHon Meton

1. lpepnsapuTenbHO HarpeiTe XopoLUo NepemMeLlaHHyto TECT-CUCTEMy U Xiopua, Kanbuua 0,025 M go *37°C.
2. TpeaBapuTenbHO HarpeiiTe [Be YacTV UCCNEAYeMoit naambl, no 0,1 M kaxaan, 4o *37°C B TeYeHne 2 MUHYT.
3. MpuHyauTenbHo AoGaebTe 0,1 MN NPeABAPUTENLHO HArPETYIO TECT-CUCTEMY K NNasme 1 BKIKoUNTe Taiimep.
VIHKy6UpyiiTe TOYHO 5 MUHYT npn Temnepatype *37°C.
4. [ob6asbTe 0,1 Mn corpeToro xnopuaa Kanbuva 0,025 M.
5. OTmeTbTe BpemA 06pa3oBaHNA TPOMGOB. PesynbTaTthl 0TpasnTe kak AYTB (B cekyHaax).
ABTOMaTM3MpOBaHHbI MeToa

O6paTutech K COOTBETCTBYOLLEN VIHCTPYKUMW 10 9KCTlyaraummn npubopa 3a noapo6HOI UHGopMauuein unmn
obpaTuTech B koMnaHuio "XeneHa baiic Espon" 3a nony CNpaBOYHON MHGOPMALIMM NMPUMEHNTENBHO K
KOHKpeTHOMY npubopy.

WHTEPMPETALUA PE3YJIbTATOB

PesynbTathl Tecta Ha AYTB nonkHbI yKasbiBaTbeA A0 Gnvkaiiweid 1/10 cekyHabl. HopmanbHbil ananasoH (06bI4HO
X+2 cTaHOapTHbIE OTKIIOHEHWA) [OXKEH YCTaHaBNMBaTbCA ANA Kaxaoi nabopartopun. PesynbTathl, npesbiaowme
BEpPXHWE MOPOrOBbIE 3HAYEHWA HOPMANLHOTO AMAna3oHa AOMKHbI CYMTATBCA ATUMNYHBIMW U OOMKHO NPOBOANTLCA
nocnepytouwiee uccneposaHue. Jliobble 3HadeHnA AYTB MeHblue HWXKHWX MOPOroBbIX 3HAYEHW HOPManbHOro
/AvanasoHa A0KHbI BbiTb NOBTOPeHbl Ha HOBOM oBpasue Kposu. Huskue aHadeHna AYTB MoryT accoummpoBaTthea C
TpomM6030M B OpraHuame (Hanpumep, TPOMGO30OM rny60OKMX BEH W PacnpoCTPaHEHHOW BHYTPUCOCYAUCTON
Koarynauven).

MOHMTOPUHT renapuHa

Mpy MOHWTOPUHIe renapuHOBOK Tepanuu BaXHO NOCTPOUTb Ka/iMGPOBOYHYIO NaGopaTopHylo KpuBylo, KoTopas
oTpaXkaeT CpefiHee 3HayeHWe renapyHOBOro OTBETa, NOCKONbKY Pa3Hble MalMeHTbl MO-pasHoMy pearvpyioT Ha
renangHE. B uenom, MOXHO cuMTaTh, YTO TepaneBTUHYECKWI AvanasoH ANA renapuHa coctaenAeT ot 0,2 go 0,5
EQ/mn™

CnepyeT NpUHUMATL BO BHAMaHWE Crieayiolumne npefoCTepeXxeHNA NP MOHNTOPUHIe renapyuHOBO Tepanun:

1. BpeMH GSGDPB nUmMeeT 3HayYeHune, Tak Kak BpemA nonyebiBeAeHUA renapuHa B OpraHn3me CocTaBnAeT TONIbKO 15
yaca’.

2. Heobxoaumo nsberatb BbICBOGOXAEHUA hakTopa TpomboumTa 4 (hakTop HeTpanmaaumm renapuHa),
BbI3BAHHOrO arperauyeit TPOMGOLIMTOB UMM NOBPEXAEHNEM B xoae 3a6opa. OCTOPOXHbI 3a60p KPOBU,
NPaBU/bHOE LEHTPUYTMPOBaHIE U BLICTPOE yAaNeHIe NnasMbl 6eAHOM Ha TPOMGOLUMTHI U3 KNETOK MOMOXeT
MUHUMM3NPOBATL BbICBOGOXAEHIE (hakTopa TPOMGOLMNTOB 4.

3. VcxopHble aaHHble 0 AYTB Kaxaoro nauveHTa AomkHbI 6biTb YCTAHOBIEHbI 10 MPOBEAEHUA Tepanuu Ana
onpepeneHnA A4TB COOTBETCTBYIOWENO NaUNeHTa B COOTHOWEHNM C HOPMasTbHBIM ANanasoHoM,
yCTaHOB/EHHbIM nabopaTopuei.

4. Pas3Hble CUCTEMbI Onp TPOMGOB (! KaA, (hOTOONTUYECKanA 1 Ap.) AEMOHCTPUPYIOT pasHyo
HYBCTBUTENbHOCTb K renapuHy. Takan e cucrema vccnefoBaHUA A0/MKHA MCNONb30BaTbCA NPU MOHUTOPUHIE
nauveHToB, KOTOPbIM NPOBOAUTCA renapuHoBan TepanuAa.

5. KpuBble renapyHoBOro 0T8eTa A0MKHbI GbiTb MOCTPOSHbI NOBTOPHO MPY M3MEHEHUN HOMEPOB NapTuii peareHTos
" Yepes nepnoanyeckne nHTepsasnbl AnA OﬂHOIZ W TOW Xe napTuum.

6. Kpusan Takxe AOMKHa GbiTb NOCTPOEHA C UCTONML30BAHMEM TaKOro e renapuHa, KoTopbli NPUMEHANCA B
Tepanuu, BO n3bexaHve KOﬂSﬁaHVII;i, CBA3a@HHbIX C renapuHoM, B3ATbIM U3 Pa3HbIX NCTOYHUKOB (HaanMep,
CBMHaA cMancTan 060n04Ka nnn Bblbbe Nerkoe).

OrPAHUYEHMA

O: pesynbTaThl HWA Ha AYTB GyayT pasnuyHbIMM B pasHbix nabopaTopuAx B 3aBUCUMOCTU OT
ucnonb3dyemoro metoaa. MeTOI_] KNOTTUHrOBOro  onpeaeneHvsd, Temnepatypa, pH TexHuka 3360 a, Tvn
aHTuKoarynaHTa, BpemMa u cnoco6 XpaHeHuA Oépaﬁua OY€eHb BaXHbl. 3360p 06p33ua nnasmMbl U yCNOBUA XpaHeHua
AOMKHBI 6bITb CTaHQapTM30BaHbl U TWAaTesNbHO KOHTPOMMPOBATLCA. HenpenswneHHb\e pe3ynbTaTtbl AO/KHbI 6bITb.
noaTBepX/AeHbl AOMOMHUTENbHBIMM TecTamu. dparMeHTbl TPOMOGOLMTOB, UMeloWMecA B npobe, MOryT BbiCBOGOAUTL
hocchonmnmabl M TeM CaMbiM HeTpanusaumio Nio6oro MHrMbuTopa BonYaHKM, nMerowerocA B npobe. Heobxoanmo
naberaTb MCMOMb30BaHNA NPO6 C HE60MbIWMM 06BLEMOM NNas3Mbl BBUAY BO3MOXHbIX M3MEHEeHWI hranonornyeckoro pH.
Ha pesynbTaThbl MCCNeAoBaHWMA MOrYT OKasaTb BAWAHME HEKOTOpble NeKapCTBeHHbIe cpe,ucraas, MoBbilWeHHbIA
ypoBeHb AYTB MOXeT 6biTb Bbi3BaH NPUEMOM AVUGEHUNrMAAHTOMHA, renapuHa, BapthapuHa 1 paavorpaduyecknx
BewecTs®®. CHukeHHble MokasaTen AYTB MOryT HaGMIOAATLCA B XOOe MPUEMa OPaflbHbIX KOHTPALeNTUBOB WA
scTporeHosoil Tepanneit y Myxunt®'®. To ecTb, nabopaTopuM AOMKHbI yCTaHaBIMBATb CBOW COGCTBEHHble
OXMAaeMble 3HaYEHNA 1A NAUMEHTOB, a TaKXKe YETKUE CTaHAAPTh! ANIA KOHTPONA PaBouMX XapaKTepUCTHK.

KOHTPOJIb KAYECTBA

Kaxgan na6opaTopuaA AOMKHA WMETb NPOrpamMMy KOHTPONA KadyecTsa. HopmanbHaA KOHTPOMbHAA nnasma u
KOHTPONbHAA Ma3Ma C OTK/IOHEHUAMM [OMKHBI TECTUPOBATLCA NEpe/ Kak/AoN NapTueli 06pasLos Nasmbl NaLUMEHTOB
LA 06ECrieyeHNA NPaBuNbHON PaboTkl NPUGOpa M nabopaHTa. ECAN KOHTPOMbHbIE 06pasiibl HE AAIOT OXKWAAEMbIX
pesynbTaToB, PesynbTaThl aHanM3a 06pasLoB NAUVEHTOB CYUTAIOTCA HEAGCTBTENbHBIMM.

Komnanua "XeneHa BaiiocaiieHcec EBpon” npeaocTaenAeT cneayiolme KOHTPOSbHbIE 06pasLibl ANIA UCMOMb30BaHUA C
AaHHLIM NPOAYKTOM:

Kat. Ne 5186 KoHTponb kavectsa, HopMa

Kat. Ne 5187 KoHTpornb ka4yecTsa, yMEpPEeHHO BbIpaXXeHHaA naTonorna
Kart. Ne 5183 KoHTponb kayecTsa, BbiCOKan Natonorma

Kar. Ne 5301 KoHTponb kauecTsa cneumasnbHble TeCTbl, HopMa

Kat. Ne 5302 KoHTponb ka4ecTsa crneuuanbHble TeCTbl, naTonorna

HOPMAJIbHBIE MOKA3ATE/N

KoHTponbHble 3HaueHMA MOryT ObiTb PasfMYHLIMKA B pasHbix jlabopaTopusAXx, B 3aBUCUMOCTM OT WCMOMb3yeMbX
MeTofoB M cucTeM. B cBA3M C 3TMM KaxpaA nabopaTopuA [O/KHA YCTaHOBWTb COBCTBEHHble nokasaTtenu
KOHTPOJIbHbIX ANANa3oHOB.

SKCNNYATAUMOHHBIE XAPAKTEPUCTUKN
Cnepylowme pabouyve xapakTepucTuku Gbinv onp KOl i "Xenewa bBaii Espon" wnn ee

NpefCTaBATENAMM C UCTIONb30BaHMEM (DOTOONTUYECKOro KoarynomeTpa. Kaxaan naGopaTopya OMKHA YCTaHOBUTL
COBCTBEHHbIE PaGoymMe XapakTepucTUKK.

WU3yueHue nosTopAemocTn

BHyT BHy
CX0AUMOCTb
O6pasey Yucno O6pasoBaHne cv Yucno O6pa3soBaHue cv
o6pasyos TPOM6OB (%) o6pasyos TPOM60B (%)
(cekyHAbI) (cexyHapl)
KoHTponb ka4ecTBa, Hopma 10 33,0 0,36 100 32,9 2,41
KoHTponb ka4ecTBa, 10 779 0,31 100 783 0,77

BbICOKaA NaTonorna

% ®akTop ®akTop VIl (cekyHAabl) ®akTop IX (cekyHab!) ®akTop Xl (cekyHAabl)
<1 85,7 70,9 92,4

10 45,9 44,4 50,7

40 34,2 33,9 34,4

100 28,8 28,8 28,8

Fenapux (ME/mn) (o] (cexky )

0 29,9

0,2 70,0

0,4 174,0
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Clauss Fibrinogen 50
Instructions for use

INTENDED USE

For the quantitative determination of fibrinogen, based on the Clauss method, in human citrated plasma
on Helena Biosciences Europe AC-4, C-1, C-2, C-4 Coagulation Systems.

Clauss _Fibrinogen 50 is intended for the quantitative determination of fibrinogen in human plasma.
Clauss' developed a simple method for the quantitative determination of fibrinogen by measuring the
clotting time of dilute plasma after the addition of Thrombin (>30 NIH units/mL). This clot time is
proportional to the fibrinogen concentration. Levels of fibrinogen can increase as a result of inflammation,
pregnancy or oral contraceptive use®. Decreased levels can be found in certain states such as liver
disease and DIC. Congenital deficiencies include afibrinogenaemia (no detectable fibrinogen),
hypofibrinogenaemia (<1 mg/mL) and dysfibrinogenaemia (abnormal fibrinogen molecule).

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only - DO NOT INGEST. Wear gloves
when handling all kit components. Refer to the product safety data sheets for risk and safety phrases and
disposal information. Plasma products have been screened and found negative (unless otherwise stated
on the kit box or vial) for the presence of Hepatitis B Antigen (HbsAg) HIV 1 and 2 antibody and HCV
antibody; however they should be handled with the same precautions as a human plasma sample.

COMPOSITION
Component  Content

Description Preparation

Thrombin: 5 x 4 mL (REF 5556) Contains approximately ~ Reconstitute each vial with:
50 NIH/mL 5 x 2 mL (REF 5556H) 200 (REF 5556) / 100 4 mL (REF 5556)
(REF 5556H) units 2 mL (REF 5556H)
bovine thrombin with of purified water. Take care
stabilisers. when pipetting to avoid
contamination. Swirl gently and
allow to stand for 15 minutes.
Mix well immediatley before
use. Do not shake.
Fibrinogen 2 x 1 mL (REF 5556) Contains 1 mL of Reconstitute each vial with
Calibrator 1 x 1 mL (REF 5556H) lyophilised normal exactly 1 mL of purified water.
human plasma assayed  Swirl gently and allow to stand
for fibrinogen levels. for 10 minutes. Mix gently
before use. Do not shake.
Owren's 2 x 25 mL (REF 5556) Contains 25 mL of The buffer is ready for use as
Buffer 1 x 25 mL (REF 5556H) buffer which contains packaged.

barbital and sodium
chloride and sodium
azide as preservative.

Each kit contains instructions for use.
Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED

Refer to the Instrument Operator Manual and/or application note for appropriate instructions. The
reagents contained in this kit are also available as separate items:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

STORAGE AND STABILITY
Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial
or kit label.

Thrombin: 50 NIH/mL  Once reconstituted, the reagent is stable for 8 hours at *15 -*30°C, 1 week at
*2 -*8°C or 1 month at -20°C.
Fibrinogen Calibrator ~ Once reconstituted, the reagent is stable for 4 hours at 2 —*8°C.

Owren’s Buffer Store at *2 —8°C once opened.

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2% or
3.8% sodium citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for
15 minutes. Plasma should be kept at *2 —*8°C or *18 —*24°C. Testing should be completed within
4 hours of sample collection, or plasma can be stored frozen at -20°C for 2 weeks or -70°C for 6 months.
Thaw quickly at *37°C prior to testing. Do not keep at *37°C for more than 5 minutes®.

PROCEDURE

Refer to the appropriate instrument Operator Manual for detailed instructions or contact Helena
Biosciences Europe for instrument specific application guides.

INTERPRETATION OF RESULTS
Expected values for fibrinogen in healthy adults are 150-350 mg/dL (1.5-3.5 g/L)4‘5.
LIMITATIONS

Heparin levels >0.6 units/mL and fibrinolytic degredation products >100 mg/mL may cause falsely low
fibrinogen quantitation. If values fall outside the standard curve values for the patient samples, re-assay
using an appropriate dilution to bring values into the standard range.

QUALITY CONTROL

Each laboratory should establish a quality control program. Normal and abnormal control plasmas should
be tested prior to each batch of patient samples, to ensure satisfactory instrument and operator
performance. If controls do not perform as expected, patient results should be considered invalid. Helena
Biosciences Europe supply the following controls available for use with this product:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA
REFERENCE VALUES

Reference values can vary between laboratories depending on the techniques and systems in use. For
this reason each laboratory should establish its own normal range.

PERFORMANCE CHARACTERISTICS

Helena Biosciences Europe or their representatives have determined the following performance
characteristics as a guideline. Each laboratory should establish its own performance data. The Clauss
Fibrinogen assay is designed to give a linear calibration from 1.5 - 6.5 g/L.

Reproducibility

Intra-assay precision Inter-assay precision

Fibrinogen (g/L) n CV (%) Fibrinogen (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
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Clauss Fibrinogen 50
Fiche technique

UTILISATION

Sert & la détermination quantitative du fibrinogene, selon la méthode de Clauss, dans le plasma humain
citraté avec les analyseurs de coagulation Helena Biosciences Europe AC-4, C-1, C-2, C-4.

Le kit de Fibrinogéne Clauss 50 est utilisé pour la détermination quantitative du fibrinogéne dans le
plasma humain. Clauss' a développé une méthode simple de détermination quantitative du fibrinogéne
en mesurant le temps de coagulation de plasma dilué aprés I'ajout de Thrombin (>30 unités NIH/mL). Ce
temps de coagulation est proportionnel & la concentration en fibrinogéne. Le taux de fibrinogéne peut
augmenter en raison d’une inflammation, d’une grossesse ou de la prise de contraceptifs oraux”. Des
taux diminués sont trouvés dans certaines pathologies comme une maladie du foie ou une CIVD.
L’afibrinogénémie (pas de fibrinogéne détectable), Ihypofibrinogénémie (<1 mg/mL) et la
dysfibrinogénémie (molécule de fibrinogéne anormale) sont des anomalies congénitales.

AVERTISSEMENTS ET PRECAUTIONS

Les réactifs du kit sont & usage diagnostic in vitro uniquement - NE PAS INGERER. Porter des gants
pour la manipulation de tous les composants. Se reporter aux fiches de sécurité des composants du kit
pour la manipulation et I'élimination. Un dépistage des produits & base de plasma a été réalisé et a donné
un résultat négatif (sauf indication contraire sur la boite du kit ou sur le flacon) pour les antigénes de
I'hépatite B (AgHBSs), les anticorps anti VIH 1 et 2 et les anticorps anti VHC; il est malgré tout nécessaire
de les manipuler avec les mémes précautions que pour les échantillons de plasma humain.

Clauss Fibrinogen 50
Anleitung

ANWENDUNGSBEREICH

Fur die quantitative Bestimmung von Fibrinogen nach der Methode nach Clauss im menschlichen
Citratplasma auf den Helena Biosciences Europe AC-4, C-1, C-2, C-4 -Gerinnungssystemen.

Das Clauss Fibrinogen 50 dient der quantitativen Bestimmung von Fibrinogen im Humanplasma. Clauss'
entwickelte zur quantitativen Bestimmung von Fibrinogen eine einfache Methode, bei der die
Gerinnungszeit von verdinntem Plasma nach Zugabe von Thrombin gemessen wird
(>30 NIH Einheiten/mL). Diese Gerinnungszeit ist der Fibrinogen-Konzentration direkt proportional. Das
Fibrinogen kann durch Entziindung, Schwangerschaft oder Einnahme von oralen Verhitungsmitteln
erhht sein®. Vermindert wird es durch Lebererkrankung und Verbrauchskoagulopathie. Angeborene
Mangelzustande  sind  insbesondere  Afibrinogendmie  (kein  nachweisbares  Fibrinogen),
Hypofibrinogenamie (<1 mg/mL) und Dysfibrinogenémie (abnormales Fibrinogenmolekdil).

WARNHINWEISE UND VORSICHTSMASSNAHMEN

Die Reagenzien dieses Kits sind nur zur in vitro Diagnostik bestimmt - NICHT EINNEHMEN. Beim
Umgang mit den Kit-Komponenten ist das Tragen von Handschuhen erforderlich. Siehe die
Sicherheitsdatenblatter mit Gefahrenhinweisen und Sicherheitsvorschldgen sowie Informationen zur
Entsorgung. Die Plasmaprodukte sind mit negativem Befund auf Hepatitis B Antigen (HBsAg), HIV-1 und
HIV-2 Antikérper und HCV-Antikérper getestet worden (wenn nicht auf Kit-Verpackung oder Flaschchen
anders bezeichnet). Sie sollten trotzdem mit derselben Vorsicht wie humane Plasmaproben behandelt
werden.

INHALT

COMPOSITION
Composant Contient Description Préparation
Thrombin: 5 x 4 mL (REF 5556) Chagque flacon contient Reconstituer chaque flacon
50 NIH/mL 5x2mL (REF 5556H)  environ 200 (REF 5556) /  avec:
100 (REF 5556H) unités 4 mL (REF 5556)
de Thrombin bovine 2 mL (REF 5556H)
additionnée de d'eau distillée. Faire attention
stabilisateurs. lors du pipetage pour éviter
toute contamination. Remuer
doucement et laisser reposer
15 minutes. Bien mélanger
juste avant utilisation. Ne pas
agiter.
Fibrinogen 2 x 1 mL (REF 5556) Chaque flacon contient Reconstituer chaque flacon
Calibrator 1 x 1 mL (REF 5556H) 1 mL de plasma humain avec exactement 1,0 mL
normal lyophilisé dosé d’eau distillée. Remuer
pour les taux de doucement et laisser reposer
fibrinogéne. 10 minutes. Mélanger
doucement avant utilisation.
Ne pas agiter.
Owren's 2 x 25 mL (REF 5556) Chagque flacon contient Le tampon est prét a I'emploi.
Buffer 1x 25 mL (REF 5556H) 25 mL de tampon

Komponente Inhalt

Beschreibung

Vorbereitung

Thrombin: 5 x 4 mL (REF 5556) Jedes Flaschchen enthalt Jedes Flaschchen mit:
50 NIH/mL 5x2mL (REF 5556H)  ca. 200 (REF 5556) / 100 4 mL (REF 5556)
(REF 5556H) Einheiten 2 mL (REF 5556H)
Rinder-Thrombin mit destilliertes Wasser.
Stabilisatoren. Kontamination beim
Pipettieren vermeiden.
Leicht schwenken und
15 Minuten stehen lassen.
Vor Gebrauch gut
mischen. Nicht schitteln.
Fibrinogen 2 x 1 mL (REF 5556) Jedes Flaschchen enthalt Jedes Flaschchen mit
Calibrator 1 x 1 mL (REF 5556H) 1 mL lyophilisiertes genau 1,0 mL destilliertem
normales Humanplasma mit ~ Wasser rekonstituieren.
bekanntem Fibrinogen- Leicht schwenken und
Gehal. 10 minuten stehen lassen.
Vor Gebrauch leicht
mischen. Nicht schiitteln.
Owren's 2 x 25 mL (REF 5556) Jede Flasche enthélt 25 mL  Der Puffer ist
Buffer 1x 25 mL (REF 5556H) Puffer aus Barbital- und gebrauchsfertig verpackt.

contenant du barbital et
du chlorure de sodium
additionné d’azide de
sodium comme
conservateur.

Chaque kit contient une fiche technique.

Chaque kit contient valeurs de référence spécifiques du lot.

MATERIELS NECESSAIRES NON FOURNIS

Se référer au manuel d'utilisation de I'instrument et/ou aux notes d’application pour avoir des instructions
appropriées. Les réactifs du kit sont aussi disponibles séparément:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

CONSERVATION ET STABILITE

Les flacons non ouverts sont stables jusqu’a la date de péremption indiquée s'ils sont conservés dans les
conditions indiquées sur I'étiquette du kit ou du flacon.

Thrombin: 50 NIH/mL  Une fois reconstitué, le réactif est stable 8 heures a température ambiante,
1 semaine entre *2 —*8°C ou 1 mois & -20°C.

Fibrinogen Calibrator ~ Une fois reconstitué, le réactif est stable 4 heures entre *2 —*8°C.

Owren’s Buffer Conserver entre *2—*8°C une fois ouvert.

PRELEVEMENTS DES ECHANTILLONS

Utiliser tout au long du prélévement du plastique ou du verre siliconé. Mélanger 9 volumes de sang et 1
volume de citrate de sodium a 3,2% ou 3,8%. Séparer le plasma aprés centrifugation & 1500 x g pendant
15 minutes. Conserver le plasma entre *2 —*8°C ou *18 —*24°C. L’analyse doit étre terminée dans les
4 heures suivant le prélevement de I'échantillon; sinon, il est possible de congeler le plasma 2 semaines
4 -20°C ou 6 mois & -70°C. Décongeler rapidement & *37°C avant de réaliser I'analyse. Ne pas laisser a
*37°C plus de 5 minutes®.

PROCEDURE

Consulter le manuel d'utilisation de linstrument approprié pour obtenir des instructions détaillées ou
contacter Helena Biosciences Europe pour obtenir des notes d'application spécifiques a l'instrument.

INTERPRETATION DES RESULTATS
Le taux prévu de fibrinogéne chez un adulte sain est de 150-350 mg/dL (1,5-3,5 g/L)4’5.
LIMITES

Des taux d’héparine >0,6 unités/mL et de produits de dégradation fibrinolytique >100 mg/mL peuvent
donner une quantification du fibrinogéne erronément basse. Si les valeurs de I'échantillon patient se
situent hors des valeurs de la courbe d’étalonnage, réaliser & nouveau I'analyse en utilisant la dilution
appropriée pour les amener dans la plage de I'étalon.

CONTROLE QUALITE

Chaque laboratoire doit établir un programme de contréle qualité. Les plasmas de contrdle, normaux et
anormaux, doivent étre testés avant chaque lot d’échantillons patients afin de s’assurer que l'instrument
et l'opérateur offrent des performances satisfaisantes. Si les contréles ne donnent pas les résultats
prévus, les résultats du patient doivent étre considérés comme non valables. Helena Biosciences Europe
distribue les controles suivants a utiliser avec ce produit:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALEURS DE REFERENCE

Les valeurs de référence peuvent varier d’un laboratoire a I'autre suivant les techniques et les systemes
utilisés. C’est pour cette raison qu’il appartient & chaque laboratoire de déterminer sa propre plage
normale.

PERFORMANCES

Helena Biosciences Europe ou ses représentants ont déterminé & fitre indicatif les performances
suivantes. Chaque laboratoire doit établir ses propres données de performance. Le dosage du
fibrinogene est congu pour donner un étalonnage linéaire sur la plage 1,5 - 6,5 g/L.

Reproductibilité

Précision intra-série Précision inter-séries

Fibrinogéne (g/L) n CV (%) Fibrinogéne (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENCES

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

Natriumchlorid mit
Natriumazid als
Konservierungsmittel.
Jedes Kit enthélt eine Gebrauchsanweisung.
Jedes Kit enthélt chargenspezifischen Referenzwerten.

NICHT MITGELIEFERTES, ABER BENOTIGTES MATERIAL

Zur Bedienung siehe Bedienungsanleitung des Gerats und/oder Anwenderhinweise. Die Reagenzien
dieses Kits sind auch einzeln erhéltlich:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

LAGERUNG UND HALTBARKEIT

Ungedffnete Flaschchen sind unter den auf Verpackung oder Flaschchen angegebenen
Lagerbedingungen bis zum aufgedruckten Verfallsdatum stabil.

Thrombin: Nach Rekonstitution ist das Reagenz 8 Stunden bei Raumtemperatur, 1 Woche bei
50 NIH/mL *2 —*8°C stabil oder 1 monate bei -20°C stabil.

Fibrinogen Rekonstituiert ist das Reagenz bei einer Temperatur von *2 —*8°C fiir 4 Stunden
Calibrator stabil.

Owren's Buffer Nach dem Offnen bei *2 —*8°C lagern.

PROBENENTNAHME UND VORBEREITUNG

Nur Plastik oder Silikonglas verwenden. Blut (9 Teile) sollte in 3,2% oder 3,8% Natriumcitrat als
Antikoagulanz (1 Teil) entnommen werden. 15 Minuten bei 1500 g zentrifugieren und Plasma
abpipettieren. Plasma bei *2 —*8 °C oder *18 —*24°C lagem. Plasma sollte innerhalb von 4 Stunden
verarbeitet oder tief gefroren bei -20°C fiir 2 Wochen oder -70°C fur 6 Monat gelagert werden. Vor dem
Testen schnell bei *37°C auftauen. Nicht langer als 5 Minuten bei *37°C belassen®.

VERFAHREN

Siehe die Bedienungsanleitung des entsprechenden Geréts fir genaue Anweisungen oder wenden Sie
sich an Helena Biosciences Europe flir spezielle anwendungstechnische Hinweise.

AUSWERTUNG DER ERGEBNISSE
Fibrinogen-Normalwerte bei gesunden Erwachsenen sind 150-350 mg/dL (1,5-3,5 g/L)4'5.
EINSCHRANKUNGEN

Heparinwerte >0,6 Einheiten/mL und Fibrinolyse-Abbauprodukte >100 mg/mL konnen falsch niedrige
Fibrinogen-Mengen ergeben. Liegen bei Patientenproben die Werte auBerhalb der Standardkurve, die
Proben erneut mit verdinntem Plasma testen, um die Werte in den Bereich der Standardkurve zu
bringen.

QUALITATSKONTROLLE

Jedes Labor muss fiir eine eigene Qualitatskontrolle sorgen. Vor jeder Testreihe mit Patientenproben
mussen normale und pathologische Kontrollplasmen getestet werden, um eine zufrieden stellende
Gerateleistung und Bedienung zu gewahrleisten. Liegen die Kontrollen auBerhalb des Normbereichs,
sind die Patientenergebnisse nicht zu verwenden. In Verbindung mit diesem Produkt bietet Helena
Biosciences Europe die folgenden Kontrollen an:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA
REFERENZWERTE

Referenzwerte konnen je nach Technik und verwendetem System von Labor zu Labor unterschiedlich
sein. Aus diesem Grund sollte jedes Labor seinen eigenen Normalwertbereich erstellen.

LEISTUNGSEIGENSCHAFTEN

Die folgenden Leistungseigenschaften wurden von Helena Biosciences Europe oder in ihrem Auftrag als
Richtlinien ermittelt: Jede Labor muss seine eigenen Werte ermittein.
Der Fibrinogen-Test ist so konzipiert, dass sich eine lineare Kalibration von 1,5 — 6,5 g/L ergibt.

Reproduzierbarkeit

Intra-assay-Prazision Inter-assay-Prazision

Fibrinogen (g/L) n CV (%) Fibrinogen (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENZEN

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201



Clauss Fibrinogen 50 It
Istruzioni per I'uso

USO PREVISTO

Determinazione quantitativa del fibrinogeno secondo il metodo di Clauss presente nel plasma citrato
umano su sistemi di coagulazione Helena Biosciences Europe AC-4, C-1, C-2, C-4.

Il kit di Fibrinogeno Clauss 50 & stato formulato per la determinazione quantitativa del fibrinogeno in
plasma umano. Clauss' ha messo a punto un semplice metodo per la determinazione quantitativa del
fibrinogeno misurando il tempo di coagulazione del plasma diluito in seguito all’aggiunta di Thrombin
(>30 NIH unita/mL). Questo tempo di coagulazione & proporzionale alla concentrazione di fibrinogeno. |
livelli di fibrinogeno possono aumentare in seguito ad infiammazione, gravidanza o impiego di
contraccettivi orali®. Livelli ridotti di fibrinogeno sono riscontrabili in alcuni stati, come ad esempio le
patologie epatiche e la DIC. Tra le carenze congenite rientrano I'afibrinogenemia (assenza di fibrinogeno
rilevabile), I'ipofibrinogenemia (<1 mg/mL) e la disfibrinogenemia (molecola di fibrinogeno anomala).

AVVERTENZE E PRECAUZIONI

| reagenti contenuti in questo kit sono destinati esclusivamente alla diagnostica in vitro - NON INGERIRE.
Indossare guanti protettivi durante I'uso dei componenti del kit. Fare riferimento alle istruzioni del prodotto
per avvertenze su rischi e sicurezza ed informazioni sullo smaltimento dei componenti. | prodotti
plasmatici sono stati esaminati dando esito negativo (salvo diversamente indicato sulla confezione del kit
o sul flacone) relativamente alla presenza dell’antigene dell’epatite B (HbsAg), dell'anticorpo anti-HIV 1 e
2 e dell’anticorpo anti-HCV; questi prodotti devono tuttavia essere manipolati con le stesse misure
precauzionali adottate per un campione di plasma umano.

COMPOSIZIONE
Descrizione

Componente  Contiene Preparazione

Thrombin: 5 x 4 mL (REF 5556) Ogpni flacone contiene Ricostituire ogni flacone
50 NIH/mL 5 x 2 mL (REF 5556H) approssimativamente 200 con:
(REF 5556) / 100 (REF 4 mL (REF 5556)
5556H) unita di Thrombin 2 mL (REF 5556H)
bovina con stabilizzatori. di acqua distillate. Durante
il pipettaggio, prestare
attenzione ad evitare la
contaminazione. Agitare
delicatamente e lasciare
riposare per 15 minuti.
Miscelare bene
immediatamente prima
dell'uso. Non scuotere.
Fibrinogen 2 x 1 mL (REF 5556) Ogni flacone contiene 1 mL  Ricostituire ogni flacone

Calibrator 1 x 1 mL (REF 5556H) di plasma umano normale con esattamente 1,0 mL di
liofilizzato dosato per i acqua distillata. Agitare
livelli di fibrinogeno. delicatamente e lasciare

riposare per 10 minuti.
Miscelare delicatamente
prima dell'uso. Non
scuotere.

Il tampone & pronto all’'uso
cosi come viene fornito.

Owren's 2 x 25 mL (REF 5556) Ogni flacone contiene

Buffer 1 x 25 mL (REF 5556H) 25 mL di tampone
contenente barbital e sodio
cloruro con sodio azide
come conservante.

Ogni kit contiene un Istruzioni per I'uso.

Ogpni kit contiene un inserto recante i valori di riferimento specifici per il lotto.

MATERIALI NECESSARI, MA NON IN DOTAZIONE

Fare riferimento al manuale utente dello strumento e/o alla nota applicativa per conoscere le istruzioni
specifiche. Ireagenti contenuti in questo kit sono disponibili anche come materiale separato:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

CONSERVAZIONE E STABILITA

1 flaconi non aperti sono stabili fino alla data di scadenza indicata se conservati nelle condizioni riportate
sul flacone o sull'etichetta del kit.

Thrombin: 50 NIH/mL  Dopo la ricostituzione, il reagente & stabile per 8 ore a temperatura ambiente,
1 settimana a "2 —*8°C o per 1 mesi a -20°C.

Fibrinogen Calibrator ~ Dopo la ricostituzione, il reagente & stabile per 4 ore a *2 —*8°C.

Owren's Buffer Una volta aperto, conservare a *2 —*8°C.

RACCOLTA DEI CAMPIONI E PREPARAZIONE

Nel corso dell'intera procedura & necessario utilizzare plastica o vetro siliconizzato. Il sangue (9 parti)
deve essere raccolto in sodio citrato al 3,2% o al 3,8% come anticoagulante (1 parte). Separare il plasma
in seguito a centrifugazione a 1500 x g per 15 minuti. Il plasma deve essere conservato a "2 —*8°C o
*18 —*24°C. | test devono essere completati entro 4 ore dalla raccolta dei campioni; in alternativa, il
plasma puo essere conservato congelato a -20°C per 2 settimane o a -70°C per 6 mese. Decongelare
rapidamente a *37°C prima di eseguire i test. Non conservare a *37°C per oltre 5 minuti®.

PROCEDURA

Fare riferimento al manuale utente dello strumento appropriato per istruzioni dettagliate oppure contattare
Helena Biosciences Europe per le note applicative specifiche dello strumento.

INTERPRETAZIONE DEI RISULTATI
Nei soggetti adulti sani i valori previsti per il fibrinogeno sono di 150-350 mg/dL (1,5-3,5 g/L)“'S.
LIMITAZIONI

I livelli di eparina >0,6 unita/mL e i prodotti fibrinolitici di degradazione >100 mg/mL possono causare una
quantificazione del fibrinogeno falsamente bassa. Se i valori fuoriescono dai valori della curva standard
per i campioni dei pazienti, ripetere il dosaggio utilizzando una diluizione appropriata per portare i valori
all'interno del range standard.

CONTROLLO QUALITA

Ogni laboratorio deve definire un programma di controllo qualita. | plasmi di controllo normali e anormali
devono essere testati prima di ogni lotto di campioni di pazienti, per garantire un livello prestazionale
soddisfacente sia per quanto riguarda lo strumento che per l'operatore. Qualora i controlli non
funzionassero come previsto, i risultati relativi ai pazienti dovranno essere considerati non validi. Helena
Biosciences Europe mette a disposizione i seguenti controlli utilizzabili con questo prodotto:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALORI DI RIFERIMENTO

| valori di riferimento possono variare da un laboratorio all’altro in funzione delle tecniche e dei sistemi in
uso. Per tale motivo ciascun laboratorio dovra elaborare un proprio range normale.

CARATTERISTICHE PRESTAZIONALI

Le caratteristiche prestazionali sotto riportate sono state determinate da Helena Biosciences Europe o
dai propri rappresentanti a titolo di linee guida. Ciascun laboratorio dovra pertanto elaborare i propri dati

prestazionali. Il dosaggio del fibrinogeno & stato studiato per fornire calibrazione lineare compresa tra
1,5-6,5 g/L.

Riproducibilita

Precisione intra-dosaggio Precisione tra i dosaggi

Fibrinogeno (g/L) n CV (%) Fibrinogeno (g/L) n CV (%)

1.24 5 4.88 1.02 10 6.17

3.01 5 3.58 3.62 10 3.75
RIFERIMENTI

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemostasis Assays:
Approved Guideline, 5th edn. CLSI: H21-A5

4. Scully RE et al. (1980) Normal Reference Laboratory Values, New England Journal Medcine,
302(37):37-48.

5. Okuno T, Selenko V (1972) Plasma fibrinogen determination by automated thrombin time,
American Journal of Medical Technology, 38(6):196-201

Clauss Fibrinogen 50 es
Instrucciones de uso

USO PREVISTO

La determinacién cuantitativa de fibrinégeno basada en el método Clauss del plasma humano citrado en
sistemas de coagulacion Helena Biosciences Europe AC-4, C-1, C-2, C-4.

El Kit de Fibrindgeno de Clauss 50 esta previsto para la determinacion cuantitativa del fibrinbgeno en el
plasma humano. Clauss' desarrolld un método simple para la determinacion cuantitativa de fibrinbgeno
midiendo el tiempo de coagulacion del plasma diluido después de la adicion de Thrombin
(>30 unidades NIH/mL). Este tiempo de coagulacién es proporcional a la concentracion de fibrindgeno.
Los niveles de fibrinégzeno pueden aumentar como consecuencia de inflamacién, embarazo o uso de
anticonceptivos orales®. Pueden encontrarse niveles disminuidos en determinados estados como la
hepatopatia y la CID. Entre las deficiencias congénitas estan la afibrinogenemia (sin fibrinbgeno
detectable), la hipofibrinogenemia (<1 mg/mL) y la disfibrinogenemia (molécula de fibrinégeno anormal).

ADVERTENCIAS Y PRECAUCIONES

Los reactivos contenidos en este kit son solo para uso diagnéstico — NO SE DEBEN INGERIR. Usar
guantes para manejar todos los componentes del kit. Consultar la hoja con los datos de seguridad del
producto acerca de los riesgos, avisos de seguridad y consejos para su eliminacién. Los productos
plasmaticos se han sometido a pruebas y han resultado negativos (a menos que se indique otra cosa en
la caja del kit o en el vial) para la presencia de antigeno de la hepatitis B (HbsAg), anticuerpos de VIH 1y
2y anticuerpo del VHC; sin embargo, deben manipularse con las mismas precauciones que una muestra
de plasma humano.

COMPOSICION

Componente  Contiene Descripcion

Thrombin: 5 x 4 mL (REF 5556) Cada vial contiene

50 NIH/mL 5 x 2 mL (REF 5556H) aproximadamente 200
(REF 5556) / 100 (REF
5556H) unidades de
trombina bovina con
estabilizadores.

Preparacion

Reconstituya cada vial con:
4 mL (REF 5556)

2 mL (REF 5556H)

de agua purificada. Tener
cuidado al pipetear para
evitar la contaminacion.
Agitar suavemente y permitir
que repose durante

15 minutos. Mezclar bien
inmediatamente antes de
usar. No agitar.

Fibrinogen 2 x 1 mL (REF 5556) Cada vial contiene 1,0 mL  Reconstituir cada vial con
Calibrator 1 x 1 mL (REF 5556H) de plasma humano exactamente 1,0 mL de agua
normal liofilizado destilada. Agitar suavemente
estudiado en cuanto a y permitir que repose
niveles de fibrinégeno. durante 10 minutos. Mezclar
suavemente antes de su
uso. No agitar.

El tamp6n viene envasado
listo para usar.

Owren's 2 x 25 mL (REF 5556) Cada frasco contiene

Buffer 1x 25 mL (REF 5556H) 25 mL de tamp6n con
barbital y cloruro sédico
con azida sédica como
conservante.

Cada kit contiene instrucciones de uso.

Cada kit contiene valores de referencia especificos insertados del lote.

ARTICULOS NECESARIOS NO SUMINISTRADOS

Consultese el Manual del Operador del Instrumento y/o la nota de aplicacion para instrucciones
adecuadas. Los reactivos contenidos en este kit estan también disponibles como articulos separados:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375 Owren’s Buffer

ALMACENAJE Y ESTABILIDAD

Los viales no abiertos son estables hasta la fecha de caducidad indicada cuando se conservan en las
condiciones indicadas en el vial o en la etiqueta del kit.

Thrombin: El reactivo reconstituido permanece estable durante 8 horas a temperatura

50 NIH/mL ambiente, 1 semana a *2 —*8°C 0 1 meses a -20°C.

Fibrinogen Una vez reconstituido, el reactivo permanece estable durante 4 horas a *2 —*8°C.
Calibrator

Owren's Buffer Conservar a *2 —*8°C una vez abierto.

RECOGIDA Y PREPARACION DE MUESTRAS

Debe usarse siempre plastico o vidrio siliconizado. Debe recogerse sangre (9 partes) en el
anticoagulante citrato sodico al 3,2% o al 3,8% (1 parte). Separar el plasma después de la centrifugacion
a 1500 x g durante 15 minutos. El plasma debe conservarse a *2 —*8°C o *18 —*24°C. Las pruebas
deberian terminarse en 4 horas desde la recogida de las muestras o el plasma puede conservarse
congelado a -20°C durante 2 semanas o 70°C durante 6 mes. Descongelar rapidamente a *37°C antes
de realizar la prueba. No conservar a *37°C durante méas de 5 minutos”.

PROCEDIMIENTO

Consulte el manual del usuario del instrumento adecuado para instrucciones detalladas o péngase en
contacto con Helena Biosciences Europe para notas de aplicacién especificas del instrumento.

INTERPRETACION DE RESULTADOS
Los valores esperados para el fibrinégeno en adultos sanos son de 150-350 mg/dL (1,5-3,5 g/L)A’s.
LIMITACIONES

Los niveles de heparina >0,6 unidades/mL y los productos de degradacion fibrinoliticos >100 mg/mL
pueden producir una cuantificacion falsamente baja del fibrinégeno. Si los valores caen fuera de los
valores de la curva estandar para las muestras de pacientes, vuelva a realizar la valoracién usando una
dilucién adecuada para llevar los valores al intervalo estandar.

CONTROL DE CALIDAD

Cada laboratorio debe establecer un programa de control de calidad. Los controles normales y
anormales deben estudiarse antes de cada lote de muestras del paciente, para asegurar un
funcionamiento adecuado del instrumento y el operador. Si los controles no se realizan como se
esperaba, los resultados del paciente deben considerarse invalidos. Helena Biosciences Europe
suministra los siguientes controles disponibles para usar con este producto:

REF 5301 Speciality Assay Control N
REF 5302 Speciality Assay Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA

VALORES DE REFERENCIA

Los valores de referencia pueden variar entre los laboratorios dependiendo de las técnicas y sistemas
usados. Por esta razén, cada laboratorio debe establecer su propio intervalo normal.
CARACTERISTICAS FUNCIONALES

Helena Biosciences Europeo sus representantes han determinado las siguientes caracteristicas de
rendimiento como directriz. Cada laboratorio debe establecer sus propios datos de rendimiento. La
valoracién del fibrinégeno esté disefiada para dar una calibracion lineal de 1,5 a 6,5 g/L.

Reproducibilidad

Precision intra-ensayo Precision inter-ensayo

Fibrinégeno (g/L) n CV (%) Fibrinégeno (g/L) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
REFERENCIAS

1. Clauss A (1957) Gerinnungsphysiologische Schnell-methode zur bestimmung des Fibrinogens,
Acta Haematol, 17:237-246

2. Shaw TS (1977) Assays for Fibrinogen and its Derivatives CRC, Crit. Rev. Clin. Lab. Sci,
8:145-192.

3. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of Blood
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TecTt-cuctema "OnpepneneHue pubpuHoreHa meToaom
Knaycca 50" Fu
MHCTPYKLMA

NPUMEHEHUE

TecT-cuctema "Onpepnenexve chubpuHoreHa metoaom Knaycca 50" npeaHasHaveHa AnA NpoBeAeHWA
KONMYECTBEHHOTO onpefeneHuA ubpuHoreHa no Knayccy B nnasve KpoBW 4enoBeka Ha
KoarynomeTpax npou3soacTea komnanun Xenexa C-1/2/4/AC-4.

Tect-cuctema "Onpenenenve cubpuHoreHa metogom Knaycca 50" npeaHasHaveHa AnA NpoBeAeHWA
KONMYECTBEHHOTO onpefeneHuA  ubpuHoreHa no Knayccy B nnasve KpoBW 4enoBeka Ha
KoaryriomeTpax. MeToa Knaycca' — MpocToil METOA KONMYECTBEHHOrO OnpedernieHnA thuGpUHOreHa,
OCHOBaHHbIA Ha M3MepeHWW BpeMeHn obpasoBaHWA crycTka. MeTond npoBoauTCcA B pas3BefeHHO
nnasve nocne po6asneHvA TPoM6GuHoBoro peareHta (> 30 ME/mn). BpemAa obpasoBaHvA crycTka
MPONOPLMOHANBHO KOHLEHTPaLWM (PUBPUHOreHa. YpoBeHb (PMEPUHOrEHa MOXET yBENMYMBATLCA MPK
BOCMaNeHn1, GEPEMEHHOCTI WM MPU MpUemMe MepopanbHbIX KOHTpauenTueos®. Huskiue 3HaueHna
MoryT HabnioaatbcA npu 3abonesaHnAax nedeHn u [BC. W3meHeHue coaepxanua dubpuHoreHa B
nnasme roMoraeT AWarHOCTUKE BPOXAEHHbIX Ae(ULMTHBIX COCTOAHWIA, BKMOYaA athubpuHOreHeMmio
(nonHoe oTcyTCTBME (PUBPUHOrEHa), rUNOPUOPUHOrEHEMMIO (KOHLEHTpaumA ubpuHoreHa MeHee
1 Mr/mMn) n aucchmbprHoreHemMuio (CTPYKTYPHbIE HapylleHNA B Monekye hmbpuHoreHa).

NPEAYNPEXAEHWA N MPEAOCTOPOXXHOCTU

PeakTuBbI, coaepxalmeca B Habope, NpeaHa3HaveHbl TONbKO ANA in-vitro pnarHoctuku. Mpu paboTte ¢
Nio6bIM M3 KOMMOHEHTOB Habopa NMPUMEHATE COOTBETCTBYIOLLYIO 3aLMTHYIO OfleX Ay (0AHOpa3oBble
Pe3NHOBbIE UMM NNAcTUKOBble nepyaTku U T.4.). O3HAKOMbTECH C WHCTPYKUMEn Mo Mepam
NpPefoCTOPOXHOCTU. TECTUPOBAHWE KOHTPOSbHOM NNas3Mbl (NMMGO peareHTa) Ha cofepXaHue aHTureHa
Bupyca renatuta B (HBsAg), aHtuten k HIV | Il aHtuten u HCV gano oTpuuatenbHblii pesynsTtaT (3a
VCKIIIOYEHNEM, €CNIU MOCNEIHEE He yKasaHo Ha ynakoBke Unn (briakoHe), TeM He MeHee, Mpu paboTe ¢
Hel/HUM cneayeT cobnoaaTh TaKylo Xe OCTOPOXHOCTb, Kak 1 npu paboTte ¢ o6pasLiamm nnasmbl KposK
Yenoseka.

COCTAB PEATEHTOB

KomnoHeHTbl  CocTaB Habopa Onucanune MpurotoBnexue
peareHToB
Tpom6buHOBbIN 5 x 4 mn (KaT. Ne 5556) coaepxuT 200 eanHUL BHecTu BO hnakoH:

PeareHnT: 50 5 x 2 mn (Kat. Ne 5556H) (Kart. Ne 5556) /

ME/mn 100 epuHuy (KaT. Ne
5556H) 6biubero
TpombuHa co
cTabunusatopamu.

4.0 mn (Kat. Ne 5556) unm
2.0 mn (Kat. Ne 5556H)
LVCTUNNMPOBAHHON
(AenoHU3NpoBaHHOW
80/bl). OCTOPOXHO
nepevellaTh 1 0CTaBUTb
Npy KOMHaTHOW
Temnepatype B TeueHue
15 munHyT. Mepen
1Cnonb3oBaHnem etle pas
nepemewartb. He
BCTPAXMBATb.

Kanu6patop 2 x 1 mn (Kart. Ne 5556) Copepxut 1.0 Mn BHecTu Bo chnakoH 1.0 mn
DdubpuHoreHa 1 x 1 mn (Kat. Ne 5556H) NMOUIN3MPOBaAHHON [UCTUNNMPOBaHHON UK
HOPMaribHOM Nnasmbl [IeNOHM3NPOBAHHO BOABI.
yenoseka, OcTOpOXHO NepemeluaTsb
aTTeCTOBaHHO Mo 1 0CTaBUTb Npn
YPOBHIO prBpUHOreHa. KOMHAaTHOW Temnepartype
B TeyeHne 10 MUHYT.
Mepep vcnonb3oBaHnem
elle pas nepemewars. He

BCTPAXUBATb.

Bydep 2 x 25 mn (Kar. Ne 5556) DdnakoH CoAepXUT [lononHuTenbHble

OypeHca 1 x 25 mn (Kat. Ne 5556H)  25.0 mn roToBoro k pasBeaeHuA He
MCNONb30BaHNI0 TpebyioTcA.

6ycbepa, coaepxallero
HaTpuA Xxnopua un
HaTpuA a3vg B KavecTee
crabunusaTtopa

Kaxxablit Habop COAEPXUT UHCTPYKLIMIO MO MPUMEHEHMIO.
MacnopT ¢ pethepeHCHbIMU 3HAYEHNAMN.

TPEBYEMBbIE, HO HE MNOCTABJIAEMbIE MATEPUAbI

ApanTauuu  peareHTOB K pasnnyHbiM - MpuGopam  AOCTYMHbl MO 3anpocy Y  OhuLManbHbIX
[LIMCTPUGLIOTOPOB 1 KOMMaHUM XeneHa. PeareHTbl, BXOAALME B HA60P MOTYT GbiTb 3aKa3aHbl OTAENbHO:
Kat. Ne 5374 TecT-cuctema "dubprHoreH no Knayccy (Tonbko TPOMGUHOBbIN peareHT)"

Kart. Ne 5378 TecT-cuctema "®ubpuHoreH no Knayccy (Tonbko TPOMGUHOBLIN peareHT)"

Kat. Ne 5379 Kanu6patop ¢pubpuHoreHa

Kart. Ne 5375 TecToBbiln peareHT "Bycep Oypexca"

XPAHEHUE N CTABUJIbHOCTb

HeBcKpbIThie thnakoHbl XpaHATCA 0 UCTEUYEHNA CPOKa FOAHOCTY B YCNOBMAX, YKa3aHHbIX Ha yNakoBke
VMM 3TUKETKE.

TpomM61HOBbI
PearenT: 50 ME/Mn

Mocne pacTBOPEHUA, TPOMOWHOBBI peareHT CTabuneH B Te4eHne 7 AHel npu
*2 —*8°C, 8 yacos Ha 60pTy aHanusaTopa npu 15 —*30°C n 1 Mecau npn
-20°C

Kanu6patop Mocne pacTBopeHuA, KannbpaTop CTabuneH B TedeHue 4 yacos npu "2 —*8°C
DdubpuHoreHa
Bydep OypeHca BeKpbiThiii hnakoH ¢ 6ycepoM cneayeT xpaHuTs npu *2 —*8°C

CBOP N NPUIrOTOBJIEHUE OBPA3LIOB

[nA pa6oTbl cneayeT WCMONb30BaTb TONbKO MNACTUKOBBLIE WM CUIIMKOHWPOBAHHBIE CTEKMAHHbIE
npobupkun. Kposb 3abupaetcA B NPOGUPKY C LMTPaTHLIM aHTUKoarynaHTom (3,2% unm 3,8% uutpat
HaTpuA) B cooTHoweHun 9 + 1. lMocne ueHTpuchbyrmposaHuA npu 1500 g, B TeveHne 15 MUHYT
(ucronb3oBaHKe [ApYrMX NapameTpoB [OMKHO MPOBEPATLCA nabopaTopueit), MOMyHYeHHYIo nnasmy
HEO6X0AMMO OTAENNTL OT (POPMEHHBIX ANEMEHTOB KPOBY. nasmy cnefyeT XpaHuTb Npu Temnepatype
*2 —*8°C unmn *18 —*24°C. TecTuposaHue AOMKHO 6bITb NPOBEAEHO B TeyeHne 4 yacos nocne 3abopa
o6pasuoB, 1M60 NnasMy MOXHO OAHOKPaTHO 3aMOPO3WTb M XpaHUTb Mpu Temnepatype -20°C B
TeueHune 2 Hefenb unu npu -70°C B TeyeHune 6 mecAueB. MNepen NpoBEAEHWEM UCCNIEAOBAHMA Na3Mmy
cneayeT 6bICTPO paamopoauTs npu *37°C. He aepxxatb nnaamy npn *37°C 6onee 5 MMHyTS.

NPOLEAYPA BbINOJIHEHNA AHANIU3A

[OnAa nonyyeHnn Gonee NOAPOGHON WHOPMALMM 06PATUTECH K WHCTPYKLMM HAa aBTOMATUYECKWIA Unn
nonyaBTOMATUHECKUIA KoarynomeTp.

WHTEPMNPETALUWA PE3YNIbTATOB

CpepHuii ypoBeHb dubpuHOoreHa B MOMyNAUMM NPaKTUYECKU 3[0POBbIX NIOAEN HaxOAUTCA MeXay
150-350 mr/an (1.5-3.5 r/n)™~.

OrPAHMYEHMA

Ha HU3KO NoXHble pe3ynbTaTbl KOHLUEeHTpauun pubpuHoreHa, nosnyYyeHHbIe Ha KoarynomeTpe, MoXeT
BNWATb renapuH B KoHueHTpauwu >0.6 Ea/mn v MA® B KoHueHTpauwm >100 mr/mn. Ecnu 3HayvenuAa
06pasLoB MaUMEeHTOB BbINAAAIOT 3a rpacuk CTaHAApPTHOW KPUBOW, TO TpebyeTcA AanbHeillee
pasBefeHune obpasua, 4Tobbl 3Ha4YeHVe nonagant B fiMHeHbIn ananasoH ot 1,0 go 6,5 r/n.

KOHTPOJIb KAYECTBA

Kaxpana naﬁopaTopMﬂ AOMXKHa YCTaHOBUTb MNporpamMmy KOHTPONA KayecTsa. I'Iepe/:l n3mepeHvem
Ka)KLlOPI napTum 06p83LlOB nauveHToB Heobxoanmo npoTecTMpoBaTb HOPMasnbHYO U NATONOrN4EeCKyo
nnasmy, 4Tobbl YAOCTOBEPUTLCA B YAOBNETBOPUTENLHOM paboTe obopyaosaHuA M onepatopa. Ecnn
KOHTPO/bHbIE WU3MEPeHWA He COoBNafatoT C OXWAaeMbIMM 3HAa4eHUAMU, TO U3MEepeHHble AaHHble
nauveHToB crneayet cuyYuTaTtb HEAOCTOBEPHbIMU. OMNaHuA Xenena pekomeHayeT cneaywoowme
KOHTPOJIbHbIE MaTepuarbl:

Kart. Ne 5301 KoHTponb KavecTBa cneumanbHble TeCTbl, HopMa

Kat. Ne 5302 KoHTponb KavecTBa cneuvanbHble TeCTbl, NaToNorvA
Kat. No 5186 KoHTponb kayecTBa, Hopma

Kat. No 5187 KoHTponb kayecTsa, yMEPEHHO BbipaXkeHHaA NaTonorva
Kart. Ne 5183 KoHTponb Ka4ecTBa, BbICOKanA naronorna

PE®EPEHCHbIE 3HAYEHNA

PedpepeHcHble  3HAYeHMA MOryT —BapbMpoBaTb MeXAy nabopaTopuAMM B 3aBUCUMOCTU  OT
MCMONb3yeMbIX METOAOB W KoarynomeTpos. o 3TOM NpuuMHE Kaxkaana nadopaTtopuA AOMKHA
YCTaHOBUTb CBOW COBCTBEHHbIE 3HAYEHUA.

AHAJIUTUHECKUE XAPAKTEPUCTUKU

KomnaHuA XeneHa wnu €& AMCTPUGLIOTOPbI  OMPEAENunM  Crefylollve  OPUEHTUPOBOYHbIE
aHanuTuyeckue xapakTtepucTuku. Kaxaaa nabopatopuA [OSKHA ONpeaenuTb CBOW COGCTBEHHble
aHanUTMYecKne XapakTepucTuku. [lpu UMCMONb3oBaHWM PyyHOrO MeToaa Gbinu  onpeneneHbl
cnepywolme KoaphuumeHTsl Bapuaumm (CV) v nuHenHocTb B amanasoHe ot 1,0 go 6,5 r/n (6e3
[IONONHUTENbHBIX Pa3BeAeHN NNasmbl).

BocnpoussoaumocTb

B npegenax aHanuTU4eckomn cepuu MeXAy pa3HbIMU aHaNnUTU4YEeCKUMu cepuamn
®ubpuHoreH (r/n) n CV (%) ®ubpuHoreH (r/n) n CV (%)
1.24 5 4.88 1.02 10 6.17
3.01 5 3.58 3.62 10 3.75
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KONFORMITATSERKLARUNG

DECLARATION OF CONFORMITY

Doc#001/35-2014

Wir / We

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

erklren in alleiniger Verantwortung, dass die Produkte - IVD-Blutgerinnungsmessgerate,
declare under our own responsibility, that the products — IVD Coagulation analyzers

Coatron X Eco, Pro, Top

Bareichnung, Typ oder Modeliname | name, type or model

allen  anwendbaren Anforderungen der folgenden Richtlinien
entsprechen:

1. Richtlinie 98/79/EG Uber In-vitro Diagnostika
klassifiziert gemaB Artikel 9 als: "alle anderen Produkte”

7. Richtlinie 2014/30/FU (ber Elektromagnetische Vertraglichkeit

3. Richtlinie 2011/65/EU RoHS5 11

Das QM-System des Herstellers ist zertifiziert nach:

EN ISO 13485:2016

Diese Erklirung bescheinigt die Ubereinstimmung mit den
genannten  Harmonisierungsrechtsvorschriften,  beinhaltet
jedach keine Zusicherung von Eigenschaften.

Konformitétsbewertungsverfahren:

Gemaf Anhang III der Richtlinie 98/79/EG

meet all applicable requiraments of:

1. Directive 98/79/EC on In-vitra diagnostic medical devices
classified accarding to article 9 as; "all other products”

2. Directive 2014/30/EU on electromagnetic Compatibiiity

3. Directive 2011/85/EU RoHS 1]

The QM-system of the manufacturer is certified for:

EN ISO 13485:2016

This declaration attests the accordance with the mentioned
harmonization ruie but does not include a warranty of properties.

Conformity assessment procedire:

According to Annex ITI of Directive 98/79/FC

Ort und Datum der Unterzeichnung: Neufahrn, 27.03.2019

Place and date cf issue: _.-Nedfafrn, March 27, 2019

&= 4




ELITech Clinical Systems t@w&?
T - 0
Zone industrielle .%: ELI I @{TE’]GI’OUD
61500 Sees - France S
) / | =
Tel : +33 (0)2 3381 21 00 Fax : +33 (0)2 22 28 77 51 EHMPAWERING I¥D
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publigue.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la dasse des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et sappuie sur la certification de notre systéme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu‘au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and IlI of Evropean
Directive 98/79EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the “other device” category since they do not belong neither to fist A or list B of annex
I nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra uUnica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de /a Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el cddigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo’, ya que no pertenecen a la lista A ni a 2 lista B del
anexo II, tampoco a la clase de autodiagnostico.

Esta declaracidn se basa en el contenido de cada expediente técnico y ests respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion véfida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France =
Regulatory Affairs Manager Tél, ; 433(0)2 33 81 21 00 - Fax : +33(0j2 33 28 77 51 «
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00026

e A

Societé par actions simplifiee au capital de 1.688 392 33 € — SIREN : 318 365 228 — RCS ALENCON
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DCCE-ECSSAS-v10

= |REFERENCES - REFERENCES - REFERENCIAS _ | codecmon
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-OEU’OID?DDNJ_@'ME:!H 53507
ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
‘Bsunuam TOTAL 4+1 |BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0800 5§3228/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490 53250
CREATININE PAP SL CRSL-0630/0250

%CT BILIRUBIN BI0I-M430 53251_3
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY (GPSL-0850

GLUCOSE HKk GHEL-M450

GLUCOSE HK SL GHEIL-OEDM_EO 533N
GLUCOSE PAP GPSL-MB30

GLUCOSE PAP SL GPEL-0507/0500/0707/0700/0250/0455/0487

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 _ 53481
PHOSPHORUS PHOS-0600/02304430 59123
FPHOSPHORUS E_IEOY PHOS-0850

TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRLUBIN ENVOY BITV-0650 53229
TOTAL PROTEIN PROB-M830

TOTAL PROTEIN ENVOY PROB-0850 53885
TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA URSL-MB30

UREA ENVODY URSL-0850 53587
UREA LV 5L U!_H_SHI:-MZTHMZIJ!DSDWDSDTIOZSWSS

URIC ACID AUML-MB30

URIC ACID ENVOY AUNVD-0850 53583
URIC ACID MONO 5L AUML-0487/0427/0420/0500/0507/0707/0250

URIC ACID 5L AUSL-D250

URINE PROTEIN PRTU-M230 53481

Enzymes / Enzymes

ALP SDEAI 5L PASL-0400/0420/0230

ALP ENVOY PIVD-0850 52028
ALP IFCC ALPI-0230

ALT ENVIOY ALSL-0850

ALT/GPT ALEL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE AMSL-M430

AMYLASE ENVOY AMSL-0850 52040
[AMYLASE SL AMSL-0390/0400/0230

AST/GOT ASSL-M430

AST ENVOY ASVD-0850 52954
ASTIGOT 4+1 SL ASSL-0410/0430/05 1455

CHOLINESTERASE CHES-0053 52871
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52004
CK-ME SL/ CKEMB CMSL-0410/0430VD230

CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230

GAMMA-GT GISL-M230

GAMMAGT PLUS 5L GISL-0400, ] 53027
GGT ENVOY GISL-0850

LOH ENVOY LLSL-DBSD

LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230

LIPASE LPSL-0250

LIPASE ENVOY LPSL-0850 53108
LIPASE 5L LPSL-0230

Electrolytes / Oligo-élements / Electrolytes / Trace-elements

CALCIUM ARSENAZO CALR VMAI0 45789
CALCIUM ENVOY CALA-0850

CHLORIDE CHLO- 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM X8 MGXB-0250/0600/M4230 46795
|MAGNESIUM XYLIDYL MAGX-0230/0500

Lipides | Lipids

CHOLESTEROL CHSL-MB30 53359
CHOLESTEROL ENVOY. CHSL-0850

CHOLESTEROL HDL 5L 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 26 LDLL-D230/0380¢0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HDL CHOLESTEROL ENVOY HOLL-DBS0

LDL CHOLESTEROL CLOL-0250/M330 53365
ILDL CHOLESTEROL ENVOY LOLL-0850

TRIGLYCERIDES TGML-MES0

TRIGLYCERIDES ENVOY TGML-0B50 53460
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455
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REACTIFS - REAGENTS - REACTIVOS IREFERENGEB--‘ REFERENCES - REFERENCIAS Code GMDN
Contréles-Callbrants-Standards / Controls-Calibrators-Standards
CHOLESTEROL HDL 2G CALIBRATOR HOLL-0011/0041 44696
CHOLESTERCL LDL 2G CALIBRATOR LOLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44598
CK-MB CONTROL CKMB-0900 44693
|ELICAL 2 CALI-0550 47868
ELITROL | CONT-0050 47869
ELITROL Il CONT-0180
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HOL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | |SCT-0046 47869
|ISE CONTROL I ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-DD22 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URLIV-0055 53588
URIC ACID B ma/dL ACLR-0055 44704
Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M220 53705
CRP [P CALIBRATOR SET ICRP-0043 41838
CRP [P CONTRCL | ICRP-0046
CRP IP CONTRCL Il ICRP-0047 41838
CRF WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRF WR ENVOY CRPW-0850 53705
FERRITIN IFRT-D230 53718
FERRITIN CALIBRATOR IFRT-D022 41827
HAFTOGLOBIN IP IHAP-0400 53737
HoAlc HBAC-0240 50090
HbAlc CALIBRATOR SET HBAC-0043 §3215
HbAlc CONTROLL+H HBAC-0049 44435
IgA IP 1IGA-0400 53760
1G IP |nec-nann 53787
IgM P 1IGM-0400 53795
PALBUMIN IP ||mL.aaan 53475
LALBUMIN IF CALIBRATOR SET |imaL-0043 53477
BALBUMIN IP CONTROL | |inaL-a0as 3478
WALBUMIN IP CONTROL Il |ImaL-0047
OROSCMUCOID IP lioRo-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IFRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0D48 47888
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN [P ITRF-0400 53041
Vitamines/Vitamins
VITAMIN D \VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET \VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY lispA.05D 59238
ISE CALIBRATORS |IscA-0250 52867
ISE CALIBRATOR ENVOY |iscv-osso
ISE CLEANERICONDITIONER |iscc-oza0 59058
ISE DILUENT |isol-o250 58237
ISE DILUENT ENVOY liscv-08s50
ISE REFERENCE SOLUTION ||sns-osuo 59238
|SE REFERENCE SOLUTION ENVOY 1SRS-0850
Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments
|ACID SOLUTION for ELITech Clinical Systems Anal SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzars SLNA-5800 59058
SYSTEM SOLUTION 5LSY-5305 58236
SYSTEM SOLUTION for ELITech Clinical Systems Ana 5LSY-5000
WASH SOLUTION A S0LA-M163 59058
[WASH SOLUTION B WASH SOLUTION B 58058
Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707
Vilo-
DCCE-ECSSAS-v10 212
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Francais - FR

+USAGE PREVU

Ce dispositif de diagnostic in vitro est destiné a la cali-
bration des tests quantitatifs ELITech Clinical Systems
listés dans la fiche de valeurs.

Ce dispositif de diagnostic in vitro est uniquement
destiné aux professionnels.

=COMPOSITION

- Produit sous forme lyophilisée préparé a partir de
sérum humain contenant des additifs chimiques et
biologiques.

- Azide de sodium <0.1 % (p/p)

- Les concentrations pour chaque analyte a doser sont
spécifiques a chaque lot.

«MATERIELS REQUIS MAIS NON FOURNIS
- Réactifs ELITech Clinical Systems listés dans la
fiche de valeurs.

- Equipement général de laboratoire.

+TRACABILITE
La tragabilité est indiquée dans la fiche de valeurs
incluse dans le coffret.

< PRECAUTIONS D'EMPLOI ET MISES EN GARDE
- Chaque unité de sang humain utilisée pour la
fabrication de ces produits a été testée et trouvée
négative/non-réactive pour la présence d'HBsAg, HCV
et HIV1/2. Les méthodes utilisées étaient approuvées
par la FDA ou autorisées en conformité a la Directive
Européenne 98/79 / CE, Annexe |l, liste A. Cependant
le risque d'infection ne pouvant étre exclu avec certi-
tude par aucune méthode, ces produits doivent étre
manipulés comme étant potentiellement infectieux.
En cas d'exposition, suivre les directives des autorités
sanitaires compétentes.

- Prendre des précautions lors de la manipulation
de flacons de verre brisés, car les bords tranchants
peuvent blesser ['utilisateur.

- Ces produits contiennent de I'azide de sodium qui
peut réagir avec le plomb ou le cuivre et former des
azides métalliques potentiellement explosifs. Lors de
I'élimination de ces réactifs toujours rincer abondam-
ment avec de I'eau pour éviter I'accumulation d'azides.
- Respecter les précautions d'usage et les bonnes
pratiques de laboratoire.

- Utiliser du matériel de laboratoire propre ou a usage
unique afin d'éviter toute contamination.

- Consulter la fiche de données de sécurité (FDS) pour
une manipulation appropriée.

+TRAITEMENT DES DECHETS

L'élimination de tous les déchets doit étre effectuée
conformément aux exigences réglementaires locales,
d'état et fédérales (veuillez-vous référer a la fiche de
données de sécurité (FDS)).

«PREPARATION

- Ouvrir avec précaution le flacon en évitant la perte de
poudre lyophilisée.

- Ajouter précisément 3 mL d’eau distillée ou
désionisée.

- Reboucher le flacon avec soin et dissoudre le contenu
complétement dans les 30 minutes en remuant délica-
tement le flacon et en évitant la formation de mousse.

+DETERIORATION DU PRODUIT

- Le produit peut présenter un aspect légérement
trouble apres reconstitution. Cela n'a aucun effet sur
les performances du produit. Toute présence de parti-
cules serait le signe d’une détérioration.

- Ne pas utiliser le produit s'il y a des signes évidents
de détérioration biologique ou chimique (ex : particules
apreés reconstitution).

- Un flacon endommagé peut avoir un impact sur les
performances du produit. Ne pas utiliser le produit si
les flacons présentent des signes physiques de dété-
rioration (par exemple, fuite).

+STABILITE

Avant reconstitution :

- Stocker & 2-8 °C et a I'abri de la lumiére.

- Ne pas utiliser apres la date d'expiration indiquée sur
I'étiquette du flacon.

Apres reconstitution :

- Ces produits doivent étre immédiatement et correc-
tement refermés afin d'éviter toute contamination ou
évaporation.

- Stabilité des constituants :

Entre 15 et 25 °C : 8 heures

Entre 2 et 8 °C : 2 jours

Entre -25 et -15 °C : 4 semaines (ne congeler qu'une
seule fois)

Exceptions :

- Stabilité de la bilirubine totale (a conserver a I'abri
de la lumiére) :

Entre 15 et 25 °C : 6 heures

Entre 2 et 8 °C : 1 jour

Entre -25 et -15 °C : 2 semaines (ne congeler qu'une
seule fois)

- Stabilité de la bilirubine directe (a conserver & I'abri
de la lumiére) :

Entre 15 et 25 °C : 3 heures

Entre 2 et 8 °C : 8 heures

Entre -25 et -15 °C : 2 semaines (ne congeler qu'une
seule fois)

Note : Conserver les flacons bien fermés et a l'abri
de la lumiere.

=PROCEDURE

Pour utiliser ELICAL 2, suivre la procédure décrite
dans la fiche technique du réactif ELITech Clinical
Systems utilisé.

< LIMITATIONS

L'utilisation de ELICAL 2 a été validée avec les sys-
témes ELITech (Automates et réactifs listés dans la
fiche de valeurs).

L'utilisation sur un autre systéme doit étre validée par
le laboratoire.

=VALEURS

Les concentrations sont indiquées dans la fiche de
valeurs incluse dans le coffret.

Pour les utilisateurs d’automates Selectra permettant
I'import de tests, de calibrants et de contrdles, utiliser
le code barre correspondant, disponible sur la fiche
de valeurs.

=DECLARATION DES INCIDENTS GRAVES
Veuillez notifier au fabricant (par lintermédiaire de
votre distributeur) et a l'autorite compétente de I'Etat
membre de 'union européenne dans lequel I'utilisateur
et/ou le patient est établi, les cas d'incident grave sur-
venu en lien avec le dispositif.

Pour les autres juridictions, la déclaration d'incident
grave doit étre effectuée conformément aux exigences
réglementaires locales, d'état et fédérales.

En signalant les incidents graves, vous contribuez a
fournir davantage d'informations sur la sécurité des
dispositifs médicaux de diagnostic in vitro.

=TECHNICAL ASSISTANCE
Contacter votre distributeur local ou ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

English - EN

“INTENDED USE

This in vitro diagnostic device is intended for the cali-
bration of ELITech Clinical Systems quantitative tests
listed in the value sheet.

This in vitro diagnostic device is for professional
use only.

@ COMPOSITION

- Lyophilized product prepared from human serum
spiked with chemical and biological additives.

- Sodium azide <01 % (ww)

- Concentrations for each analyte to test are lot-
specific.

@MATERIALS REQUIRED BUT NOT

PROVIDED

- ELITech Clinical Systems reagents listed in the
value sheet.

- General Laboratory equipment.

=TRACEABILITY
The traceability is indicated in the value sheet enclosed
in the kit.

2PRECAUTIONS FOR USE AND WARNINGS
- Each unit of human blood used in the manufacture of
these products was tested and found to be negative/
non-reactive for the presence of HbsAg, HCV and
HIV1/2. The methods used were FDA approved or
cleared in compliance with European Directive 98/79/
EC, Annex Il, List A. Nevertheless, since the risk
of infection cannot be fully excluded these products
must be handled as potentially infectious. In case
of exposure, follow the guidelines of the competent
health authorities.

- Take precautions when handling broken glass vials as
sharp edges can injure the user.

- These products contain sodium azide which may
react with lead or copper plumbing to form potentially
explosive metal azides. When disposing of these rea-
gents always flush with copious amounts of water to
prevent azide buildup.

- Take normal precautions and adhere to good labo-
ratory practice.

- Use clean or single use laboratory equipment only to
avoid contaminations.

- Consult Safety Data Sheet (SDS) for a proper
handling.

>WASTE MANAGEMENT

Disposal of all waste material should be in accordance
with local, state and federal regulatory requirements
(please refer to the Safety Data Sheet (SDS)).

*PREPARATION

- Carefully open the vial, avoiding the loss of lyo-
philizate.

- Add in exactly 3 mL of distilled or deionized water.
- Carefully close the vial and dissolve the contents
completely within 30 minutes by occasional gentle
stirring avoiding the formation of foam.

@PRODUCT DETERIORATION

- The product may present a slightly hazy appearance
after reconstitution. This has no effect on the perfor-
mances of the product. All presence of particules would
indicate deterioration.

- Do not use the product if there is visible evidence
of contamination or damage (e.g. particle matter after
reconstitution).

- Damage to the container may impact on product
performance. Do not use the product if there is physical
evidence of deterioration (e.g. leakages).

@ STABILITY

Prior to reconstitution :

- Stored at 2-8 °C and protected from light.

- Do not use after expiration date indicated on the
vial label.

After reconstitution :
- These products should be immediately and tightly
capped to prevent contamination and evaporation.

- Stability of the components:

Between 15 and 25 °C : 8 hours

Between 2 and 8 °C : 2 days

Between -25 and - 15 °C : 4 weeks (when frozen once)

Exceptions:

- Stability of total bilirubin (when stored protected
from light):

Between 15 and 25 °C : 6 hours

Between 2 and 8 °C : 1 day

Between -25 and -15 °C : 2 weeks (When frozen once)
- Stability of direct bilirubin (when stored protected
from light):

Between 15 and 25 °C : 3 hours

Between 2 and 8 °C : 8 hours

Between -25 and -15 °C : 2 weeks (when frozen once)

Note: Store vials tightly capped and protected from
light.

@PROCEDURE

To use ELICAL 2, follow the procedure described in
the instructions for use of the ELITech Clinical Systems
reagent used.

@LIMITATIONS

Using ELICAL 2 has been validated with the ELITech
systems (Analyzers and reagents listed in the value
sheet).

Using any other system should be validated by the
laboratory.

@VALUES

The concentrations are indicated in the value sheet
enclosed in the kit.

For users of Selectra instruments allowing data import
for tests, calibrators and controls, use corresponding
barcode, available on the value sheet.

@DECLARATION OF SERIOUS INCIDENT

Please notify the manufacturer (through your distribu-
tor) and competent authority of the Member State of the
european union in which the user and/or the patient is
established, of any serious incident that has occurred
in relation to the device. For other jurisdictions, the
declaration of serious incident should be in accordance
with local, state and federal regulatory requirements.
By reporting a serious incident, you provide information
:jhat. can contribute to the safety of in vitro medical

evices.

@ASSISTANCE TECHNIQUE
Contact your local distributor or ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

Espaiiol - ES

@USO PREVISTO

Este dispositivo de diagnostico in vitro esta disefa-
do para la calibracion de las pruebas cuantitativas
ELITech Clinical Systems listadas en la hoja de
valores.

Este dispositivo de diagnéstico in vitro esta destinado
unicamente para los profesionales.

@ COMPOSICION

- Producto liofilizado preparado a partir de suero huma-
no enriquecido con aditivos quimicos y bioldgicos.

- Azida sodica <0.1 % (p/p)

- Las concentraciones de cada analito a analizar son
especificas a cada lote.

@MATERIALES REQUERIDOS PERO NO

INCLUIDOS

- Reactivos ELITech Clinical Systems listados en la
hoja de valores.

- Equipo de laboratorio de uso general.

«TRAZABILIDAD
La trazabilidad se indica en la ficha de valores incluida
en el kit.

«PRECAUCIONES DE USO Y ADVERTENCIAS
- Cada unidad de sangre humana utilizada en la
fabricacion de estos productos fue analizada y resulté
ser negativa / no reactiva ante la presencia de HbsAg,
VHC y VIH1/2. Los métodos utilizados fueron apro-
bados de conformidad por la FDA y con la Directiva
Europea 98/79 / CE, Anexo I, Lista A. Sin embargo,
dado que el riesgo de infeccién no puede excluirse
por completo, estos productos deben manejarse como
potencialmente infecciosos. En caso de exposicion,
siga las indicaciones de las autoridades sanitarias
competentes.

- Tenga precauciones al manipular viales de vidrio roto,
ya que los bordes afilados pueden dafar al usuario.

- Los productos contienen azida sédica que puede
reaccionar con el plomo o el cobre de la tuberia y
potencialmente formar azidas metdlicas explosivas.
Cuando se eliminen los reactivos, enjuague con agua
abundantemente para prevenir la acumulacion de
azidas.

- Respetar las precauciones de uso y las buenas prac-
ticas de laboratorio.

- Para evitar contaminaciones utilizar equipo nuevo o
completamente limpio.
- Consulte la Hoja de Datos de Seguridad (SDS) para
un manejo adecuado.

«TRATAMIENTO DE LOS RESIDUOS

Todos los materiales de desecho deben eliminarse
de acuerdo con los requisitos regulatorios locales,
estatales y federales (dirijase a la hoja de seguridad

@ PREPARACION

- Destapar cuidadosamente el frasco con el fin de
evitar la pérdida de material liofilizado.

- Agregar exactamente 3 mL de agua destilada o de
agua desionizada.

- Cierre cuidadosamente el vial y disuelva el contenido
por completo durante 30 minutos mezclando suave-
mente para evitar la formacion de espuma.

«DETERIORACION DEL PRODUCTO

- El producto puede presentar un aspecto ligeramente
turbio después de reconstitucion, esto no afecta el
rendimiento del producto. La presencia de particulas
es un signo de deterioro.

- No utilice el producto si este presenta signos evi-
dentes de contaminacién o deterioro (p. ej, particulas
después de reconstitucion).

- Un frasco dafiado puede tener un impacto en el rendi-
miento del producto. No utilice el producto si este tiene
signos fisicos de deterioro (p. ], fugas).

«ESTABILIDAD

Antes de la reconstitucion :

- Conservar a 2-8 °C y protegidos de la luz.

- No utilice después de la fecha de caducidad indicada
en la etiqueta del frasco.

Después de reconstitucion :
- Estos productos deben ser bien cerrados de inme-
diato para evitar contaminacién y evaporacion.

- Estabilidad de los componentes:

Entre 15y 25 °C : 8 horas

Entre 2y 8 °C : 2 dias

Entre -25 y -15 °C : 4 semanas (no congelar mas de
una vez)

Excepciones:

- Estabilidad de la bilirrubina total (proteger de la luz) :
Entre 15y 25 °C : 6 horas

Entre 2y 8 °C : 1 dia

Entre -25 y -15 °C : 2 semanas (no congelar mas de
una vez)

- Estabilidad de la bilirrubina directa (proteger de
laluz):

Entre 15y 25 °C : 3 horas

Entre 2y 8 °C : 8 horas

Entre -25 y -15 °C : 2 semanas (no congelar mas de
una vez)

Nota : Conservar los frascos bien cerrados y prote-
gidos de la luz.

=PROCEDIMIENTO

Para utilizar ELICAL 2, siga el procedimiento descrito
en el inserto del reactivo ELITech Clinical Systems
utilizado.

= LIMITACIONES

El uso de ELICAL 2 ha sido validado con los sistemas
ELITech (equipos y reactivos enumerados en la hoja
de valores).

El uso de cualquier otro sistema debe ser validado
por el laboratorio.

=\/ALORES

Las concentraciones son indicadas en la ficha de
valores incluida en el kit.

Para usuarios de los equipos Selectra que permiten la
importacion de pruebas, calibradores y controles, use
el codigo de barras correspondiente, disponible en la
hoja de valores.

@DECLARACION DE INCIDENTES GRAVES
Por favor notifique al fabricante ( por medio de su dis-
tribuidor) y autoridad competente del Estado miembro
de la Union Europea en donde el usuario o paciente
radique, de cualquier incidente grave que se produzca
con relacién al dispositivo.

Para otras jurisdicciones, la declaracion de incidentes
graves debe realizarse

de acuerdo con los requisitos reglamentarios locales,
estatales y federales.

Reportando incidentes graves usted contribuye a
proporcionar mas informacion sobre la seguridad del
dispositivo médico de diagnéstico in vitro.

o ASISTENCIA TECNICA
Contacte a su distribuidor local o con ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

Portugués - PT

aUTILIZACAO PREVISTA

Este dispositivo de diagnéstico in vitro é destinado a
calibragao dos testes quantitativos ELITech Clinical
Systems listados na folha de valores.

Este dispositivo de diagnéstico in vitro € apenas para
uso profissional.
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@COMPOSIGAO

- Produto liofilizado preparado a partir de soro humano
enriquecido com aditivos quimicos e biolégicos.

- Azida de sodio <0.1 % (plp)

- As concentragdes de cada analito a ser testado sédo
especificas de cada lote.

@ MATERIAIS NECESSARIOS MAS NAO
FORNECIDOS

- ELITech Clinical Systems reagentes listados na folha
de valores.

- Equipamento geral de laboratério.

@ RASTREABILIDADE
A rastreabilidade ¢ indicada na folha de valores
incluida no kit.

@ PRECAUGOES DE USO E AVISOS

- Cada unidade de sangue humano utilizada na
fabricagdo desses produtos foi testada e se mostrou
negativa / nao reativa para a presenga de HbsAg, HCV
e HIV1 /2. Os métodos utilizados foram aprovados e
liberados pela FDA em conformidade com a Diretiva
Européia 98/79 / EC, Anexo Il, Lista A. No entanto,
como o risco de infecgdo ndo pode ser totalmente
excluido, esses produtos devem ser manuseados
como potencialmente infecciosos. Em caso de expo-
sicdo, siga as orientagdes das autoridades sanitérias
competentes.

- Tome precaugdes ao manusear frascos de vidro
quebrados, pois bordas afiadas podem ferir o usuario.
- Os produtos contém azida de sédio que pode reagir
com o chumbo ou cobre das canalizagdes formando
azidas metdlicas explosivas. Ao manusear estes rea-
gentes lave as maos sempre com grandes quantidades
de &gua para evitar a produgéo de azida.

- Respeitar as precaugdes de utilizagdo e as boas
praticas de laboratério.

- Utilizar material de laboratério limpo ou destinado
a uma Unica utilizagdo de modo a evitar qualquer
contaminagéo.

- Consulte a ficha de dados de seguranga (SDS) para
obter um manuseio adequado.

#TRATAMENTO DOS RESIDUOS

O descarte de todo material residual deve estar
de acordo com os requisitos regulamentares locais,
estaduais e federais (consulte a Ficha de dados de
seguranca (SDS)).

*PREPARACAO

- Abrir cuidadosamente o frasco, evitando a perda de
po liofilizado.

- Acrescentar exatamente 3 mL de agua destilada
ou deionizada.

- Feche cuidadosamente o frasco para injetaveis e
dissolva completamente o contetido dentro de 30
minutos, mexendo suave e ocasionalmente, evitando
a formagao de espuma.

«DETERIORAGAO DO PRODUTO

- O produto pode apresentar uma aparéncia um pouco
turva apds a reconstituicdo. Isto ndo tem efeito sobre
o desempenho do produto. A presenga de particulas
indica deterioragéo.

- N&o use o produto se houver evidéncia visivel de
contaminagdo ou dano (por exemplo, particulas apds
a reconstituicao).

- Nao utilizar o calibrador caso haja danos na embala-
gem que possam causar algum efeito sobre o desem-
penho do produto (ex. vazamentos).

<ESTABILIDADE

Antes da reconstituicao:

- Conservado a 2-8 °C e ao abrigo da luz.

- Nao utilizar apés as datas de validade indicadas
nos rotulos

dos frascos.

Apos a reconstituigdo:
- Esses produtos devem ser tampados imediatamente
e firmemente para evitar contaminagéo e evaporagao.

- Estabilidade dos constituintes:

Entre 15 e 25 °C : 8 horas

Entre 2 ¢ 8 °C : 2 dias

Entre -25 e -15 °C : 4 semanas (congelar apenas
uma Unica vez)

Excepgoes:

- Estabilidade da bilirrubina total (a conservar ao
abrigo da luz) :

Entre 15 e 25 °C : 6 horas

Entre2e8°C: 1dia

Entre -25 e -15 °C : 2 semanas (congelar apenas
uma Unica vez)

- Estabilidade da bilirrubina direta (a conservar ao
abrigo da luz) :

Entre 15 e 25 °C : 3 horas

Entre 2 e 8 °C : 8 horas

Entre -25 e -15 °C : 2 semanas (congelar apenas
uma unica vez)

Observagao: Conservar os frascos bem fechados e
ao abrigo da luz.

@ PROCEDIMENTO

Para usar ELICAL 2, siga o procedimento descrito
nas instrugdes de uso do reagente ELITech Clinical
Systems utilizado.

@LIMITACOES

O uso de ELICAL 2 foi validado com o sistema ELITech
(analisador e reagentes listados na folha de valores).
O uso de qualquer outro sistema deve ser validado
pelo laboratério.

@VALORES

As concentragdes sdo indicadas na folha de valores
colocada no kit.

Para usuarios de instrumentos Selectra que permitem
a importagdo de dados para testes, calibradores e
controles, se o codigo de barras correspondente,
disponivel na folha de valores.

<-DECLARACAO DE INCIDENTE GRAVE
Notifique o fabricante (através do seu distribuidor) e a
autoridade competente da Unido Européia em que o
usuario e/ou o paciente esta estabelecido, de qualquer
incidente grave que tenha ocorrido em relagdo ao
dispositivo.

Para outras jurisdigbes, a declaragdo de incidente
grave deve estar de acordo com as normas locais,
requisitos regulatérios estaduais e federais.

Ao relatar um incidente grave, vocé fornece infor-
magdes que podem contribuir para o seguranga de
dispositivos médicos in vitro.

@ASSISTENCIA TECNICA
Entre em contato com o seu distribuidor local
ou com a ELITech Clinical Systems SAS
(CCsupport@elitechgroup.com).

EAAnvika - EL

@ [TPOBAEMOMENH XPHZH

Ta ev Adyw in vitro SiayvwoTikd TpoopidovTal yia Tov
TI0IOTIKG TTPOCBIOPIoHG TG ATTEG00NG TWV TTOCOTIKWY
1e0T TG ELITech Clinical Systems katayeypaupéva
0TO QUAAO TIHWOV.

Ta ev Adyw in vitro SiayvwaTikd TTpoopiovTal uévo yia
eTTayyeAUaTIkr xprion.

*YYITAZIH

- Ta AuogidoTroinuéva Trpoidvta Trou  eToipGdovTal
yia avBpwivo opd eival SeopEUPEVa PE XNUIKG Kal
Bloloyikd TpdoBeTa.

- Alidia Tou vaTpiou < 0.1 % (wiw)
- O1 eAeyXOUEVEG OUYKEVTPWOEIG Yia KABe avaAuTh ival
OUYKEKPIUEVEG CUPWVA JE TV TTaPTIdA.

= AMNAITOYMENA YAIKA MNOY AEN
ZYMNEPIAAMBANONTAI

- Avmidpaotipia g ELITech Clinical Systems
KOTAYEYPAMMEVA OTO QUAAO TIHWV.
- Mevikog EpyaoTnpiakog E§otrAioudg.

«|XNHAAZIMOTHTA
H ixvnAaoipétnta opiletal oto @UAAO TIHWY TTOU
oupTrEPINapBAVETaI OTO KIT.

=« NNPOOYAAZEIZ XPHZHZ KAI
MPOEIAOMNOIHZEIX
- KdBe povada avpBpwtivou aigatog  Tou

xpnoigotroigital yia TNV Mapaokeur autwv Twv
Tpoioviwy  €xel  eheyxBei kai  Ppebei  apvnTikh/
pn-avtidpouoa otnv Tapoucia HbsAg, HCV kai
HIV1/2. O1 péBodol mou xpnaoiyotroloUvTal gival
eykekpipéveg amé tov FDA i oUpQwveg pe Tnv
Eupwrraikiy Odnyia 98/79/EC, Mapdptnua Il, Aiota A.
MoAovéTi kai epdoov o kivduvog poAuvong dev pTTopei
va atmokAEIOTEl eVTEAWG, Ta ev Adyw TrpoidvTa
TTPETTEl VA XeIpifovTal wg TOavWG HOAUCHATIKA.
Ze TepITITwon €kBeong, akoAoubeioTe Tig 0dnyieg
TWV aPHOBIWY UYEIOVOUIKWY OPXWV.

- Népte TPOPUAGEEIS OTAV XEIPICETTE OTTACHEVT
YUGAIva @IaAidia KaBwg Ol aiXHNPES YwVieg
HTTOPEl va TpaupaTioouv Tov XPAOTN.

- Ta Ouykekpipéva  TTPOIGVTA  TTEPIEXOUV
adidia Tou vaTpiou TTOU PTTOPEi va avTIdpAoEl
HE TO XaAKO 1) TO HOAUBSO TwWV CWANVWOEWV
onpIoupywvTag Tlavd eKPNKTIKG  adwTouxa
pETaAAa. OTav atmoppiTITovIal GTNV ATTOXETEUDT
Ta avTIdpAcTAPIO auTd, va EeTTAéveTe TTAVTOTE
HE pBOVO VEPS yIa TNV ATTOPUYH) CUCCWPEUTNG
adISiwv.

- N\G&BeTe OUVABEIG TTPOPUAGEEIG KAl EQAPUOOTE
KOAR EPYAcTNPIOKA TTPOKTIKA.

- Xpnoipotroinote  poévo kabBapd A piag
XPAONG €pyaoTnPIakG OKEUN yid TNV ATTOQuUYn
ETTIMOAUVOEWV.

- ZupBouleuteite To AgAtio Aedopévwv Aopaleiag
(SDS) yia owoTd XeIPIGUO.

=AIAXEIPHZH AOBAHTQN
Améppiyn 6Awv Twv ammoPAfTWY TTPETTEN va yiveTal
OUPQWVA PE TIG TOTTIKEG, EBVIKEG KAl OLOOTIOVOIOKEG
PUBHIOTIKEG aTTaITAOEIG (TTAPAKAAW avaTPESTE OTO
Aehtio Aedopévwv Aopaleiag (SDS)).

= [IPOETOIMAZIA

- XtutioTe amaAd Tnv @IdAn WoTe 10 UAIKG EAEyxOU va
BpiokeTal aTo KATW PEPOG TNG PIGANG.

- AvOigTe TIPOCEKTIKG TO QIGAIDIO, ATTOPEVYOVTAG TNV
ammWAEIa TNG Auo@IAIwpEVNG ouaiag.

- Mpoobéote akpiBwg 3 mL ameoTaypévou/
QTTIOVITHEVOU VEPOU.

- KAeioTe 10 QIaAidIO TIPOOEKTIKG Kal SIGAUOTE EVIEAWG
T0 TrEPIEXOHEVO EVTOG 30 AeTTTWV pe APy avakdTepua
aTroeUyoVTag TNV dnpioupyia agpou.

=AAAOIQZH TOY MPOIONTOZ

- Merd mv avacutotaon : O Babuovountig WTmopei
va Trapouaiddel pia ehagpd BoAr epgavion. Autrh dev
€€l Kapia €MMidpaon oTnV aT6dO0N TOU TIPOIOVTOG.
H Tmapouoia pepidiwv  ptopei va  UTTOBEIKVUEI
KOTOOTPORH.

- Mnv XpnOIUOTIOIEITE TO TIPOIGV Qv UTIAPXE! ENPAVAG
£vOeIgn poAuvong 1 aMhoiwong (TTx owparidia PeTd
v avaocuoTaon).

- AMoiwon oTo @IiaAidio pTropei va éxel eTmidpaon
0TnV am6d00n Tou TPoiGvTog. Na unv xpnoipoToleital
TO TIPOIGV av UTTAPXEl EUPavVAG amodeign aAAoiwong
(rx diappor})

TYTAGEPOTHTA

Mpiv Tnv avacltoTtaon:

- AmroBrkeuon oToug 2-80 C pakpId atmd T0 Qwg.

- No pnv xpnoipoTroieiTal TEPAV TWV NPEPOUNVIWY
Aigng Tou

avaypaQovTal OTIG ETIKETEG TWV QIAAIBIWV.

MeTd Tnv avaclUoTaon:
- Mn XpnolyoTIOIETE PETA TIG NuEPOpNVieg ARENG TTou
QVaQEPOVTAI OTIG ETIKETEG TV PIOAIBIWY.

- Z1aBepOTNTA TWY CUCTATIKWY:

210ug 15 €wg 250 C : 8 wpeg

210U¢ 2 £wg 80 C : 2 nuépeg

210ug -25 €wg -150 C : 4 €Bdouddeg (pia popd
KaTdyugn)

Eéaipéoeis:

- 2100epATNTA OAIKAG XOAEPUBPIVNG (6TaV aTToBNnKEUETAI
HakpId ammo ewg)

210Ug 15 éwg 250 C : 6 wpeg

210UG 2 éwg 8o C : 1 nuépa

210Ug_-25 €wg -150 C : 2 ¢Pdopadeg (pia gopd
Katayugn)

-Z1aBepoTNTa  dpeong  XoAepuBpivng
QTTOBNKEVETAI PAKPIA aTTO GWG)

210U 15 éwg 250 C : 3 wpeg

210Ug 2 £éwg 80 C : 8 wpeg

210Ug -25 éwg -150 C : 2 ¢Bdopadeg (pia gopd
Katayugn)

Znueiwan: Amobnkelote Ta  @iaAidia  epunTIKG
TTWHATIOPEVA Kal TTPOOTATEUPEV QTTO TO QWS OTaV OE
XpnaipotrolouvTal.

«AIAAIKAZIA
MNa v xprion ELICAL 2, akohouBeiote Tnv
TEpIypa@ouevn dladikacia oTIg odnyieg XpAong Tou
avtidpaompiou Tng ELITech Clinical Systems tou
XPNOIHOTTOIEITaI.

“MEPIOPIZMOI

Tnv xprion ELICAL 2 éxel emikupw8ei pe Ta ouoTApaTa
g ELITech (AvaAutég kai avmidpacTrpia eival
KOTAYEYPOAPPEVD OTO QUAAO TIHWOV).

H xprion omoloudnmoTe GAAOU GUOTAPOTOG TTPETTE VO
ETMKUPWOET aTTé TO EPYacTrpIO.

<TIMEZ

O1 OUYKEVTPWOEIG UTTODEIKVUOVTAl OTO QUAAO TIHWV
Hou oupTrepIAapBAVETaI OTO KIT.

Na va emTpémetal n eicaywyry dedopévwy TEOT,
BabpovounTwy Kal Opwv EAEyXOU OTOUG XPHOTEG
pnxavnudatwy Selectra, xpnoigoToiEioTe Tov avaAoyo
YPApUIKG KWAIKa S100£010 0TO YUANO TIHWV.

(6Tav

@ AHAQZH XOBAPOY ATYXHMATOZ

MapakaAw evnuEPWOTE TOV KATAOKEUAOT (WEOW TOU
dlavopéa oag) kai TG appodieg apxég Tou Kpdroug
MéNoug NG eupwTraikng €vwong oTov oToi0 O
XpRomg f/kal o aoBevig eival eykareoTnuévog, yia
KGBe ooPapd atuxnua Tou pTTopei va CUPPEl o€
oxéon pe 10 pnxavnua. MNa Aoimég Sikalodoaieg, n
SnAwon coBapou aTuXAHaTOG TIPETTEl VO OUHQWVEN
UE TIG TOTTIKEG, EBVIKEG KAl OPOOTIOVIOKEG PUBHIOTIKEG
amaimioelg.  AvagépovTag éva  coBapd  arixnua,
TIOPEXETE TTANPOQOPIEG TTOU pTTOPEl va oUPBAAAOUV
TNV AOQAAEID TWV iN Vitro 1aTPIKWV PNXavnpaTwy.

@TEXNIKH BOHOEIA
EmikoivwvAoTe  pe OV
v ELITech Clinical
(CCsupport@elitechgroup.com).

TOTMKSO 0ag  Slavopéa
Systems  SAS

-SYMBOLES/ SYMBOLS/ SIMBOLOS/
ZYMBOAA

- Les symboles utilisés sont décrits dans la norme
1SO-15223-1 hormis ceux présentés ci-dessous.

- Symbols used are defined on ISO-15223-1 standard,
except those presented below.

- Los simbolos utilizados son descritos en la norma
ISO-15223-1 a la excepcion de los presentados a
continuacion.

- Os simbolos utilizados s&o definidos na norma
1SO-15223-1, exceto os apresentados abaixo.

- Ta xpnolgomoioUpeva  cUPBoAa  opifovral
oto mpotuTo ISO 15223-1, k160G amd QUTA TTOU
TTapoUcIAgovTal TTOPAKATW

Contenu / Content / Contiene/ Contetdo /

CONT TIEPIEXOHEVO

Calibrant / Calibrator / Calibrador / Calibrador
/ BaBpovopnTrg

Reconstituer avec x mL / Reconstitute with x
mL / Reconstituir con x mL / Reconstituir com x
mL / AvactoTtaon pe x mL

RCNS : X mL

Modification par rapport a la version pré-
cédente/Modification from previous version/
@ Modificacion con respecto a la version anterior/
Modificagdo relativamente & versdo anterior/
TpoTtrotoinon amoé TponyoUpevn €kdoon

Conformité Européenne / European Conformity
| Conformidad Europea / Conformidade
Europeia / Eupwrraiki] Zuppépewon

(3
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ISO 13485:2016
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This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable
to this approval are listed.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human
origin.
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Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ~ Design, development and manufacturing of clinical
chemistry analyzers, contract manufacturing of

erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human

origin.
ELITechGroup B.V. 1ISO 13485:2016
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands Design, development and manufacturing of clinical

chemistry analyzers, contract manufacturing of
erythrocyte sedimentation rate analyzers and
warehousing of erythrocyte sedimentation rate tubes for
the in vitro diagnostic investigation of samples of human
origin.
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001
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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 Lloyd's
Register 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: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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.. ELITechGroup

EMPOWERING IVD

FTCE-CONT-5-v6 (07/2020)

ELITROL I

ELITROL Il

CONT

ELITROL | ; CONT-0060 : 10 x 5 mL

ELITROL Il ; CONT-0160 : 10 x 5 mL

Francais - FR

@USAGE PREVU

Ces dispositifs de diagnostic in vitro sont destinés au
controle qualité des performances des tests quantitatifs
ELITech listés dans la fiche de valeurs.

Ces dispositifs de diagnostic in vitro sont uniquement
destinés aux professionnels.

@ COMPOSITION

- Produit sous forme lyophilisée préparé a partir de
sérum humain contenant des additifs chimiques et
biologiques.

- Les concentrations pour chaque analyte a doser sont
spécifiques a chaque lot.

@MATERIELS REQUIS MAIS NON FOURNIS
- Réactifs ELITech Clinical Systems listés dans la
fiche de valeurs.

- Equipement général de laboratoire.

@TRACABILITE

La tragabilité est indiquée dans la fiche technique du
réactif ELITech Clinical Systems utilisé en combinaison
avec le calibrant recommandé.

@PRECAUTIONS D'EMPLOI ET MISES EN
GARDE

- Chagque unité de sang humain utilisée pour la fabri-
cation de ces produits a été testée et trouvée néga-
tive/non-réactive pour la présence d'HBsAg, HCV et
HIV1/2. Les méthodes utilisées étaient approuvées par
la FDA. Cependant le risque d'infection ne pouvant étre
exclu avec certitude par aucune méthode, ces produits
doivent étre manipulés comme étant potentiellement
infectieux. En cas d'exposition, suivre les directives des
autorités sanitaires compétentes.

- Prendre les précautions lors de la manipulation
de flacons de verre brisés, car les bords tranchants
peuvent blesser l'utilisateur.

- Respecter les précautions d’usage et les bonnes
pratiques de laboratoire.

- Utiliser du matériel de laboratoire propre ou a usage
unique afin d'éviter toute contamination.

- Consulter la fiche de données de sécurité (FDS) pour
une manipulation appropriée.

@TRAITEMENT DES DECHETS

L'¢limination de tous les déchets doit étre effectuée
conformément aux exigences réglementaires locales,
d’état et fédérales (veuillez-vous référer a la fiche de
données de sécurité (FDS)).

@PREPARATION

- Tapoter doucement le flacon pour que le matériel de
contréle soit en bas du flacon.

- Ouvrir avec précaution le flacon en évitant la perte de
poudre lyophilisée.

- Ajouter précisément 5 mL d’eau distillée ou
désionisée.

- Reboucher le flacon avec soin et dissoudre le contenu
complétement dans les 30 minutes en remuant délica-
tement le flacon et en évitant la formation de mousse.

Remarque _importante : Pour réactiver la phospha-
tase alcaline, laissez reposer le flacon reconstitué a
15 - 25 °C pendant une heure.

@DETERIORATION DU PRODUIT

- Le produit peut présenter un aspect légerement
trouble aprés reconstitution. Cela n'a aucun effet sur
les performances du produit. Toute présence de parti-
cules serait le signe d’'une détérioration.

- Ne pas utiliser le produit s'il y a des signes évidents
de détérioration biologique ou chimique (ex : particules
apres reconstitution).

- Un flacon endommagé peut avoir un impact sur les
performances du produit. Ne pas utiliser le produit si
les flacons présentent des signes physiques de dété-
rioration (par exemple, fuite).

@ STABILITE

Avant reconstitution :

- Stocker a 2-8 °C et a I'abri de la lumiére.

- Ne pas utiliser apres la date d'expiration indiquée sur
I'é¢tiquette du flacon.

Apres reconstitution :

- Ces produits doivent étre immédiatement et correc-
tement refermés afin d'éviter toute contamination ou
évaporation.

- Stabilité des constituants :

Entre2et8°C  : 5 jours

Entre -25 et -15 °C : 4 semaines (ne congeler qu'une seule fois)

Exceptions :

- Stabilité de la bilirubine totale (& conserver a I'abri de la lumiére) :
Entre2et8°C  : 24 heures

Entre -25 et -15 °C : 5 jours (ne congeler qu'une seule fois)

- Stabilité de la bilirubine directe (a conserver a 'abri de la lumiére) :
Entre 2 et 8 °C : 8 heures
Entre -25 et -15 °C : 5 jours (ne congeler qu'une seule fois)

- Stabilité de la phosphatase alcaline :
Entre 2 et 8 °C : 24 heures
Entre -25 et -15 °C : 4 semaines (ne congeler qu'une seule fois)

Note :

- Conserver les flacons bien fermés et a l'abri de la
lumiére aprés reconstitution.

- Bien melanger avant utilisation.

- La décongélation des échantillons a 37°C ainsi que
leur agitation énergique (vortex) doivent étre évitées
car elles peuvent dénaturer la ferritine.

&PROCEDURE

Pour utiliser ELITROL | & I, suivre la procédure décrite
dans la fiche technique du réactif ELITech Clinical
Systems utilisé.

= LIMITATIONS

L'utilisation de ELITROL | & Il a été validée avec les
systémes ELITech (Automates et réactifs listés dans
la fiche de valeurs).

L'utilisation sur un autre systéme doit étre validée par
le laboratoire.

= VALEURS

Les concentrations sont indiquées dans la fiche de
valeurs incluse dans le coffret.

Les valeurs obtenues par les laboratoires peuvent étre
différentes de celles annoncées. La technique, I'équi-
pement et des erreurs expérimentales peuvent induire
ces différences. Par conséquent, il est recommandé a
chaque laboratoire de redéfinir ses propres normes.
Pour les utilisateurs d’automates Selectra permettant
I'import de tests, de calibrants et de contrdles, utiliser
le code barre correspondant, disponible sur la fiche
de valeurs.

@DECLARATION DES INCIDENTS GRAVES
Veuillez notifier au fabricant (par lintermédiaire de
votre distributeur) et a l'autorite compétente de I'Etat
membre de 'union européenne dans lequel I'utilisateur
et/ou le patient est établi, les cas d'incident grave sur-
venu en lien avec le dispositif.

Pour les autres juridictions, la déclaration d'incident
grave doit étre effectuée conformément aux exigences
réglementaires locales, d'état et fédérales.

En signalant les incidents graves, vous contribuez a
fournir davantage d'informations sur la sécurité des
dispositifs médicaux de diagnostic in vitro.

= TECHNICAL ASSISTANCE
Contacter votre distributeur local ou ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

English - EN

“INTENDED USE

These in vitro diagnostic devices are intended for the
quality control of the performances of ELITech Clinical
Systems quantitative tests listed in the value sheet.
These in vitro diagnostic devices are for professional
use only.

&= COMPOSITION

- Lyophilized product prepared from human serum
spiked with chemical and biological additives.

- Concentrations for each analyte to test are lot-
specific.

@MATERIALS REQUIRED

BUT NOT PROVIDED

- ELITech Clinical Systems reagents listed in the
value sheet.

- General Laboratory equipment.

= TRACEABILITY

The traceability is indicated on the instructions for use
of the ELITech Clinical Systems reagent used in com-
bination with the recommended calibrator.

= PRECAUTIONS FOR USE AND WARNINGS
- Each unit of human blood used in the manufacture of
these products was tested and found to be negative/
non-reactive for the presence of HbsAg, HCV and
HIV1/2. The methods used were FDA approved.
Nevertheless, since the risk of infection cannot be
fully excluded these products must be handled as
potentially infectious. In case of exposure, follow the
guidelines of the competent health authorities.

- Take precautions when handling broken glass vials as
sharp edges can injure the user.

- Take normal precautions and adhere to good labo-
ratory practice.

- Use clean or single use laboratory equipment only to
avoid contaminations.

- Consult Safety Data Sheet (SDS) for a proper
handling.

@WASTE MANAGEMENT

Disposal of all waste material should be in accordance
with local, state and federal regulatory requirements
(please refer to the Safety Data Sheet (SDS)).

@ PREPARATION

- Gently tap the vial so that the control material can be
at the bottom of the vial.

- Carefully open the vial, avoiding the loss of lyo-
philizate.

- Add exactly 5 mL of distilled or deionized water.

- Carefully close the vial and dissolve the contents
completely within 30 minutes by occasional gentle
stirring avoiding the formation of foam.

Important: To reactivate the alkaline phosphatase,
allow the reconstituted control serum to stand for one
hour at 15-25 °C.

«PRODUCT DETERIORATION

- The product may present a slightly hazy appearance
after reconstitution. This has no effect on the perfor-
mances of the product. All presence of particules would
indicate deterioration.

- Do not use the product if there is visible evidence
of contamination or damage (e.g. particle matter after
reconstitution).

- Damage to the container may impact on product
performance. Do not use the product if there is physical
evidence of deterioration (e.g. leakages).

@ STABILITY

Prior to reconstitution :

- Store at 2-8 °C and protect from light. Do not
freeze.

I- Eol not use after the expiry date stated on the vial
abel.

After reconstitution :

- These products should be immediately and tightly
capped to prevent contamination and evaporation.

- Stability of the components:

Between 2 and 8 °C :5 days

Between -25 and -15 °C : 4 weeks (when frozen once)

Exceptions:

- Stability of total bilirubin (when stored protected from light) :
Between 2 and 8 °C : 24 hours
Between -25 and -15 °C : 5 days (when frozen once)

- Stability of direct bilirubin (when stored protected from light) :
Between 2 and 8 °C : 8 hours
Between -25 and -15 °C : 5 days (when frozen once)

- Stability of alkaline phosphatase:
Between 2 and 8 °C : 24hours
Between -25 and -15 °C : 4 weeks (when frozen once)

Note:

- Store the vials tightly capped and protected from light
after reconstitution.

- Mix content thoroughly prior to use.

- Thawing frozen specimen at 37°C, and vigorous
mixing (vortex), should be avoided as this may dena-
ture ferritin.

«PROCEDURE

To use ELITROL | & II, follow the procedure described
in the instructions for use of the ELITech Clinical
Systems reagent used.

«LIMITATIONS

Using ELITROL | & Il has been validated with the
ELITech systems (Analyzers and reagents listed in
the value sheet).

Using any other system should be validated by the
laboratory.

«VALUES

The concentrations are indicated in the value sheet
enclosed in the kit.

Individual laboratories may obtain values different from
those announced. Technique, equipment and expe-
rimental error may produce slightly different values.
Each laboratory should determine their own mean
values.

For users of Selectra instruments allowing data import
for tests, calibrators and controls, use corresponding
barcode, available on the value sheet.

«DECLARATION OF SERIOUS INCIDENT
Please notify the manufacturer (through your distribu-
tor) and competent authority of the Member State of the
european union in which the user and/or the patient is
established, of any serious incident that has occurred
in relation to the device. For other jurisdictions, the
declaration of serious incident should be in accordance
with local, state and federal regulatory requirements.
By reporting a serious incident, you provide information
that can contribute to the safety of in vitro medical
devices.

@ ASSISTANCE TECHNIQUE
Contact your local distributor or ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

Espaiiol - ES

«USO PREVISTO

Estos dispositivos de diagnéstico in vitro estan disefa-
dos para el control de calidad del rendimiento de las
pruebas cuantitativas ELITech Clinical Systems lista-
das en la hoja de valores.

Estos dispositivos de diagnéstico in vitro estan destina-
dos unicamente para los profesionales.

«COMPOSICION

- Producto liofilizado preparado a partir de suero huma-
no enriquecido con aditivos quimicos y biolégicos.

- Las concentraciones de cada analito a analizar son
especificas a cada lote.

“MATERIALES REQUERIDOS PERO NO
INCLUIDOS

- Reactivos ELITech Clinical Systems listados en la
hoja de valores.
- Equipo de laboratorio de uso general.

= TRAZABILIDAD

La trazabilidad se indica en el inserto del reactivo
ELITech Clinical Systems utilizado en combinacién con
el calibrador recomendado.

& PRECAUCIONES DE USO Y
ADVERTENCIAS

- Cada unidad de sangre humana utilizada en la
fabricacion de estos productos fue analizada y resulté
ser negativa / no reactiva ante la presencia de HbsAg,
VHC y VIH1/2. Los métodos utilizados fueron aproba-
dos de conformidad por la FDA. Sin embargo, dado
que el riesgo de infeccion no puede excluirse por
completo, estos productos deben manejarse como
potencialmente infecciosos. En caso de exposicion,
siga las indicaciones de las autoridades sanitarias
competentes.

- Tenga precauciones al manipular viales de vidrio roto,
ya que los bordes afilados pueden dafiar al usuario.

- Respetar las precauciones de uso y las buenas prac-
ticas de laboratorio.

- Para evitar contaminaciones utilizar equipo nuevo o
completamente limpio.

- Consulte la Hoja de Datos de Seguridad (SDS) para
un manejo adecuado.

@ TRATAMIENTO DE LOS RESIDUOS

Todos los materiales de desecho deben eliminarse
de acuerdo con los requisitos regulatorios locales,
estatales y federales (dirijase a la hoja de seguridad

@PREPARACION

- Golpee suavemente el frasco para que el material de
control quede en el fondo del frasco.

- Destapar cuidadosamente el frasco con el fin de
evitar la pérdida de material liofilizado.

- Agregar exactamente 5 mL de agua destilada o de
agua desionizada.

- Cierre cuidadosamente el vial y disuelva el contenido
por completo durante 30 minutos mezclando suave-
mente para evitar la formacion de espuma.

Importante: Para reactivar la fosfatasa alcalina, deje
el vial reconstituido descansar a 15 - 25 ° C durante
una hora.

@DETERIORACION DEL PRODUCTO

- El producto puede presentar un aspecto ligeramente
turbio después de reconstitucion, esto no afecta el
rendimiento del producto. La presencia de particulas
es un signo de deterioro.

- No utilice el producto si este presenta signos evi-
dentes de contaminacion o deterioro (p. ej, particulas
después de reconstitucion).

- Un frasco dafiado puede tener un impacto en el rendi-
miento del producto. No utilice el producto si este tiene
signos fisicos de deterioro (p. €], fugas).

«ESTABILIDAD

Antes de reconstituir :

- Conservar a 2-8 °C y protegidos de la luz. No
congelar.

- No utilice después de la fecha de caducidad indicada
en la etiqueta de los frascos.

Después de reconstituir :

- Estos productos deben ser bien cerrados de inme-
diato para evitar contaminacién y evaporacion.

- Estabilidad de los componentes:

Entre2y8°C :5 dias

Entre -25y - 15°C :4 semanas (no congelar mas de una vez)

Excepciones:

- Estabilidad de la bilirrubina total (proteger de la luz) :

Entre2y8°C : 24 horas
Entre -25y -15°C :5 dias (no congelar més de una vez)

- Estabilidad de la bilirrubina directa (proteger de la luz) :

Entre2y8°C horas
Entre -25y-15°C :5 dias (no congelar més de una vez)

- Estabilidad de la fosfatasa alcalina:

Entre2y8°C : 24 horas
Entre -25y -15°C  :4 semanas (no congelar més de una vez)

Nota:

- Mantenga los frascos bien cerrados y protéjalos de la
luz después de reconstituir.

- Mezclar bien antes de utilizar.

- La descongelacién de las muestras a 37 ° C asi como
una agitacion vigorosa (vortice) deben evitarse ya que
pueden desnaturalizar la ferritina.

< PROCEDIMIENTO

Para utilizar ELITROL | & I, siga el procedimiento
descrito en el inserto del reactivo ELITech Clinical
Systems utilizado.

= LIMITACIONES

El uso de ELITROL | & Il ha sido validado con los
sistemas ELITech (equipos y reactivos enumerados en
la hoja de valores).

El uso de cualquier otro sistema debe ser validado
por el laboratorio.

=VALORES

Las concentrationes son indicadas en la ficha de
valores incluida en el kit.

Los laboratorios pueden obtener valores differentes de
los valores anunciados. Procedimento, equipo, errores
experimentales pueden producir valores con pequefias
diferencias. Se recomienda que cada laboratorio deter-
mine su propia media para estos controles.

Para usuarios de los equipos Selectra que permiten la
importacion de pruebas, calibradores y controles, use
el codigo de barras correspondiente, disponible en la
hoja de valores.
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@ DECLARACION DE INCIDENTES GRAVES
Por favor notifique al fabricante ( por medio de su dis-
tribuidor) y autoridad competente del Estado miembro
de la Union Europea en donde el usuario o paciente
radique, de cualquier incidente grave que se produzca
con relacion al dispositivo.

Para otras jurisdicciones, la declaracion de incidentes
graves debe realizarse de acuerdo con los requi-
sitos reglamentarios locales, estatales y federales.
Reportando incidentes graves usted contribuye a
proporcionar mas informacion sobre la seguridad del
dispositivo médico de diagnéstico in vitro.

@ ASISTENCIA TECNICA
Contacte a su distribuidor local o con ELITech Clinical
Systems SAS (CCsupport@elitechgroup.com).

Portugués - PT

< UTILIZACAO PREVISTA

Estes dispositivos de diagnéstico in vitro sdo destina-
dos ao controle de qualidade dos desempenhos dos
testes quantitativos ELITech Clinical Systems listados
na folha de valores.

Estes dispositivos de diagndstico in vitro sdo apenas
para uso profissional.

@ COMPOSICAO

- Produto liofilizado preparado a partir de soro humano
enriquecido com aditivos quimicos e biolégicos.

- As concentracdes de cada analito a ser testado sédo
especificas de cada lote.

< MATERIAIS NECESSARIOS MAS NAO
FORNECIDOS

- ELITech Clinical Systems reagentes listados na folha
de valores.

- Equipamento geral de laboratério.

<" RASTREABILIDADE

A rastreabilidade é indicada nas instru¢des de uso do
reagente ELITech Clinical Systems utilizado em com-
binagdo com o calibrador recomendado.

"‘PRECAUQGES DE USO E AVISOS

Cada unidade de sangue humano utilizada na fabrica-
¢do desses produtos foi testada e se mostrou negativa
/ n@o reativa para a presencga de HbsAg, HCV e HIV1/
2. Os métodos utilizados foram aprovados e liberados
pela FDA. No entanto, como o risco de infecgédo nao
pode ser totalmente excluido, esses produtos devem
ser manuseados como potencialmente infecciosos.
Em caso de exposicao, siga as orientagdes das autori-
dades sanitarias competentes.

- Tome precaugdes ao manusear frascos de vidro
quebrados, pois bordas afiadas podem ferir o usuario.
- Respeitar as precaucgdes de utilizagdo e as boas
préaticas de laboratorio.

- Utilizar material de laboratério limpo ou destinado
a uma Unica utilizagdo de modo a evitar qualquer
contaminagao.

- Consulte a ficha de dados de seguranga (SDS) para
obter um manuseio adequado.

@ TRATAMENTO DOS RESIDUOS

O descarte de todo material residual deve estar
de acordo com os requisitos regulamentares locais,
estaduais e federais (consulte a Ficha de dados de
seguranga (SDS)).

@PREPARAGAO

- Bata levemente no frasco para que o material de
controle possa estar no fundo do frasco.

- Abrir cuidadosamente o frasco, evitando a perda de
po liofilizado.

- Acrescentar exatamente 5 mL de agua destilada
ou deionizada.

- Feche cuidadosamente o frasco para injetaveis e
dissolva completamente o contelido dentro de 30
minutos, mexendo suave e ocasionalmente, evitando
a formagao de espuma.

Observagdo importante: Para reativar a fosfatase
alcalina, deixe o frasco reconstituido descansar a
15 - 25 °C por uma hora.

<« DETERIORAGAO DO PRODUTO

- O produto pode apresentar uma aparéncia um pouco
turva apds a reconstituicdo. Isto ndo tem efeito sobre
o desempenho do produto. A presenga de particulas
indica deterioragéo.

- N&o use o produto se houver evidéncia visivel de
contaminag&o ou dano (por exemplo, particulas apds
a reconstituicao).

- Nao utilizar o calibrador caso haja danos na embala-
gem que possam causar algum efeito sobre o desem-
penho do produto (ex. vazamentos).

<«ESTABILIDADE

Antes da reconstituicao :

- Conservar a 2-8 °C e ao abrigo da luz.

- Nao utilizar apds as datas de validade indicadas nos
rétulos dos frascos.

Apbs a reconstituigao :

- Esses produtos devem ser tampados imediatamente
e firmemente para evitar contaminagéo e evaporagao.
- Estabilidade dos constituintes:

Entre2e8 °C : 5 dias

Entre -25 e -15 °C : 4  semanas (congelar apenas uma Unica vez)

Excepgdes:

- Estabilidade da bilirrubina total (a conservar ao abrigo da luz) :
Entre2e8 °C : 24 horas
Entre -25e -15 °C : 5 dias (congelar apenas uma Unica vez)

- Estabilidade da bilirrubina direta (a conservar ao abrigo da luz):
Entre2e 8 ° : horas
Entre -25e -15 °C : 5 dias (congelar apenas uma Unica vez)

- Estabilidade do fosfatase alcalina :
Entre2e8 °C : 24 horas
Entre -25e -15 °C : 4 semanas (congelar apenas uma Unica vez)

Observacéo:
- Armazene os frascos bem fechados e protegidos da
luz ap6s a reconstituiggo.

- Misture bem o conteldo antes de usar.

- Descongelar a amostra a 37 ° C e a mistura vigorosa
(vértice) devem ser evitados, pois isso pode desnaturar
a ferritina.

«PROCEDIMENTO

Para usar ELITROL | & II, siga o procedimento descrito
nas instrugdes de uso do reagente ELITech Clinical
Systems utilizado.

«LIMITACOES

O uso de ELITROL | & Il foi validado com o sistema
ELITech (analisador e reagentes listados na folha
de valores).

O uso de qualquer outro sistema deve ser validado
pelo laboratério.

#VALORES

As concentracdes sdo indicadas na folha de valores
colocada no kit.

Os valores obtidos pelos laboratérios podem ser
diferentes dos anunciados. A técnica, o equipamento
e erros experimentais podem induzir essas diferengas.
Consequentemente aconselha-se que cada laboratério
redefina as suas proprias normas.

Para usudrios de instrumentos Selectra que permitem
a importacdo de dados para testes, calibradores e
controles, se o coédigo de barras correspondente,
disponivel na folha de valores.

@DECLARAGAO DE INCIDENTE GRAVE
Notifique o fabricante (através do seu distribuidor) e a
autoridade competente da Unido Européia em que o
usudrio e/ou o paciente esta estabelecido, de qualquer
incidente grave que tenha ocorrido em relagdo ao
dispositivo.

Para outras jurisdi¢des, a declaragdo de incidente
grave deve estar de acordo com as normas locais,
requisitos regulatérios estaduais e federais. Ao relatar
um incidente grave, vocé fornece informagdes que
podem contribuir para o seguranca de dispositivos
médicos in vitro.

& ASSISTENCIA TECNICA

Entre em contato com o seu distribuidor local ou
com a ELITech Clinical Systems SAS. (CCsupport@
elitechgroup.com).

EAAnvika - EL

@ [IPOBAENOMENH XPHZH

Ta ev Adyw in vitro diayvwaTIKE TrpoopidovTal yia Tov
TIOI0TIKG TTPOGBIOPITUS TNG ATTEB00NG TWV TTOCOTIKWY
1e0T TG ELITech Clinical Systems katayeypappéva
07O QUAAO TIHWOV.

Ta ev Adyw in vitro diayvwaoTIKG TTpoopigovTal Hévo yia
ETTAYYEAUQTIKY XProN.

@ YYITAZH

- Ta Auvo@iAoTroinuéva TpoidvTa Tou  eToIudovTal
yio avBpwivo opo eival SeopEUPEVa PE XNUIKG Kai
BioAoyikd TTpooBeTa.

- O1 eAeyXOUEVEG OUYKEVTPUWIOEIG Yia KABe avaAuTh eival
OUYKEKPIPEVEG OUPPWVA WE TNV TIapTida.

= AMTAITOYMENA YAIKA NOY AEN
ZYMMEPIAAMBANONTAI

- Avmidpaotipia TG ELITech Clinical Systems
KOTAYEYPAUMEVA OTO QUAAO TIHWV.

- Mevikog EpyaoTnpiakog ESotAioudg.

@ |XNHAAZIMOTHTA

H 1ixvnAaoipdtnta opidetar oTig odnyieg xpriong Tou
avridpaoTnpiou g ELITech Clinical Systems mou
XPNOILOTIOIEITAI OE OUVOUAOPG HE TOV TTPOTEIVOHEVO
BaBpovountr.

= [IPOOYAAZEIZ XPHZHEZ KAI MPOEIAONOIHZEIX
- KdéBe povada avpBpwivou  aiyatog  Trou
xpnolgotroigital yia TNV MApackeur autwv Twv
TpoidvTiwy  éxel eAeyxBei kai  Ppebei  apvnTikr/
un-avtidpovoa otnv Tapoudia HbsAg, HCV kai
HIV1/2. O1 pébodol mou xpnolyotroloUvTal eival
eykekpipéveg amé Tov FDA. Molovor kal epooov
o kivduvog HOAuvong Oev UTTOPEi Vo OTTOKAEIOTET
evTEAWG, T v Adyw TIpoidvTa TIpETTEl va XelpiovTal
wg MeavWwG poAuopaTK. e TepiTTwon €kBeang,
aKoAouBeioTe TIG 08nyieg TwWV APUOSIWY UYEIOVOUIKWY
aApXWV.

- Mapte mpo@uAdtelg OTav XelpileaTe omaouéva
YuaAiva @IaAidia kaBuwg o1 aixuNPEEG Ywvieg PTTopEi va
TpAuWATioouV TOV XProTN.

- N&Bete ouviBelg TTPOQUAGGEIG Kal eQapuOoTE KaAr
£PYAOTNPIOKT TTPOAKTIKI.

- Xpnolyotoiote pévo kabapd f piag xpriong
£PYOOTNPIKA OKEUN YIO TNV OTTOQUYT ETTIHOAUVOEWV.
- YupPouleuteite To AeAtio Aedopévwy Aopaleiag
(SDS) yia owaTd XeIpIouo.

@ AIAXEIPHZH ATOBAHTQN
Améppiyn OAwv Twv amoBARTWV TTPETTEN va yiveTal
oUPQWVa HE TIG TOTTIKEG, €BVIKEG Kal OLOOTIOVOIAKES
PUBNIOTIKEG aTTaITROEIG (TTapakaAw avaTpélte oTo
Aehtio Aedopévwy Aagaleiag (SDS)).

@ IPOETOIMAZIA

- XTuTmioTe amaAd TV QIGAN WoTe To UAIKG eAéyxou va
BpiokeTal 7o KATW PEPOG TNG PIGANG.

- AvoifTe TTPOOEKTIKG TO QIOAIDIO, QTTOPEUYOVTAG TNV
amwAela TNG Auo@IAIwpEVNG ouaiag.

- Mpoobéote akpifwg 5 mL ameoTaypévou/
OTTIOVIOHEVOU VEPOU.

- KAeioTe 10 QIaAidIO TIPOCEKTIKG Kal DIAAUOTE EVTEAWG
T0 TrepIEXOHEVO EvTOG 30 AeTTTWV pe AU avakdTepa
aTro@eUyovTag TNV dnpioupyia agpou.

Znuavriké: Ta  evepyorroinan ¢ aAKaAikhig
PWOoPaATAons, aYAOTE TOV avaouaTauévo opo eAEyxou
va mapapeivel yia pia wpa oroug 15-250 C.

@ AAAOIQZH TOY MPOIONTOZ

- Metd v avaoUoTaon : To Trpoidv eAéyxou WTTopei
va Trapouaidel pia eAappd BoAr eugavion. Autr dev
£l Kapia €Tidpaon otV améd00n TOU TIPOIOVTOG.
H mapouoia pepidiwv  pTopel  va  UTTOSEIKVUEI
KaTaoTPOQN.

- Mnv xpnoigoTTolEiTe TO TTPOIGV av UTIAPXEI EPPAVIS
€vdeIEn poAuvong 1 aAhoiwang (Ty owparidia PeTa
MV avacuaoTaon).

- AMoiwan oo giaAidio uTTopei va éxel emTidpacn atnv
amoédoon Tou TPoiévTog. Na pnv xpnoigoTrolgital To
TIPOIdV av uTrdpxel eppavig amodeign aAhoiwang (T
Siappor)).

@ YTAGEPOTHTA

Mpiv Tnv avaclUoTaon :

- AmoBnkeUoTe gToug 2-8 °C Kal TPOCTATEWTE
ammé T0 PUG.

- Mn xpnoigoTrolgite PeTd TIG nuepounvieg Agng Trou
QAVOPEPOVTAI OTIG ETIKETEG TWV QIOAISIWY.

Karémiv avaguoTtaong :

- 2100 €V AOYW TTPOIGVTO TTPETTEI TO TTWHA VO TOTTOBETETaI
apéoWS Kal OQIKTA TTpog amopuyr poAuvong Kai
egaTpIoNG.

- 21a6ePOTNTA TWV CUCTATIKWV:

210UG 2 éwg 8o C : 5 nuépeg

210G -25 WG -150 C : 4 ¢Bdopadeg (pia popd kartdyugn)
E¢aipéoeig:

- ZraBepdmmTa ohikiig yohepuBpivng (oTav KeUETI PaKPIG Ao Quig)
210UG 2 €éwg 80 C 1 24 Wpeg

210UG -25 €wg -150 C : 5 npépeg (pia popd karayugn)
- L10Bepdmra dpeong yohepubpivng (dTav amoBrKeleTal pakpid amo pwg)
210UG 2 éwg 80 C 18 Wwpeg

210UG -25 €wg -150 C : 5 npépeg (pia popd katayugn)

- Z1aBepdTNTa TNG AAKAAIKAG PWOPATACNG
210UG 2 €wg 80 124 Wpe
210U -25 éwg -150 C : 4 ¢fdopadeg (pia popd Katdyugn)

2nueiwan:

- AmoBnkelote 10 @IaAidio OQIKTG KAEIOTO Kai pakpid
amé 10 Qs PETG TV avacuaoTaor).

- Avapiére 1o epiexduevo GIEE0OIKG TTPIV T XpHOon Tou.
- H améyuén kareywuypévou Oeiyuarog otous 37°C kai n
évrovn avaueign Tou (ue vortex) TPETEI va ATTOPEUYETE
Kabuw¢ ptopei va aAoiwaer T peppiTivn.

“AIAAIKAZIA

Ma v xpron ELITROL | & I, akoAouBeiote Tnv
TEPIypa@opevn dladikacia oTIG 0dnyieg XpAong Tou
avtidpaotpiou TN ELITech Clinical Systems tou
XPNOIHOTTOIEITaI.

< EPIOPIZMOI

Tnv xprion ELITROL | & Il éxer emkupwbei pe T1a
ouotpata TG ELITech (AvaAutég kai avTidpaoTripia
ival Katayeypappéva ato QUANO TIHWV).

H xprion otmoloudnmoTe GAAOU GUOTAPOTOG TTPETTE VO
ETMKUPWOET aTTé TO EPYAOTApIO.

@ TIMEZ

O1 OUYKEVTPWOEIG UTTODEIKVUOVTAlI OTO QUAAO TIHWV
Hou oupTrepIAapBAVETaI OTO KIT.

Mepovwpéva epyaoTtipia pmopei va AdBouv TIPEG
SIOPOPETIKEG OTTO TIG AVOKOIVWOIUEG. H TeXVIKA, O
€EOTTNIONOG KAl TO TTEIPAPATIKO OQAAJA PTTOPED val
Swoouv EAAPPWG BIAPOPETIKES TINEG. KaBE epyaaTrpio
TIPETTEI VA OpICEN TIG DIKEG TOU PETEG TIUEG.

MNa va emTpémetal n elcaywyr Oedopévwy TEOT,
BaBuovopnTwy Kal opwv €AEyXOU OTOUG XPHOTEG
pnxavnudtwy Selectra, xpnoipooigioTe Tov avaAoyo
YPOPHIKG KWAIKa SIaBECINO OTO QUAAO TIHWY.

«AHAQZH ZOBAPOY ATYXHMATOZ

MapakaAw EVNUEPWOTE TOV KATAOKEUAOTH (MECW TOU
dlavopéa oag) kal TG appddieg apxég Tou Kpdtoug
Méhoug NG eupwmaikng €vwong oTov OT0i0 O
XPoTnG f/kal o acBevig eival eyKATEOTNUEVOG, YIa
KGBe ooPapd atuxnua Tou pTTOpei va CUPPEl o€
oxéon pe To pnxavnua. Mo Aoimég Oikaiodooieg, n
SnAwon coBapou aTtuxApaTOG TIPETTEl VO OUHQWVEL
HE TIG TOTTIKEG, EBVIKEG KAl OUOOTIOVOIOKES PUBIOTIKEG
amaitioelg.  Avagépovrag éva cofapd atuxnua,
TIOPEXETE TTANPOQOPIEG TTOU pTTOPEl v oUPBGAAoUV
OTNV AOQAAEID TWV iN Vitro 1aTPIKWV PNXavnpaTwy.

@ TEXNIKH BOHOEIA
EmikoivwvAoTe  pe  TOV
1 v ELITech  Clinical
(CCsupport@elitechgroup.com).

TOTMKG 0ag  Slavopéa
Systems  SAS

2-SYMBOLES/ SYMBOLS/ SIMBOLOS/
ZYMBOAA

- Les symboles utilisés sont décrits dans la norme
1SO-15223-1 hormis ceux présentés ci-dessous.

- Symbols used are defined on 1ISO-15223-1 standard,
except those presented below.

- Los simbolos utilizados son descritos en la norma
ISO-15223-1 a la excepcion de los presentados a
continuacion.

- Os simbolos utilizados s&o definidos na norma
1SO-15223-1, exceto os apresentados abaixo.

- Ta xpnolgotoloupeva  oUpBoAa  opidovral
oto mpotuTo ISO 15223-1, ek16¢ amMd QUTA TTOU
TTapOoUCIAgovTal TTOPAKATW

Contenu / Content / Contiene/ Conteudo /

CONT TIEPIEXOHEVO

Contrdle /Control /Control /Controlo /Opdg|
EAéyxou

Reconstituer avec x mL / Reconstitute with x mL|
/ Reconstituir con x mL / Reconstituir com x mL
AvaouoTtaon pe x mL

RCNS : X mL

Modification par rapport a la version précédente
Modification from previous version/ Modificacion
& con respecto a la version anterior/ Modificagéo|

relativamente a versao anterior/ Tpotrotoinon|
Q16 TTPOnyoUpEvn £kdoon

Conformité Européenne / European Conformity /
Conformidad Europea / Conformidade Europeia /
Eupwraikr) Zuppdépewon
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LORNE LABORATORIES LTD.
GREAT BRITAIN

SYPHILIS SEROLOGY KIT
DIRECTIONS FOR USE

RPR CARBON KIT: For Detection Of Syphilis.

SUMMARY

At one time, syphilis was a major medical disease with a host of
different manifestations transmitted primarily through sexual contact.
The advent of penicillin in 1943 changed this. The etiologic agent of
syphilis is Treponema pallidum, a spiral bacterium (spirochete). The
spirochete causes some damage to the heart and the liver, releasing
some tissue fragments. The patient’'s immune system produces
antibodies, called reagins, against these fragments. There are two
different techniques for the detection of syphilis. TPHA tests, which
detect antibodies to Treponemal pallidum, and non-treponemal
serologic tests, which detect Reagin in infected people.

INTENDED PURPOSE

The reagent is a test reagent intended to be used to qualitatively
and semi-quantitatively determine the presence or absence of
Reagin (antibodies against Syphilis) in the serum or plasma of
patients when tested in accordance with the recommended
techniques stated in this IFU.

PRINCIPLE

When used by the recommended techniques, the reagent will
agglutinate (clump) in the presence of reagin. No agglutination
usually indicates the absence of reagin (see Limitations).

KIT DESCRIPTION

Lorne RPR Carbon Kit is a non-treponemal serologic test for the
detection of syphilis. The RPR Carbon Antigen contains micro
particulate carbon, which aids in the microscopic reading of results.
The reagents do not contain or consist of CMR substances, or
endocrine disrupting substances or that could result in sensitisation
or an allergic reaction by the user. All the reagents are supplied at
optimum dilution for use with all recommended techniques without
the need for further dilution or addition. For lot reference number
and expiry date see Vial Labels.

STORAGE

Do not freeze. Reagent vials should be stored at 2 - 8°C on receipt.
Prolonged storage at temperatures outside this range may result in
accelerated loss of reagent reactivity.

SPECIMEN COLLECTION

Specimens should be drawn with or without anticoagulant using an
aseptic phlebotomy technique. If testing is delayed specimens can
be stored at 2-8°C for 7 days or for up to 3 months at or below
—20°C. Specimens must be free from bacterial contamination, fibrin,
haemolysis and lipaemia.

PRECAUTIONS

1. The kit is for in vitro diagnostic use only.

2. Do not use kit past expiration date (see Vial and Box Labels).

3. Protective clothing should be worn when handling the reagents,
such as disposable gloves and a laboratory coat.

4. The reagents in this kit have been processed to reduce the bio-
burden, but are not supplied sterile. Once a vial has been
opened the contents should remain viable up until the expiry
date.

5. No known tests can guarantee products derived from human or
animal sources are free from infectious agents. Care must be
taken in the use and disposal of each vial and its contents.

6. RPR Positive Control: H319 - Causes serious eye irritation.
Follow the precautionary statement given in the SDS.

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For information on disposal of kit reagent and decontamination of a
spillage site see Material Safety Data Sheets, available on request.

Document reference number: CEPIO44A

Document issue number: 6/06/2020

CONTROLS AND ADVICE

1. It is recommended that the RPR Positive and Negative

Controls are tested in parallel with each batch of tests. Tests

must be considered invalid if controls do not show expected

results.

Shake all the reagents well before use to ensure homogeneity.

Do not interchange components between different kits.

All the reagents must be allowed to reach 18-25°C before use.

The circles on the agglutination cards should never be touched

with fingers, as this may invalidate the test results.

Use of kit and interpretation of results must be carried out by

properly trained and qualified personnel in accordance with the

requirements of country where reagents are in use.

7. The user must the determine suitability of the kit for use in
other techniques.

aprwdD
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KIT COMPONENTS PROVIDED

1) RPR Carbon Reagent (White cap, 1x3 mL (150 tests) or 2x5
mL (500 tests)): Carbon particles coated with a lipid complex
(cardiolipin, lecithin and cholesterol) in phosphate buffer 20
mmol/L, pH 7.0 containing a preservative.

2) RPR Positive Control (Red cap, 1 mL): Artificial serum with
reagin titer > 1/4.

3) RPR Negative Control (Blue cap, 1 mL): Animal serum
containing a preservative

4) Dispensing bottle (Green cap, 1 x 2 ml).

5) Dispensing Needle (x1).

6) Disposable agglutination slides.

7) Plastic stirrers.

MATERIALS AND EQUIPMENT REQUIRED BUT NOT SUPPLIED

a) Pipette capable of accurately delivering 50 pl
b) Mechanical rotating table capable of rotating at 80-100 rpm.
c) 9 g/L saline solution.

QUALITATIVE TECHNIQUE

1. Allow the reagents and samples to reach room temperature. The
sensitivity of the test may be reduced at low temperatures.

2. Place 50 pL of the sample and one drop of each Positive and
Negative Controls into separate circles on the slide test.

3. Swirl the RPR Carbon Reagent gently before using. Invert the
dropper assembly and press gently to remove air bubbles from
the micropipette.

4. Place the micropipette in a vertical position and perpendicular to
the slide, and add one drop (20 pL) of this reagent next to the
samples to be tested.

5. Mix the drops with a stirrer, spreading them over the entire
surface of the circle. Use different stirrers for each sample

6. Place the slide on a mechanical rotating table at 80-100 r.p.m.
for 8 min. False positive results could appear if the test is read
after more than 8 minutes.

INTERPRETATION OF QUALITATIVE RESULTS

1. Reactive: Visible agglutination (medium to large clumps)
constitutes a positive result and within the accepted limitations
of the test procedure, indicates the presence of reagin.

2.  Weak-Reactive: Weak agglutination (small clumps) around the
periphery of the test area constitutes a weak positive result and
within the accepted limitations of the test procedure, indicates
the presence of reagin.

3. Negative: No agglutination constitutes a negative result and
within the accepted limitations of the test procedure, indicates
the absence of reagin.

SEMI QUANTITATIVE TECHNIQUE

1. The semi-quantitative test can be performed in the same way
as the quantitative technique using dilutions of the serum in 9
g/L saline solution.

2. Make doubling dilutions of specimen as follows:
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4.

Dilution Serum Saline
1/2 100 pl undiluted serum 100 pl
1/4 100 pl 1/2 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 pl
1/16 100 pl 1/8 diluted serum 100 pl

Test the specimen dilutions in the same way as for the
quantitative technique above.
Read the test and note the last positive dilution series.

STABILITY OF THE REACTIONS

Slide tests should be interpreted straight after the 8-minute rotating
period to avoid the possibility that a negative result may be
incorrectly interpreted as positive due to drying of the reagent.

LIMITATIONS

1.

RPR carbon test is non-specific for syphilis. All Reactive

samples should be retested with treponemic methods such as

TPHA and FTA-Abs to confirm the results.

A Non Reactive result by itself does not exclude a diagnosis of

syphilis. Clinical diagnosis should not be made on findings of a

single test result, but should integrate both clinical and

laboratory data.

False positive results have been reported in diseases such as

infectious mononucleosis, viral pneumonia, toxoplasmosis,

pregnancy and autoimmune diseases.

Bilirubin (= 20 mg/dL), hemoglobin (£ 10 g/L) and lipids (< 10

g/L), do not interfere. Rheumatoid factors (= 300 IU/mL),

interfere. Other substances may interfere®.

False positive or negative results may also occur due to:

a) Not expelling air from end of needle

b)  Not maintaining dispensing bottle and needle in a vertical
position when dispensing the antigen.

c) When transferring the specimen from the collecting tube
some of the specimen being drawn up in to the teat

d) Contamination of test materials

e) Improper storage of test materials or omission of reagents

f)  Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

1. The kit has been characterised by all the procedures
mentioned in the Recommended Techniques.

2. Prior to release, each lot of Lorne RPR Syphilis Kit is tested by
the Recommended Techniques to ensure suitable reactivity.

3. The reagent sensitivity is calibrated against the WHO 1%
International Standard for human syphilitic plasma (NIBSC
reference number 05/132).

4. Prozone effect: No prozone effect was detected up to titers
>1/128.

5. Diagnostic sensitivity: 100%

6. Diagnostic specificity: 100 %.

DISCLAIMER

1. The user is responsible for the performance of the kit by any
method other than those mentioned in the Recommended
Techniques.

2. Any deviations should be validated prior to use using

established laboratory procedures.

BIBLIOGRAPHY

1.

David S.Jacobs et al. Laboratory Test Handbook, 3™ edition,
Lexi-Comp Inc, 1994.

AVAILABLE KIT SIZES

Kit Size Catalogue Number
150 Tests Per Kit 044150A
500 Tests Per Kit 044500A

Document reference number: CEPIO44A

i

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

m Advena Ltd. Tower Business Centre, 2" Flr.,
Tower Street, Swatar, BKR 4013, Malta

Document issue number: 6/06/2020
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LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product Name Catalogue Number
470020
LISS Ready For Use 470250
470025

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No.618 which transposes the requirements of Directive 98/79/EC).

This product has been manufactured by Lorne Laboratories Ltd at their
facilities which are located at:

Address line 1: Unit 1 Cutbush Park Industrial Estate
Address line 2: Danehill

City: Lower Early

County: Berkhire

Postal code: RG6 4UT

Country: United Kingdom

Telephone number: +44-(0)118 921 2264

Fax number: +44-(0)118 986 4518

Website: www.lornelabs.com

DUNS Number: 732670703

and is in conformity with the national standards transposing harmonised
standards:

BS EN ISO 13485:2016
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

=)
%Qé. J Danehill, Lower Earley Email: info@lornelabs.com
7o Sl R Berkshire RGE 4UT United Kingdom www.lornelabs.com

Fila No A12241;
150 13485:2003; IS0 5001:2008 Registered office as above. Registered in England No. D4540797, VAT No. BOO 3655 66
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This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 10 April 2019.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited | Tel:+44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118 9864518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RGE 4UT United Kingdom | www.lornelabs.com
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Fila No arz2a1;
|50 13485:2003; 150 5001:2008

Registered office as above. Registered in England Mo, 04540797, VAT No. B00 3655 66



LORNE LABORATORIES LTD.
MAREA BRITANIE

MEDIU DE iIMBUNATATIRE SEROLOGICA
INSTRUCTIUNI DE UTILIZARE

LISS Ready for use: Pentru potentarea tehnicilor serologice.

REZUMAT

Reducerea puterii ionice a unui sistem de testare mareste viteza de legare
antigen-anticorp a globulelor rosii. In 1974, Low si Messeter au demonstrat ca o
solutie cu putere ionica joasa imbunatateste viteza de absorbtie a anticorpilor in
prima etapa de aglutinare, permitand scurtarea timpilor de incubare.

SCOPUL PROPUS

Solutia LISS Ready for use este o solutie salind cu putere ionica joasa utilizata
pentru determinarea grupei sanguine in procedurile de compatibilitate directa si
screening al anticorpilor atunci cand se foloseste conform tehnicilor recomandate
si prezentate Tn aceste instructiuni de utilizare.

PRINCIPIUL

Cand este folosita conform tehnicilor recomandate, solutia va reduce puterea
ionica a unui sistem de testare, va mari viteza de legare antigen-anticorp a
globulelor rosii si va permite o reducere substantiald a timpului de incubare si o
crestere a sensibilitdti de testare cu numeroase specificitati de anticorpi
(consultati Limitari).

REACTIV

LISS Ready for use Lorne este o solutie cu putere ionica joasa care contine
glicocol, clorura de sodiu si tampon fosfat. Reactivul nu contine sau nu este
compus din substante CMR, substante perturbatoare pentru sistemul endocrin
sau care ar putea provoca sensibilizare sau o reactie alergica in cazul
utilizatorului. Reactivul este furnizat la diluarea optima pentru utilizare cu toate
tehnicile recomandate prezentate mai jos, fara sa mai fie necesara diluarea sau
adaugarea suplimentara. Pentru numarul de referintd al lotului si data de
expirare, consultati Eticheta flaconului.

DEPOZITARE

Flacoanele cu reactiv trebuie depozitate la temperaturi cuprinse intre 10 si 30 °C
dupa primire. Depozitarea prelungita la temperaturi in afara acestui interval poate
duce la pierderea accelerata a reactivitatii. Acest reactiv a fost supus unor studii
de stabilitate la transport la 37 °C si —25 °C, conform precizérilor din documentul
BS EN ISO 23640:2015.

RECOLTAREA $1 PREGATIREA PROBEI

Probele de sange pot fi recoltate in EDTA, citrat, anticoagulanti CPDA sau ca
proba coagulata. Probele trebuie testate cat mai curand posibil dupa recoltare.
Daca survine o intarziere in ce priveste testarea, pastrati probele la 2-8 °C.
Probele care prezintd o hemoliza intensa sau o contaminare microbiana nu
trebuie utilizate pentru testare. Probele de sange care prezintda semne de liza pot
conduce la rezultate neconcludente.

PRECAUTII

Reactivul este destinat exclusiv diagnosticului in vitro.

Daca un flacon este crapat sau curge, aruncati continutul imediat.

Nu folositi reactivul dupa data de expirare (consultati Eticheta flaconului).

Nu folositi reactivul daca observati ca s-a format un precipitat.

Purtati echipament de protectie cand manipulati reactivul, cum ar fi manusi

de unica folosinta si un halat de laborator.

Reactivul a fost filtrat printr-o membrana de 0,2 ym pentru a reduce

incarcatura biologica, dar nu este livrat steril. Dupa deschiderea flaconului,

reactivul poate fi folosit pana la data de expirare daca nu se observa o

turbiditate marcata, care ar putea indica deteriorarea sau contaminarea

reactivului.

7. Reactivul contine <0,1% de azida de sodiu. Azida de sodiu poate fi toxica
daca este ingerata si poate reactiona cu conductele din plumb sau cupru
forménd azide metalice explozive. La eliminare, spalati cu cantitati mari de
apa.

8.  Contactul cu LISS impreuna cu inalbitorul determina coroziunea accelerata

a metalelor de baza, cum ar fi cuprul si fierul. Tineti cont de acest lucru

atunci cand va ganditi sa utilizati Tnalbitor pentru decontaminarea

conductelor sau aparatelor cu piese metalice, care au venit si ele in contact
cu LISS
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ELIMINAREA REACTIVULUI SI CUM SE ACTIONEAZA IN CAZ DE
STROPIRE

Pentru informatii privind eliminarea reactivului si metodele de decontaminare a

unui loc in caz de stropire, consultati Figsele cu date de securitate ale
materialului, disponibile la cerere.

MARTORI $| RECOMANDARI

1. Se recomanda testarea a Precise Weak Anti-D Lorne si a globulelor rosii
corespunzatoare (ideal Ryr si rr) in paralel cu fiecare lot de teste. Testele

Numarul de referinta al documentului: CEPI470

Numarul de emitere al documentului: 8/06/2020

trebuie considerate nevalide daca probele martor nu prezinta rezultatele
prevazute.

2. Tehnica antiglobulinica poate fi considerate valida numai daca toate testele
negative reactioneaza pozitiv cu globulele rosii sensibilizate cu IgG

3. Solutia LISS, suspensiile de globule rosii si serurile de testare trebuie sa fie
la temperatura camerei inainte de utilizare pentru a se evita unele reactji
pozitive nedorite din cauza anticorpilor ,la rece”.

4. In Tehnici recomandate, o picaturé reprezintd aproximativ 50 ul cu pipeta
flaconului furnizata

5. Utilizarea reactivului si interpretarea rezultatelor trebuie efectuate de
personal calificat si instruit in mod corespunzator in conformitate cu
cerintele tarii in care se utilizeaza reactivii.

6. Utilizatorul trebuie sa stabileasca in ce masura se poate utiliza reactivul in
alte tehnici.

REACTIVI SI MATERIALE CARE SUNT NECESARE, DAR NU SUNT
FURNIZATE

. Antiglobulina umana, adica Lorne AHG Elite (Cat # 435010 sau 415010)
sau Anti-lgG umana, adica Lorne Anti-Human IgG (Cat # 401010 sau
402010).

. Spalator de celule Coombs.

. Eprubete de sticla (10 x 75 mm sau 12 x 75 mm).

Globule rosii sensibilizate cu IgG, adica Celule de control Coombs Lorne

(Cat # 970010).

Precise Weak Anti-D Lorne (Cat # 209005).

Solutie PBS (pH 6,8-7,2) sau solutie salina izotona (pH 6,5-7,5).

Globule rosii martor pozitiv (ideal, Rir) si negativ (rr).

Pipete volumetrice.

Baie de apa sau incubator cu caldura uscata echilibrate la 37 °C + 2 °C.

TEHNICA RECOMANDATA

1. Spalati globulele rosii cel putin de doua ori in PBS sau solutie salina
izotona, iar apoi spalati-le o data in LISS ,Ready For Use” Lorne.

2. Resuspendati globulele rosii la 1,5-2,0% in LISS ,Ready For Use”.

3.  Amestecati bine volume egale de globule rosii suspendate LISS si ser
pentru procedurile LISS, de ex., 2 volume de suspensie de celule 1,5-2% si
2 volume de ser.

LIMITARI

1. Suspensia de globule rosii din LISS este asociatd cu o deteriorare
accelerata a expresiei antigenelor Fy?, Fyb, s si S, si, prin urmare, globulele
rosii suspendate in LISS trebuie eliminate in cel mult 24 de ore de la
pregatire.

2. Pentru integritatea sistemului de testare cu putere ionica joasad, este
esential sa respectati raportul volumetric 1:1 dintre suspensia de celule si
ser si sa amestecati bine.

3. Pentru sensibilitate optima, LISS IAT trebuie incubat minimum 15 minute la
37°C.

4. Pentru a evita absorbtia nespecifica a complementului autolog, globulele
rosii trebuie spalate cel putin de doua ori in NISS fnainte de a putea fi
spalate in cele din urma si resuspendate in LISS.

5. Nu toate reactiile antigen-anticorp sunt imbunatatite prin tehnicile LISS.

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Tnainte de a fi pus pe piat, s-a dovedit ca fiecare lot de LISS ,Ready For
Use” Lorne a imbunatatit numeroase reactii antigen-anticorp in cazul
utilizarii conform Tehnicilor recomandate.

2. Solutia corespunde recomandarilor cuprinse in cea mai recenta editie a
Guidelines for the UK Blood Transfusion Services (Orientari pentru
Serviciile de transfuzii sanguine din Regatul Unit).

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta reactivului in cazul
utilizarii altor metode decat cele mentionate in Tehnici recomandate.

2. Orice abatere de la Tehnicile recomandate trebuie validata nainte de
utilizare™®.

BIBLIOGRAFIE

1. Low B., Messeter L. Antiglobulin test in low ionic strength salt solution for
rapid antibody screening and crossmatching. Vox. Sang. 1974; 26. 53-61.

2. Moore C., Mollison P.L. Use of low ionic strength saline medium in manual
tests for antibody detection. Transfusion 1976; 16. 291-296.

3. Wicker B., Wallas C.H. A comparison of low ionic strength saline medium
with routine methods for antibody detection. Transfusion 1976; 16. 469-
472.
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Voak D., Downie D.M., Darnborough J., Haigh T.J., Fairham S.A. Low ionic
strength media for rapid antibody detection: optimum conditions and quality
control. Med. Lab. Sci. 1980; 37. 107-118.

Hiagh T.J., Fairham S.A. Advantages of low ionic strength saline (LISS)
techniques in blood bank management. Med. Lab. Sci. 1980; 37. 119-125.
Dynan P.K. Evaluation of commercially available low ionic strength salt
(LISS) solutions. Med. Lab. Sci. 1981; 38. 13-20.

Voak D., Downie M., Haigh T.J., Cook N. Improved antiglobulin tests to
detect difficult antibodies: detection of Anti-Kell by LISS. Med. Lab. Sci.
1982; 39. 363-370.

Phillips P.K., Bebbington C. The pH, conductivity and osmolality of low
ionic strength solutions used within the U.K. for the antiglobulin test.
Transfusion Medicine 1991; 1. 155-158.

Guidelines for the Blood Transfusion Service in the United Kingdom, 6"
Edition 2002. The Stationary Office.

British Committee for Standards in Haematology, Blood Transfusion Task
Force. Recommendations for evaluation, validation and implementation of
new techniques for blood grouping, antibody screening and cross
matching. Transfusion Medicine, 1995, 5, 145-150.

DIMENSIUNI REACTIV DISPONIBILE

Marime Numar de catalog
flacon
4x250 ml 470250
20x250 ml 470020
1x2500 ml 470025*

*Aceasta marime este valabila numai pentru utilizare de fabricatie
suplimentara (FFMU) si, prin urmare, nu are marcajul CE.

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

EC Advena Ltd. Tower Business Centre, 2nd Fir.,
Tower Street, Swatar, BKR 4013, Malta

Numarul de referinta al documentului: CEPI1470

Numarul de emitere al documentului: 8/06/2020
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OEAEPAABHAS CAVKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA30P)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULHUHCROE U3AEJIUE
~or 11 ssmBaps 2017 roaa Ne ®CP 2010/08997

- Ha mezununcKoe n3nenne
Habop KoHTpoILHBIX pacTBopoB OeikoB Moun ""BM-kouTpoas'
o TY 9398-269-52208224-2010

Hacrosiiee perucTpalHoHHOE YAOCTOBEPEHHUE BIAHO
- O6mecTBO ¢ OrpaHnYenHoii orsercrBeHHocTRIO "Mepnaxop C.-IL"
(000 "Menaakop C.-IL"), Poccus,
194100, Canxr Ilerepbypr, yn A. Marpocosa, . 4, kopn. 2, Jur. I, opuc 212

Ipoussomurens
1 OOmecTBO ¢ OrpaHHYEHHOMH ome*rcmennomm "Me,n.nalcop C.-IL"
(000 "Mepaakop C.-IL. "), Poccns, _
194100, Canxr IlerepOypr, yi. A. Marpocona, a. 4, kopm. 2, JIur. II, m]mc 212

Mecto npousBojcTBa Menmmncxom H3NIeNHS
000 "Meanaxop C.-IL" Poccm:, 194100 Caum‘-l'[e‘repﬁypr, yia. A. Matpocosa, A. 4,
Kopit. 2, JIHT.

Homep peructpanmonsoro nocke Ne P/I-14955/64156 ot 20.12.2016
\ :Bnn'Mezmui{Hclcoro usnemust 206630
Knace noTeHHanbHOro pucka mpHMeHeH s MeIHIHHCKOro u3aenus 1

Kox O6mtepoccuiickoro knaccudukaTopa NpOAYKINH Ul MEeUIMHECKOro u3enus 93 9816

Hacrosiiee perucTpanfioHHOE YAOCTOBEPEHUE UMEET npnnoxcenu-e-na 1 nucre

- 3amecTuTenn pyxoBoauTens DeepanbHoi
1o HaA30py B cdepe 3APaBOOXPAHEHHS




f.DEA.EPAABHAﬂ CAYKBA 110 HAABOPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP) : .

 MIPUJIOYKEHHUE

K PEFHCTPAI.[HOHHOMY YAOCTOBEPEHHIO
~ HAMEAUUHWHCROE M3JEJIME =

ot 11 smBapn 2017 rona ~ Ne ®CP 2010/08997

‘Ha memuuuHCcKOe H3/enme :
HaGop koHTpobHBIX pacTBopoB Geaxos moun "BM-kouTpos"
no TY 9398-269-52208224-2010:
- komiutekT 1 «BM-kouTpos-CCK»;
- kommekT 2 «BM-kouTposns-CCK + rimoxosa u pH»;
- - xomekT 3 «BM-korTpons-CCK ¢ kamubpaTopom»;
- kommiext 4 «BM-xonTpons-CCK + rmokosa u pH ¢ Kmﬁpa'ropom »
- komiuiexT 5 «BM-konTpons-TTTK»;
- komruiekt 6 «BM-konTpons-I1T'K + rmokosa u pH» .

z

3amecTuTeNL PYKOBOIHTEIS DeepanabHoii .} . A ] faies v
10 HAA30py B cepe 3ApaBooXpaHeHHs R as IO, TlaBmiokoB




NHCTPYKIUA
11O IPUMEHEHHNIO HABOPA KOHTPOJIBHBIX
PACTBOPOB BEJIKOB MOYH + I'/IFOKO3A u pH

«BbM-koHTpOIBL-CCK + riawko3a u pH »

Ha3znauenue

Hab6op «bM-korTpons-CCK + rimoko3a u pH» npen-
Ha3HA4YCH IJId KOHTPOJIA MPaBUIBHOCTHU W BOCIIPOU3BO-
JTUMOCTH PE3yJIbTATOB ONpEAeNICHHs B MOYE !

0€JIKOB — TI0 MX PEAKITNH C CYIb()OCATHUIIIIOBON KH-
CJIOTOM; C MCIOJIb30BAHUEM JAMArHOCTHYECKUX TECT- IMO-
JOCOK;

IJII0K03bI — (EepMEHTATUBHBIM METOAOM (TIOKO30-
OKCHJIa3HBIM); Ka4eCTBEHHBIM IO peaknuu beHeankra; ¢
ITOMOIIBIO TMATHOCTHYECKUX TECT — MOJIOCOK;

pH — ¢ momMonipi0 IUarHOCTHYECKUX TECT - TIOJIOCOK.

Habop mpemnasHavyeH TOIBKO IS ITWArHOCTHKH in
vitro.

XapakTepuctuka Habopa
«BbM-xouTpons-CCK + rimroko3a u pH» npeacrasis-
eT co0oli CTa0MIM3MPOBAaHHBIE PACTBOPHI, COAEPIKaIINe
aNbOyMHH U TIIOKO3Y.
KoHTponbHbIN MaTepral TOTOB K TPUMEHEHHUIO.

Cocrtas Ha0opa

Ha6op «bM-korTpons-CCK + rmoko3a u pH» co-
nepxuT 8 puiakoHoB 1o 10,0MI KOHTPOJBHBIX PACTBOPOB
aIp0yMHHA M TIIOKO3bI, 10 4 ¢uiakoHa IBYX YpOBHEH
KOHILIEHTpaui.

B macnopre Habopa yka3bIBalOTCS CpelHUE 3HAYCHHUS
KOHIIEHTpaluy OeJIka U TIFOKO3bI C KOHTPOJIBHBIMU TIpe-
nenamu (X+28S).

Ycii0BUS XpaHEeHUS U IKCIUIYaTalluu
Habop «bM-kontpons-CCK + rmoko3a u pH» xpa-
uurcs npu remreparype (2 — 8) °C B TeMHOM MecTe.
Cpok rogHOoCcTH 9 MECSIIEB.
B pacrevaTaHHBIX M 3aKpBITBIX NPOOKOH QrakoHax
KOHTPOJIBHBIA pacTBOp OEKOB MOYM XPAHUTCS TIPHU TEM-
neparype (2 — 8) °C ue Gonee 14 aueii.

. Mepbl pegocTOpOKHOCTH
[Ipu pabore ¢ HabopoMm HEOOXOAMMO COOTIOIATH 00-
e nmpaBujia TCXHUKU 6G3OHaCHOCTI/I " MMPOU3BOACTBCH-
HOW CaHWTapuH B KIMHUKO- JMAarHOCTUYECKOHW jabopa-
TOPHH.

AHAJIUTHYECKUE XaPAKTEPUCTUKH
Jnana3oHbl KOHIICHTPALIUA:
Bbenox (0,2-0,4) /m;

I'mroko3a (1,5 - 6,5) mmonb/n
Koaddunments: Bapuanmn:
Benox He 0osee 10%;
I'moko3a Hebonee 5%.

O6GopynoBanue
@OTOMETP, KIOBETHI C TOIIIMHON CJIod 5 MM
buoxumuueckuii ananuzarop

I[IpuMeHeHHE KOHTPOJIBLHBLIX PACTBOPOB

KoHTpoJibHBIE PaCTBOPBI IPUMEHSIOT B TEX K€ YCIIO-
BUSX U C TEMH XKE pearcHTaMH, YTO U aHAJIM3UPyEeMbIC
00pasIpl MOYH.

Ilepen ucmonb30BaHueM (DJIAKOHBI ¢ KOHTPOJIbHBIMHU
pacTBOpaMH BBLICP)KUBAIOT MPH KOMHATHOHN TeMIlepary-
pe B TedeHue 15 MuH, 3aTeM NEPEMEIIMBAIOT BPYYHYIO
MyTeM nepeBopaunBanus (akoHa 5-6 pas.

OnpefeneHne KOHIEHTPALUHA KOMIIOHEHTOB IIPOBO-
JIIT B COOTBETCTBUU C WMHCTPYKIMAMH K HabopaMm pea-
TEHTOB WM 1O METOJMKAM, YTBEPKIAEHHBIM KOHKPET-
HbIM MEJMIIMHCKUM YUPEIKICHUEM.
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Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture and distribution of
laboratory diagnostic, clinical diagnostic and rapid tests
{see attachment for sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject o yearly surveillance.

Effective Date: 2018-12-02
Certificate Registration No.: SX 60131401 0001

An audit was performed. Report No.: 21200072 015

This Certificate is valid until: 2021-12-M1

Certification Body

(& DAkID(eEsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-11-27

Dip|.-|'ng(%€

TUV Rheinland LGA Products GmbH - Tillystrae 2 - 90431 Niirnberg

Tel.. +49 221 §05-1371 Fax; +49 221 806-3935 e-mail:ceri-validity@de.tuv.com http:iiwww. iuv.com/safety
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TUVRheinland

TUV Rheinland Doc. 1/1, Rev. ©
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60131401 0001
Report No.: 21200072 015

Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Scope: Sites included:
nal von minden GmbH
Friedenstr. 32

93053 Regensburg, Germany

Activities: Design, development and distribution

nal von minden GmbH
Robert-Bosch-Breite 23
37079 Gottingen, Germany

Activities:
Design, development, manufacture and distribution

Certification Body

(%:‘_DAI-.(ID(eﬁsche

Akkreditierungsstelle
0-2M-14169-01-02

Date: 2018-11-27 \S—, -
Dipl.-Ing. %n Hoffmann

A1 G GE @ LR TUEY aerd TLR ee et d Badennarks I satic T ane gt setulles 007 sprovEl



EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Products: - IVDs for the detection of infectious disease markers
- IVDs for the detection of the tumor marker PSA
- Urine tests for self-testing

{see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60114562 0001
Expiry Date: 2023-11-27

The Notified Body hereby declares that the requirements of Annex |V, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

this certificate an EC design-examination certificate according to Annex IV, secti
vetification of manufactured products according to section 6 is required.

Effective Date: 2018-11-28

Date: 2018-11-27 S ;

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Diractive 98/79/EC
congsrning in vitro diagnostic medical devices with the identification number 0197,

WNICO R DEGE # TiF TLE' and TU re e sterad uadzmarle Lieannm and speamin iequias (a0 aupea al
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TUVRheinland

TUV Rheinland petl Al
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Deutschland

Products included:

In vitro diagnostica for self-testing:

- HCG pregnancy tests

- LH covulation tests

- Single- and multi-constituent test strips for urinalysis

In vitro diagnostica rapid tests:
- Chlamydia trachomatis Rapid Tests
- PSA Rapid Tests

Site included:

nal von minden GmbH
Friedenstr. 32
93053 Regensburg

Germany

Activities: Degign and development

Date: 2018-11-27 5. % o Lierand

Dipl.-lnig‘.j"'\?en Hoffmann
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1810016

nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Germany

including the locations according to annex

Design and development, manufacture and distribution

of in-vitro diagnostic test kits and reagents for the detection

of cardiac markers, tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes, hormones, vitamins,
special proteins, metabolic disorders, drug misuse, immune
status, vaginal pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm testing, coagulation
management systems, for use in clinical laboratories,

as near-patient tests and for self-testing and associated

in-vitro diagnostic devices for sampling and analysis systems,
as well as veterinary diagnostic devices and testing for narcotics
and substances.

Distribution of control materials and tests for blood group
determination, medical masks, medical gloves, blood pressure
monitoring devices, medical thermometers, swabs, lancets and
laboratory analyses.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2021-09-10 until 2024-09-09.
First certification 2018

2021-09-10 /&(/Qé/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
D-ZM-16031.00:00 Precisely Right.

(( DAKKS



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

No. Location Scope

/01 c/o nal von minden GmbH Design and development, manufacture and
Carl-Zeiss-Str. 12 distribution of in-vitro diagnostic test kits and
47445 Moers reagents for the detection of cardiac markers,
Germany tumour markers, infections, inflammation,

allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

Page 1 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

/02 c/o nal von minden GmbH Design and development, distribution of in-vitro
Friedenstr. 32 diagnostic test kits and reagents for the
93053 Regensburg detection of cardiac markers, tumour markers,
Germany infections, inflammation, allergies, endocrine

disorders, diabetes, hormones, vitamins, special
proteins, metabolic disorders, drug misuse,
immune status, vaginal pH levels, pregnancy,
kidney function, for urine analysis, performance
diagnostics, sperm testing, coagulation
management systems, for use in clinical
laboratories, as near-patient tests and for self-
testing and associated in-vitro diagnostic
devices for sampling and analysis systems, as
well as veterinary diagnostic devices and testing
for narcotics and substances.Distribution of
control materials and tests for blood group
determination, medical masks, medical gloves,
blood pressure monitoring devices, medical
thermometers, swabs, lancets and laboratory
analyses.

Page 2 of 3

Precisely Right.



® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Annex to certificate

Standard

Certificate Registr. No.

ISO 9001:2015

01 100 1810016

/03 c/o nal von minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen

Germany

www.tuv.com

2021-09-10

Design and development, manufacture and
distribution of in-vitro diagnostic test kits and
reagents for the detection of cardiac markers,
tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 3 of 3

A TUVRheinland®

Precisely Right.



NADAL® FOB Test

(test cassette) REF 272001

Instructiune de folosire

1. Destinatia utilizarii

Testul NADAL® FOB este o imunotestare rapida, vizibila pentru determinarea calitativa, prezumtiva a hemoglobinei umane in probele de
fecale. Testul este destinat utilizarii ca ajutor pentru diagnosticarea patologiilor gastro-intestinale inferioare (g.i.). Testul este conceput
numai pentru uz profesional.

2. Introducere si semnificatie clinica

Cancerul colorectal este unul dintre cele mai frecvent diagnosticate tipuri de cancer si o cauza principald a deceselor legate de cancer.
Screeningul pentru sangele ocultic in materiile fecale este posibil sa imbunatateasca sansele de detectare a cancerului colorectal intr-un
stadiu incipient, reducand astfel mortalitatea. Anterior, testele FOB disponibile in comert au utilizat metoda Guaiac, care necesitd o dieta
speciala Tnainte de testare pentru a evita rezultatele fals pozitive si false negative.

Testul NADAL® FOB este conceput pentru a detecta hemoglobina umana in mostre fecale. Testul se bazeaza pe o metoda imunochemica
care imbunatateste specificitatea detectarii tulburarilor gastro-intestinale inferioare, incluzand cancerele colorectale si adenomii fara
restrictii alimentare

3. Principiul de testare

Testul NADAL® FOB este utilizat pentru a detecta hemoglobina umana prin interpretarea vizuald a dezvoltarii de culoare pe banda
interna. Anticorpii la hemoglobina umana sunt imobilizat in regiunea liniei de test a membranei. In timpul testdrii, esantionul reactioneaza
cu anticorpi la hemoglobina umana conjugata cu particule colorate si preacoperita pe tamponul de proba al testului. Apoi, amestecul
migreaza de-a lungul membranei prin actiunea capilara si interactioneaza cu componentele membranei. Daca este suficient hemoglobind
umand din specimen, se va forma o linie colorata in regiunea liniei de testare a membranei. Prezenta acestei linii colorate indica un rezultat
pozitiv al testului, in timp ce absenta acestuia indica un rezultat negativ al testului. Aparitia unei linie colorat in regiunea liniei de control
serveste ca un control procedural indicand faptul ca volumul corespunzator al specimenului a fost adaugat si a avut loc rani de membrana.

4. Reactivi si materiale furnizate

Fiecare set de testare este potrivit pentru 20 de evaluari ale testelor:
* 20 casete de testare infasurate individual;

* 20 tuburi de colectare a probelor cu tampon diluant pentru probe;
* 1 prospect;

5. Materiale suplimentare necesare

e Timer;

* Colector de scaun (mase fecale);

* Blocul de informare a pacientului cu instructiuni scurte privind colectarea specimenelor de scaun(mase fecale).

* Container de colectare a probelor (optional, daca este necesar un esantion de scaun nediluat si etapa de diluare este efectuata doar imediat
inainte de testare)

6. Stocare si stabilitate

Testul trebuie pastrat la 2-30 ° C pana la data de expirare tiparita pe folia sigilata. Testul trebuie sd rdimand in punga sigilatd pana la
utilizare. Nu ingheata testul. Trebuie sa se ia mdsuri pentru a proteja componentele kitului de testare de la contaminare. Nu utilizati testul
daca exista dovezi ale contamindrii microbiene sau ale precipitatiilor. Contaminarea biologica a echipamentului de distribuire, a
recipientelor sau a reactivilor poate duce la rezultate inexacte.

7. Avertismente si precautii

* Pentru utilizare profesionald in vitro numai pentru diagnostic. * Pentru o singura utilizare. * Nu utilizati testul dupa data expirarii
indicatd pe husda de folie. * Nu utilizati testul dacd punga folie este deteriorata. * Testul contine produse de origine animala. Cunoasterea
stiintifica a starii de origine si / sau starea sanitara a animalelor nu garanteaza in totalitate absenta agentilor patogeni transmisibili. Se
recomanda testele sa fie tratate ca potential infectioase si tratate prin respectarea masurilor de siguranta obisnuite (de exemplu, nu
ingerati si nu inhala). * Evitati contaminarea incrucisatd a probelor utilizand un nou tub de colectare pentru fiecare probd. * Inainte de
testare, citifi cu atentie intregul insert. * Nu mdncati, nu beti si nu fumati in zona in care se manipuleaza specimenele si trusele de testare. *
Manipulati toate probele ca si cand acestea contin agenti infectiosi. Respectati precautiile stabilite impotriva pericolelor microbiologice
pe toata durata procedurii si urmati procedurile standard pentru evacuarea corespunzatoare a probelor. * Purtati imbracaminte de
protectie, cum ar fi blanuri de laborator, manusi de unica folosinta si protectia ochilor atunci cand esantioanele sunt testate. * Tamponul
diluant al probelor contine azida de sodiu care poate reactiona cu instalatiile de plumb sau cupru pentru a forma azide metalice potential
explozive. Atunci cand eliminati esantioanele tampon diluant sau probele extrase, intotdeauna spalati cu cantitati mari de apa pentru a
preveni acumularea de azide. * Aduceti toti reactivii la temperatura camerei (15-30 ° C) inainte de utilizare. * Nu adaugati nicio solutie in
zona de reactie (zona de rezultat). * Pacientii nu trebuie sa colecteze probe in timpul perioadei menstruale sau cu 3 zile inainte si dupad
aceasta sau daca au hemoroizi hemoragici, sange in urind sau daca au suferit in timpul deplasarii intestinului. * Nu inlocuiti si nu



amestecati componente din kituri de testare diferite. * Umiditatea si temperaturile inalte pot afecta negativ rezultatele testelor.
Materialele de testare utilizate trebuie aruncate in conformitate cu reglementarile locale.

8. Colectarea si prepararea probelor

Depozitati eprubeta de colectare a probelor la temperatura camerei. Se recomandé colectarea specimenului de scaun folosind un
colector de scaune. Evitati diluarea probelor de scaun cu urini sau apa din vasul toaletei.

1. Tineti tubul de colectare a probei in pozitie verticala si scoateti capacul albastru deschis. Scoateti banda aplicatorului (tija spirald). Aveti
grija sa nu varsati solutia tampon din tubul de colectare.

2. Colectati specimenele prin introducerea stick-ului aplicator in trei locuri diferite ale probei scaunului.

Nota: Asigurati-va ca ati introdus stick-ul aplicatorului de trei ori la rand 1n proba scaunului. NU puneti aplicatorul inapoi in tub intre
colectarea celor 3 probe. Aveti grija sa nu varsati lichid din tub. Natura esantionului si respectarea acestor instructiuni vor afecta rezultatul
testului.

3. Asezati stick-ul aplicatorului, impreuna cu proba, Tnapoi in tubul de colectare a probei si Inchideti-1 corespunzator.

4. Agitati viguros tubul de colectare a probelor pentru a amesteca esantionul si tamponul diluant al probelor.

Nota:

Testul NADAL® FOB este destinat utilizarii numai cu esantioane de fecale umane. Pacientii nu trebuie sa colecteze esantioane in timpul
perioadei menstruale sau cu 3 zile Tnainte si dupa aceasta sau daca acestea au hemoroizi hemoragici, sange in urind sau daca sufera tulpina
in timpul deplasarii intestinului.

Alcoolul, aspirina si alte medicamente administrate in exces pot provoca iritatii gastro-intestinale, ducand la sangerari oculte. Aceste
substante trebuie intrerupte cu cel putin 48 de ore inainte de testare.

Nu sunt necesare restrictii alimentare inainte de testare.

Efectuati testul cat mai curand posibil dupa colectarea probelor.

Nu lasati specimenele la temperatura camerei pentru perioade prelungite de timp. in ansamblu, timpul de pastrare a probelor la 2-8 ° C nu
trebuie sa depaseasca 7 zile. Transportul esantioanelor la clinica pot fi efectuate la temperatura camerei fara probleme; totusi nu ar trebui sa
depaseasca 2 ore. Aduceti esantioanele la temperatura camerei inainte de testare.

9. Procedura de testare

1. Aduceti casetele de testare si mostrele pacientului (probe extrase) la temperatura camerei (15 © C pana la 30 ° C) inainte de testare.

2. Scoateti o caseta de testare din punga de folie etansa si asezati-o pe o suprafatd curata si plana. Etichetati caseta de testare cu un
identificator al pacientului sau de control. Pentru cele mai bune rezultate, analiza trebuie efectuata in decurs de o ora.

3. Se agita tubul de colectare a probelor pentru a asigura buna amestecare a proba de fecale cu esantioanele tampon de diluare.

4. Desurubati capacul de protectie alb din eprubeta de colectare a probelor. Folosind o bucatd de hartie absorbanta, rupeti varful tubului de
colectare utilizand o miscare de rasucire.

5. Tineti tubul de colectare a probei in pozitie verticala si eliberati 3 picaturi de solutie in galeria de proba (S) a casetei de testare. Evitati
blocarea bulelor de aer in fanta de proba (S) si nu adaugati nicio solutie In zona rezultata.

6. Cititi rezultatul dupa 5 minute. Nu interpretati rezultatele dupa mai mult de 10 minute.

10. Interpretarea rezultatelor

Pozitive:

Doua linii colorate apar pe membrana. Pe linia de control (C) si pe cealalta apare o linie in regiunea liniei de testare (T).

Negativ:

Pe rand apare o singura linie colorata regiunea de control (C). Fara linie colorata apare in regiunea liniei de testare (T).

Invalid:

Linia de control (C) nu apare.

Rezultatele obtinute din orice incercare care nu a produs o linie de control la timpul specificat de lectura trebuie eliminate. Examinati
procedura si repetati testul cu o noua casetd de testare. Daca problema persista, intrerupeti imediat utilizarea setului de testare si contactati
distribuitorul.

Nota:

intensitatea culorii in regiunea liniei de testare (T) poate varia in functie de concentratia de analiti prezenti in esantion. Prin urmare, orice
nuantd de culoare din regiunea liniei de testare trebuie considerata pozitiva. Retineti ca acesta este doar un test calitativ si nu poate fi
utilizat pentru a determina concentratia de analiti din specimen. Volumul specimenului insuficient, procedura de operare incorecta sau
testele expirate sunt motivele cele mai probabile pentru esecul liniei de control.

11. Controlul calitatii

Un control procedural intern este inclus in caseta de testare.

O linie colorata care apare 1n regiunea liniei de control (C) este considerata un control intern procedural pozitiv, confirmand volumul
suficient al specimenului si tehnica procedurala corecta.

Cu toate acestea, atunci cand esantionul de fecale este testat, fundalul poate parea usor galbui din cauza culorii originale a probei. Acest
lucru este acceptabil atata timp cat nu interfereaza cu interpretarea rezultatului testului. Testul este nevalid daca fundal nu reuseste sa
clarifice si sa ascunda citirea rezultatului.

12. Limitari



* Testul NADAL® FOB este destinat exclusiv utilizarii de diagnosticare in vitro. Ar trebui folosit numai pentru detectarea calitativa a
hemoglobinei umane.

* Prezenta sangelui in probele de scaun se poate datora altor cauze decat sangerarea colorectald, cum ar fi hemoroizii, sange in urina sau
iritatie la nivelul stomacului.

« Rezultatele negative nu exclud sangerarea, deoarece unele polipi si cancerele colorectale din regiune pot sangera intermitent sau deloc. in
plus, sangele poate sa nu fie distribuit uniform in probele de fecale si in polipii colorectali intr-o perioada precoce nu pot sangera.

* Urina si dilutia excesiva a probelor cu apa de toaleta pot determina rezultate eronate.

* Testul NADAL® FOB poate indica sensibilitate scazuta la sdngerarea gastrointestinala superioara, deoarece sangele se degradeaza pe
masura ce trece prin tractul gastro-intestinal.

* Nu toate sangerarile colorectale se datoreaza polipilor precancerosi sau cancerosi. Ca si in cazul tuturor testelor diagnostice, un diagnostic
confirmat trebuie facut numai de catre medic dupa ce toate evaluarile clinice si de laborator au fost evaluate.

13. Caracteristicile de performanta

Sensibilitatea analitica

Specimene care contin hemoglobini umani cu o concentratie egala sau mai mare de 40 ng / ml produc rezultate pozitive. in

unele cazuri care contin hemoglobind umana cu concentratii mai mici de 40 ng / ml pot produce, de asemenea, rezultate pozitive.
Efect de carlig sau de prozonai:

Intervalul de lucru al testului NADAL® FOB este de 2 pug / g pana la 25 mg / g fecale (= 40 ng / ml pana la 500000 ng / ml). La nivel
superior concentratii, testul aratd un "efect inalt Hook sau Prozone". In cazul unui presupus efect de carlig, diluati esantionul si repetati
masurarea.

Specificitatea analitica:

Testul NADAL® FOB este specific pentru hemoglobina umana si nu prezinta reactii incrucisate cu hemoglobina din sangele bovin,
curcan, porc, iepure, pui, cal si capre la concentratii de pana la 1 mg / ml.

Substante interferante
Testul NADAL® FOB nu prezinta reactii incrucisate cu cele enumerate substante:

analiti concentratia analiti concentratia
Ascorbic acid 20 mg/dL Urea 2000 mg/mL
Oxalic acid 60 mg/dL Glucose 2000 mg/dL
Bilirubin 100 mg/dL Caffeine 40 mg/dL
Uric acid 60 mg/dL Albumin 2000 mg/dL
Acetylsalicylic acid 20 mg/dL
NADAL® FOB Test
+ - total
o |32 9 334
. - 16 1024 1040
total 341 1033 1374

Sensibilitate relativa:97,3% (95,56% -99,04%) *
Specificitatea relativa:98,4% (97,64% -99,16%) *
Acord general:98,2% (97,47% -98,89%) *

* Interval de incredere de 95%

Nota: Un studiu publicat recent de Scoala Shinshu-Universitate din Medicina din Japonia a examinat raportul cost-valoare al multiplelor Mdasuratori.
Aceasta aratd cd sensibilitatea relativa creste cu cantitatea de teste si specificitatea relativi a acesteia usor scade.

Numarul de teste | sensibilitatea specificitatea
1 58% 96%
2 89% 95%
3 100% 94%

Nota: aceastd instructie se va utiliza paralel cu instructia originard din cutia kitului primita de la producdtor.



EC-Declaration of Conformity

Page 1 of 6
EC-Declaration of Conformity

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex Il

Manufacturer:
Classification:

nal von minden GmbH, Carl-Zeiss Str.12, 47445 Moers
Other Products

We herewith declare on our sole responsibility that all batches of below mentioned In-
vitro-diagnostic devices are conform with the Essential Requirements Annex | of the
directive 98/79/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices. The products are suitable for the intended
application (only professional users).

Relevant standards and guidelines are applied.

141000 NADAL® EARLY hCG Pregnancy 153002 NADAL® hCG Pregnancy TEST 10
dipstick mlU/ml — Urin/Serum
141000_SSL | NADAL® EARLY hCG Pregnancy 153003 NADAL® hCG 25 mlU/mIn Dipstick
dipstick 153003_SSL | NADAL® hCG 25 mIU/mlin Dipstick
®
141002 NADAL® hCG Pregnancy Test 25 161001 NADAL® hLH Ovulation rapid test
mlU/ml dipstick
142000 NADAL® EARLY hCG 10 m|u/m| 161001_55'. NADAL® hLH Ovulation rapld test
cassette 162001 NADAL® hLH Ovulation rapid test
142002 NADAL® hCG Pregnancy Cassette 162001_SSL | NADAL® hLH Ovulation rapid test
Test 25 ml I
est 25 miU/m 164001 NADAL® hLH Ovulation 30 mIU/ml
143003 NADAL® hCG Pregnancy Tests 10 .
U/ml dipstick Midstream
MM CIpSHe — 165001 NADAL® hLH Ovulation 30
143004 NADAL® hCG t 25 mlU/ml dipstick N
mlU/ml dipstick
143004_SSL | NADAL® hCG t 25 mlU/ml dipstick 165001 SSL | NADAL® hLH Ovulation 30
144001N-10 | NADAL® hCG Pregnancy Test, mlU/ml dipstick
Midstream 20 mlU/ml cassette 165002 NADAL® hLH Ovulation rapid tests
151002 NADAL® hCG Pregnancy (2,5mm)
151002SE NADAL® hCG Pregnancy rapid test 165003 NADAL® hLH Ovulation rapid test
151003 NADAL® hCG Test 10mIU/ml 165003_SSL | NADAL® hLH Ovulation rapid test
Urin/Serum Dipstick 166001 NADAL® hLH Ovulation 30 mlU/ml
152000 NADAL® hCG Pregnancy 10 mlU/ml cassette
cassette 172001 NADAL® FSH cassette
152002 NADAL® hCG Pregnancy 25 mlU/ml 172001 SSL | NADAL® FSH cassette
cassette 172003N-10 | NADAL® FSH cassette
152003 NADAL® hCG Pregnancy Test 20 .
mlU/ml cassette S/P/W 194002 NADAL® pH-Test
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201001 NADAL® Syphilis dipstick cassette
201001_SSL | NADAL® Syphilis dipstick 262002 NADAL® H.Pylori Antigen cassette
202001 NADAL® Syphilis cassette 262003 NADAL® H. pylori Ab cassette
202001_SSL | NADAL® Syphilis cassette 262004BUL | NADAL® H. pylori Scan Ab cassette
203001 NADAL® Syphilis rapid tests 262004BUL | NADAL® H. pylori Scan Ab cassette
203002 NADAL® Syphilis rapid tests N-10
203002_SSL | NADAL® Syphilis rapid tests 272001 NADAL® FOB cassette
221001A NADAL® Strep A dipstick 272001_SSL | NADAL® FOB cassette
221005 NADAL® Strep A reagent 1 272008 NADAL® FOB cassette
221006 NADAL® Strep A reagent 2 272009 NADAL® Hb/Hp Complex cassette
221050N-50 | NADAL® Strep A plus rapid tests 272010 NADAL® FOB cassette
222001A NADAL® Strep A cassette 272011 NADAL® Hb/Hp cassette
222007 NADAL® Strep A plus cassette 272011N-25 | NADAL® Hb/Hp cassette
522008 NADAL® Strep A plus cassette 272015 NADAL® Hb/Hp Complex cassette
222011 NADAL® Strep A plus cassette 272015_SSL | NADAL® Hb/Hp Complex cassette
222049BUL NADAL® Strep A Scan cassette 272016 NADAL® FOB plus cassette
222049BUL- | NADAL® Strep A Scan cassette 272031RU NADAL® Hb/Hp Complex cassette
222001 NADAL® Strep B cassette (2)12031RU- NADAL® Hb/Hp Complex cassette
232001_SSL | NADAL® Strep B cassette 272031RU_ | NADAL® Hb/Hp Complex cassette
232005 NADAL® Strep B reagent 1 SSL
232006 NADAL® Strep B reagent 2 272035 NADAL® FOB60 plus cassette
241005N-10 | NADAL® Influenza A+B dipstick 272035_SSL | NADAL® FOBEO plus cassette
241006N-25 | NADAL® Influenza A+B dipstick 272037 NADAL® FOB & Hb/Hp patient set
242001 NADAL® Influenza A+B cassette 272040 NADAL® FOB Il Cassettes
242006N-10 | NADAL® Influenza A/B cassette 272041 NADAL® FOB6O Cassette
252001 NADAL® Mononucleosis cassette 272041_SSL | NADAL® FOBEO Cassette
252002 NADAL® Mononucleosis dipstick 272042 NADAL® FOB75 Cassette
252003 NADAL® Mononucleosis cassette 272043 NADAL® FOB75 Il Cassette
252003N-20 | NADAL® Mononucleosis cassette 282000 NADAL® Troponin | cassette
252005 NADAL® Mononucleosis positive 282001 NADAL® Troponin | cassette

conrtol 282001_SSL | NADAL® Troponin | cassette
252006 NADAL® Mononucleosis negative 282003 NADAL® Trop |, CK-MB, Myoglobin

conrtol Combi- cassette
252017N-05 | NADAL® Mononucleosis cassette 282015 NADAL® Troponin | cassette
262001 NADAL® H.Pylori Antikdrper 292001 NADAL® Myoglobin cassette
262001_SSL cNa/isDittg H.Pylori Antikorper 292001N-05 | NADAL® Myoglobin cassette
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302001 NADAL® CK-MB cassette 472003N-10 | NADAL® Malaria 4 species cassette
302001_SSL | NADAL® CK-MB cassette 472003_SSL | NADAL® Malaria 4 species cassette
311003 NADAL® CrP Dipstick 472008 NADAL® Malaria 4 species cassette
311004 NADAL® CRP plus Dipstick 472009 NADAL® Malaria Pf/Pv Ab cassette
311006 NADAL® CRP plus Dipstick 472030N-25 | NADAL® Malaria Pf/Pan Ag
312001 NADAL® CrP cassette 4Species cassette
312002 CI:'sAsDeﬁtL: high sensitive CrP 472030N-10 Z?piﬁ:s '\c/laa::;?epf/ Pan Ag
312017 NADAL® CRP Quant RFID chip 472036N-25 E:pii?:s'\cﬂaa::::f/ Pan Ag
312021BUL | NADAL® CRP Quant cassette 481002 NADAL® Adenovirus rapid tests
312021NBU | NADAL® CRP Quant cassette 481003 NADAL® Adenovirus rapid tests
;2220003N-30 NADAL® Tuberkulose 1gG/IgM 481004 NADAL® Rotavirus rapid tests

cassette 481005 NADAL® Rotavirus rapid tests
322003N- NADAL® Tuberkulose 1gG/IgM 481006 NADAL® Adenovirus 40/41 strips
30_SsL cassette 481007 NADAL® Adenovirus 40/41 strips
331001 NADAL® Mikroalbumin Dipstick 481008 NADAL® Adenovirus Respiratory
331004N-50 | NADAL® Mikroalbumin Dipstick rapid tests
333001 NADAL® Mikroalbumin Dipstick 481013 Adenovirus Positive Control
351006 NADAL® D-Dimer cassette 481015 NADAL® Rota-Adenovirus cassette
351006_SSL | NADAL® D-Dimer cassette 481015_SSL | NADAL® Rota-Adenovirus cassette
351007 NADAL® D-Dimer cassette 481015N-20 | NADAL® Rota-Adenovirus cassette
374018 glabs aPTT-INR Control 481016 NADAL® Adenovirus cassette
431001N-03 | NADAL® PROM Test Dipstick 481016_SSL | NADAL® Adenovirus cassette
431001N- NADAL® PROM Test Dipstick 481017 NADAL® Rotavirus cassette
03_SsL 481049BUL | NADAL® Rota-Adenovirus Scan
431001N-10 | NADAL® PROM Test Dipstick cassette
431001N- NADAL® PROM Test Dipstick 481049BUL- | NADAL® Rota-Adenovirus Scan
10_SSL 10 cassette
431001N-20 | NADAL® PROM Test Dipstick 491000N-10 | NADAL® RSV plus Dipstick
431006N-03 | NADAL® PROM Amniotic fluid 491000N- NADAL® RSV plus Dipstick

Dipstick 10_SSL
431006N-10 | NADAL® PROM Amniotic fluid 491003N-25 NADAL® RSV Dipstick

Dipstick I 491005 NADAL® RSV cassette
431006N-20 gg?ﬁj PROM Amniotic fluid 491008BUL | NADAL® RSV Scan cassette
472001N-25 | NADAL® Malaria Pf Ag test cassette 491009 NADAL® RSV-Adeno Resp cassette
472001IN- | NADAL® Malaria Pf Ag test cassette 491015 NADAL® RSV Dipstick
25_SSL 495001 NADAL® MRSA Screen Latex-
472003N-25 | NADAL® Malaria 4 species cassette Agglutinationstest
REV10 2017-03-24
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495001_SSL | NADAL® MRSA Screen Latex- 552020 NADAL® Legionella Urine Antigen
Agglutinationstest test
501006 NADAL® E.coli 0157 Cassette 562003N-10 | NADAL® BCA/HB inkl.
501006_SSL | NADAL® E.coli 0157 Cassette 562003RU NADAL® BCA/HB inkl.
501012 NADAL® EHEC Verotoxin 1-2, feces 572004N-10 | NADAL® Streptococcus
- cassette 4 10 pneumoniae cassette
501012_SSL | NADAL® EHEC Verotoxin 1-2, feces 572005 NADAL® Legionella/S. pneumonia
- cassette 4 10 cassette
511002 NADAL® Cryptosporidium Dipstick 580005N-25 | NADAL® TSH cassette
511006 NADAL® Cryptosporidium cassette 582003 NADAL® C. difficile Toxin A/B
511006_SSL | NADAL® Cryptosporidium cassette cassette
° . -
521001 NADAL® Giardia Dipstick 582003_SSL | NADAL® C. difficile Toxin A/B
— : cassette
521004 NADAL® Crypto/Giardia Test strips 582004 NADAL® Clostridium Difficile GDH
521006 NADAL® Giardia cassette 582008 NADAL® Clostridium Difficile Toxins
521009 NADAL® Giardia cassette A&B cassette
521010 NADAL® Giardia-Crypto-Combo 582009 NADAL® C. perfringens Ag cassette
cassette 582009_SSL | NADAL® C. perfringens Ag cassette
521010_SSL | NADAL® Giardia-Crypto-Combo 582016N-10 | NADAL® Clostridium Difficile Toxin
Cassette A+B/GDH Cassette
532001_SSL | NADAL® Dengue cassette 600002N-30 | NADAL® Rheumatoid Factor test
532001N-25 | NADAL® Dengue cassette cassette
532002N-25 | NADAL® Dengue cassette 611003N-10 | NADAL® Gonorrhea cassette
532003N-25 | NADAL® Dengue cassette 611003N- NADAL® Gonorrhea cassette
532004N-25 | NADAL® Dengue cassette 10_55L
S 611005N-10 | NADAL® Gonorrhea cassette
532004N- NADAL® D tt
oy engue cassette 612004N-25 | NADAL® CCA (Bilharzia) cassette
535011 NADAL® Dengue IgG/IgM cassette 622001N-30 NADAL® HAV IgIVI test cassette
532011N-25 | NADAL® Dengue IgG/IgM cassette 622040N-30 | NADAL® HEV IgM cassette
532012N-25 | NADAL® Dengue NS1 Ag Cassette 622070N-30 | NADAL® HAV IgG/IgM cassette
532016N-25 | NADAL® Dengue NS1 Ag+lgG/IgM 622070N- | NADAL® HAV IgG/IgM cassette
Cassette 30_SSL
542001N-25 | NADAL® Tetanus cassette 652001N-30 | NADAL® Chagas IgG cassette
552005 NADAL® Legionella Urin Antigen 652001N- NADAL® Chagas IgG cassette
cassette 30_5SL
552005_SSL | NADAL® Legionella Urin Antigen 662001N-30 | NADAL® Leishmania cassette
cassette 672001N-30 | NADAL® Filariasis cassette
552006 NADAL® Legionella Urin Antigen 672001N- NADAL® Filariasis cassette
cassette 30 SSL
552006_55'. NADAL® Leglonella Urin Antigen GSEOOZN-ZO NADAL® Chlkungunya Igl\/l

cassette
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692001N-30 | NADAL® Typhus Cassette 870001 NADAL® Lyme Borreliose Cassette
692001N- NADAL® Typhus Cassette
30_SsL 920001 NADAL® Norovirus Cassette
712001 NADAL® AFP Cassette
712001_SSL NADAL® AFP Cassette 920001_SSL | NADAL® Norovirus Cassette
722003 NADAL® CEA Cassette 920002 NADAL® Norovirus I+ Il Cassette
722003 _SSL | NADAL® CEA Cassette

p .
790001 NADAL® Celiac Disease (TG 920002_SSL | NADAL® Norovirus I+ 1l Cassette
Cassette 1010002N- | NADAL® Cholera 01/0139 cassette
790001_SSL | NADAL® Celiac Disease tTG 20
Cassette 1120003N- | NADAL®Candida Albicans (Cassette
790002 NADAL® Celiac Disease tTG & 20 4 20)
Gliadine Cassette 1130002N- | NADAL® HSV-1 IgG/IgM - Herpes-
795002 NADAL® ASO Latex 30 Simplex-Virus
5 1130003N- NADAL®HSV-2 I1gG/IgM - Herpes-
795003 NADAL® ASO Latex 30 Simplex-Virus
® in — —
795005 NADAL® CRP Latex 1200001 NADAL Lalctoferrln Test — Feces
(Cassette a 10)
795006 NADAL® CRP Latex 1201004N- | NADAL® Ferritin cassette
795008 NADAL® RF Latex 10
® in — —_
795008_SSL | NADAL® RF Latex 1212001 ;\_lr,;k(DlAlLo)Calprotectln Test — Feces
a
795009 NADAL® RF Latex 1212001_SS | NADAL® Calprotectin — Test — Feces
795010 NADAL® RPR Carbon Latex L (TK 4 10)
795011 NADAL® RPR Latex 1212002 NADAL® Calprotectin +Lactoferrin
795015 NADAL® VDRL Test Feces (TK 4 10)
1222001 NADAL® Enterovirus — Test — Feces
795016 NADAL® VDRL (TK 4 10)
795017 NADAL® Waaler Rose Latex 1222001_SS | NADAL® Enterovirus — Test — Feces
795018 NADAL® Waaler Rose Latex L (TK 4 10)
795024 NADAL® IM Latex 1232001 NADAL® C?mpylobacter—Test—
A Feces (TK @ 10)
735027 NADAL® TPHA 1242001 NADAL® Salmonella spp. — Test —
795028 NADAL® TPHA Feces (TK 4 10)
795030 NADAL® Rose Bengale 1242002 NADAL® Salmonella Typhi-Test —
850003 NADAL®Astrovirus Test Cassette Feces (TK 4 10)
1252001 NADAL® Listeria-Test — Feces (TK &
10)
i ® i
850003N-10 | NADAL®Astrovirus Test Cassette 1262001 NADAL® Shigella-Test - Feces (TK &
10)
860001 NADAL® Bence Jones Proteinurie 1262002 NADAL® Shigella Dysenteriae-Test
Dipstick — Feces (TK a 10)
1320002 NADAL® HB Hamoglobin Dipstick
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1320003 NADAL® HB Kontroll Dipstick (a 2) 2210001_SS | NADAL® IgE cassette
1320004 NADAL® HB Kapillarrhrchen 10 ul L
(3 50)
2090001 NADAL® Entamoeba cassette
2090001_SS | NADAL® Entamoeba cassette
L
2200001 NADAL® IgG cassette
2201001N- NADAL® IgE cassette
10
2210001 NADAL® IgE cassette

This document is valid until 23.03.2019.

Moers, 24.03.2017
nal von minden GmbH

7

nal von minden
Carl-Zeiss-Strae 12

von minden

¢ Iinfo@nal-vonminden.de

Sandra von Minden
CEO
nal von minden GmbH

REV10 2017-03-24
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aver 151 subsidiaries alf aver the glabe,

CERTIFICATO n.
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

4265/4/C

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per |a Qualita / Quality Management System

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

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi allz documentazione del Sistema i Gestione per la Quality aziendale per | applicabilita dei requisiti cella norma di riferimento.
Refer to fhe documentation of the Qualily Manegement Sysiem for details of application o reference standard requirements,

Per infarmazioni puniuall e agiornate circa eventuali variazion intervenule nello stato della certificazione di cul al presenta certficato,
5i prega di contattare | n* telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certificalion sietus referred la in this cariificate,
please contact the number +39 02 725347 or emalf agdress info@icim.it.

Data emissione Emissione comrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
(p II"\I
100
ICIM S.p.A.
Piazza Don Enrico Mapelll, 75 — 20099 Sesto San Giovanni (MI)
Wi cir.it

FEDERAZIONE

cis@

ACCREDIA X

VENTE ITALIAL

DI ACCREDITAMENTO

www.cisq.com

&
S5GQ N®004A CIS0Q & la Federazione Italiana di Organismi di

Certificazione del sistemi di gestione aziendale,
Membro degll Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Ntallan Federalion of management

Signatory of EA, 1AF and TLAC Mutual Recogrition Agreements system Certification Bodies.

0360CM_0Z_IT
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THE INTERNATICNAL GEATIFIGATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
cartification bodies, is the lergest provider of management

Spstem Certification in the world,
1QNet is composed of mare than 30 bodies and counts
over 150 subsidiaries alf over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / 18 IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, cullure media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riterirsi alla documantazione del Sistema ¢i Gestione per I2 Quelita aziendale per Fapplicabilita dei requisiti dalia norma di riferimento.
Refer to the documentation of the Qualify Management System for delails of application to reference slandard requirements.
Il presente certificato & soggatio al rispetic del documento [CIM *Reqelamentn per la cerlificazione del sistemi di gestione” & al relativa Schema specifico.
The use and fhe validity of this cerlilicate shall safisfy the requirements of fhe ICIM document Rufes for the certifcation of company management systems " and specific Scheme,
Per informazioni puntuall € aggicrnate circa eventuali varizzioni inlervenute nello slato dalla cerlificazione di cui al presente cerificato,
si praga di contattare il n* telefonico +38 02 725341 o indirizzo e-mail info@icim. il
For timely and ypdafed inf jon about any changes in the centification status referred to in this certificats,
please contact the number +33 02 725341 or email address info@icim.i.

Data emissione Emissione corrente Data di scadenza
First issue Current fssue Expiring date
18/01/2007 18/01/2019 17/01/2022
~
\I'N
(Wl
ICIM|S.p.A.
Piazza Don Enrico Mapelli, 75 |- 20099 Sesto San Giovanni (M)
Wi icim. it
FEDERAZIONE
S ACCREDIA 7
fsal LENTE ITALIANG [ ACCREDITAMENTO
[} 4
| WWW.GIST.COM
E &
g SGQ N°004A CISQ & Ia Federazione Italiana di Organismi di
< Certificazlone del sisterm| di gestlone aziendale.
g Membra degll Accordi di Mutuo Riconoscimento EA, IAF € ILAC CISQ fs the Italian Federation of management

Signatory of EA, IAF and [LAC Mutual Recognition Agresments system Certiffcation Bodifes.



www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE "Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi

manfackuer disposable labware
indirizzo Via dell'Industria, 12
R 35020 Arzergrande (PD) - Italia
teleforo | 39_049-9720624 X +39-049-9720182 posta elettronica ;. ¢, @vacutestkima.it
phone fax e-mail :

Sistema di prelievo di sangue e altri liquidi biologici
mediante provette con vuoto predeterminato in plastica

identificazione dei prodotti  w ”
product identification VACUTEST KIMA".

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “VAC UTEST KI MA"

dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.

classificazione dei prodotti
devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

product classification

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i." Dispositivi Medico-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato II della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all'Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex I1I, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

Wil Arzergrande, 01/01/2015
" Assicuratore Qualita / Quality Manager
ity _ Giovanni Chiarin

signature

( oV C&/‘v@ Mo

VACUTEST KIMA srl - Vacuum tubes - Via dell'Industria, 12 - 35020 ARZERGRANDE (PD) lItaly - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. VA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



DNV

MANAGEMENT SYSTEM
CERTIFICATE

Certificate no.: Initial certification date: Valid:
59878-2009-AQ-MCW-FINAS 20 December 2000 01 September 2021 — 31 August 2024

This is to certify that the management system of

THERMO FISHER SCIENTIFIC

Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

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

ISO 9001:2015

This certificate is valid for the following scope:
MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL DIAGNOSTIC
PLASTICS.

Place and date: For the issuing office:
Espoo, 18 June 2021 DNV - Business Assurance
Keilaranta 1, 02150 Espoo, Finland

FINAS Y,
/
Finnish Accreditation Service /@ p-\

5001 (EN ISQ/IEC 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 GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance


http://www.dnvgl.fi/assurance

OMUCAHUE OO3ATOPA

[o3aTtop nuneToyHbli NleHnuneT JlaiT npeacrasnset cobon
[fo3atop Ansa 3abopa 1 [o31MpoBaHNs TOYHbIX 06 bEMOB XNAKOCTH.
OH paboTaeT Mo NPVHLIMMY BO3AYLLIHOTO BbITECHEHUS (T. €. Mexay
NMyHXepoM M XUAKOCTblO MmeeTcss obbem Bo3agyxa) B
0[HOPa30BOM CMEHHOM HaKOHEYHVKeE.

CylecTByeT AeBATb MOAENEN OfHOKaHalbHbIX 403aTOPOB
durKkmMpoBaHHoro obbema JleHnunet JlawT.

Kar. 06bem HakoHeuHuk
4650002 1 mkn Mukpo 10
4650012 5 mkn Mukpo 10

4650022 10 mMkn
4650092 20 mkn
4650032 25 mkn
4650042 50 mn
4650052 100 mkn
4650062 200 mkn 250 YHus., 300
4650062 250 mkn 250 YHus., 300
4650072 500 mkn 1000

4650082 1000 mn 1000

LUMOPOBAA UHOUKALUA

O6bemM [03UpOBaHUS ykasaH Ha
LUMdpoBOM AuCnnee Ha PyKosTke
nosatopa (puc.1).

250 YHus., 200 Yan., 300
250 YHus., 200 Yan., 300
250 YHuB., 200 Yan., 300
250 YHuB., 200 Yan., 300
250 YHuB., 200 Yan., 300

KOHCTPYKTUBHBLIE MATEPUATbI

[osatopbl JleHnuneT Jlant nsrotas-
NMBAIOTCA 13 MaTepnanos BbICOKOW
MexaHU4Yeckon W XUMUYecKon /
CTONKOCTMU.

HAKOHEYHUKM Puc. 1

[ns paboTbl fo3aTopoB JleHnuneT JlaiT pekomeHayeTcs Ucnonb-
30BaTb HaKOHeYHWKM JleHnuneT n Finntip. OHW n3roToBneHsbl 13
4YMcToro obecLBEYEHHOTO NONMNPONUEHA, KOTOPLIN CUUTaeTCs
MaTepuanom cBOGOAHBIM OT KOHTamMuHauuwu
1 NpeKpacHo NOAXOAWT ANS UrOTOBMNEHNSI HAKOHEYHVKOB.

Kar. NNe 06bem KonuyecTteo
9400310 0.2-10 mkn 1000 wr./yn
9400360 0.2-50 mkn 1000 wr./yn.
9401262 0.5-250 mkn 96 wr./WraTnB
9400267 0.5-250 mkn 20*96 wrT. B 6alwHe
9400302 0.5-250 mkn 1000 wr./yn.
9400242 0.5-250 mkn 20000 wr./kop.
9401260 5-300 mkn 1000 wr./yn
9401282 100-1000 mkn 96 wt./WwraTne
9401032 100-1000 mkn 1000 wr./yn.
9401022 100-1000 mkn 5000 wr./kop.
SKCMNIYATALUUA NMUNETKA
APNbIK BE3OMACHOCTHU l

Ha mecTo sipnblka 6€30nacHOCTU MOXHO
HaHecTu Heobxoanmyto Bam
MHopMaLWto, Hanpumep, hamunmio nnm

faTy nocnepaHei NnoBepku Josatopa { /
(pnc.3) [
o |

Puc. 3

CBPOC HAKOHEYHUKA

YT06b! MCKIKOUUTL PUCK KOHTAMUHALIM, KaXabIA
nosatop JleHnunet Jlant umeeT cneunanbHbIn
MexaHu3Mm Ans cbpoca HakoHe4Huka. YToGbI
cBpoCKTb HAKOHEYHWK, HanpaBbTe J03aTop Ha
pesepByap Afs OTXOA0B M HAXMUTE Ha yaanu-
Ternb HakoHeYHuka B6onbwmm nanbLem (puc. 4).

|
|
TEXHUKA 0O3NPOBAHUA |

Bcerga HaxxmmaiTe 1 oTnyckaiTe onepaLyoHHyo
KHOMKY nnaeHo, ocobeHHO npu paboTe al
C pacTBOpamu BbICOKOMW BA3KOCTU. Hukorga He
oTnyckanTe KHOMKYy pe3ko npu obpaTHOM
[OBUKEHNUN.

Y6eamtech, YTO HAKOHEYHWK MNOTHO AEPXKUTCS
Ha nocago4Hom mecTte. [NpoBepbTe, HET N Ha
HaKOHeYHWKe NMOCTOPOHHMX YacTuu. lNepep I
Hayanom paboTbl HaNoMHUTE U onycToWunTe
HaKOHEYHWK 2-3 pasa pacTBOPOM, C KOTOPbIM
Bbl cobupaeTtecb paboTtaTb. YaepxuBante
[03aTop B CTPOro BEPTUKaNbHOM MOMOXEHUN
npu Habope peareHTa. Ynop Ha gosatope
[OJDKEH OnupaTbCsl Ha ykasaTenbHbli nanew,.
Y6epuTtech, YTO TemnepaTtypa fo3aTtopa, Hako-
HEYHWKOB W pacTBOpa OAMHaKoBa.

NPSIMO METO[, (puc. 5) Puc. 4

HanonHuute 4ncTylo BaHHOUKY ANs peareHTa
pacTBOpOM ANs packanbiBa- 4 4 y
HUS. 3

[y

1. HaxmuTe Ha onepaumoH-
HYIO KHOMKY [0 nepBon
OCTaHOBKM.

2. [orpyanTe HaKOHEYHUK B ‘

pacTBOp NPUMEPHO Ha rny-
6uHy 1 cm un nnasBHO
oTnycTuTe KHormky. M3ene-
KUTE HaKOHEYHUK, aKKypaTHO
CHUMast M3NULLIKN pacTBopa
0 Kpaii pesepByapa.

Puc. 5

3. [osupyiiTe B3STbIVi pacTBOP, MMABHO HAXWMas Ha KHOMKY A0
nepBoW OCTaHOBKM. [1ocne NPUMEpPHO CEeKyHAHO Nay3bl HaXMUTe
onepaLmoHHYH0 KHOTKY 40 BTOPOW OCTaHOBKW. ocne BbINONHeHUs
[aHHO onepauyn HaKOHEYHNK AOMMKEH NOMHOCTLIO OMyCTOLUNTL-
cA.

4. OTnycTuTe KHOMKY B UICXOAHOE nornoxeHue. Ecnn Heobxoaumo,
CMEeHWTEe HaKOHEYHWK W NPoJomKanTe NMNeTupoBaHue.
OBPATHbIN METO[, (puc. 6)

OG6paTHbIN MeToa MCnonb-

3yeTcs Ana paboTbl € Kua- 4 4
KOCTSIMM, UMEIOLLMU BbICO-

L -
HOCTb K BCMEHWBaHWIO, a
Takke AaHHas TexHuka
pekoMeHayeTcs Ans packa- ¥
NbiBAHUS OYEHb MarblX -
o6bemoB. HanonHute
UNCTYI BaHHOYKY AN
peareHTa pacTBOpOM Ans |

KYt0 BSI3KOCTb UMW CKMOH-
packanbiBaHus. Puc. 6

1. Oepxa posatop BepTu-
KanbHO, HAXKMUTE OMepaLMOHHYH KHOMKY [0 BTOPOW OCTaHOBKM.

2. MorpysnTe HaKOHEeYHWK NPUMEPHO Ha 1 cM B rny6uHY pacTBopa
1 NNaBHO OTMYCTUTE KHOMKY. HakoHeYHUK HanornHsieTcs. M3enekas
HaKOHEeYHUK, akkypaTHO CHUMWUTE WM3NULLKX pacTBopa O Kpai
pesepsyapa.

3. [JosvpyinTte pactBop, HaXVMmasi Ha KHOMKY A0 NEPBOW OCTaHOB-

Kn. YaepxuBsaiite KHOMKY Ha nNepBoii ocTaHoske. HemHoro pact-
BOpa OCTaHEeTCA B HAaKOHEYHWKe. STOT OCTaTOK pacTBopa He
[OMKEH BKIKOYATLCS B O3UPYEMbI 06BEM.

4. OcraTok pacTBopa MOXeT 6bITb yaaneH BMecTe C HakoHeu-
HUKOM Npw ero c6poce unu cnut obpaTHo B pe3epByap nyTem
HakaTus 40 BTOPOI OCTaHOBKM.

METO[ MOBTOPOB (puc. 7)

[aHHbIn MeToq npeacTas-
nsieT coboi NpoCTOM N BbICT- 4 2 3 4
pbIit cnoco® Ans NOBTOPHOTO y
[103MPOBaHUs! OOHOTO W TOro
Xe pacTsopa. HanonHute
YUCTYIO BaHHOYKY Ans
peareHTa pacTBOpoOM Ansi
packanbiBaHus.

1. HaxmwuTe KHOMKy

[0 BTOPOW OCTaHOBKM.

2. TMorpyanTe HaKOHEeYHWK Puc. 7
npumMepHo Ha 1 cm B rny6u-

Hy pacTBOopa W nnaBHO

OTNYCTUTE KHOMKY. HakoHeYHWK 3anonHseTcss. CHUMWTE M3MLLIKKI
pacTsopa o Kpail pesepsyapa.

3. [o3upyiite pacTBOp, NMaBHO HaXMMas Ha KHOMKY 4O NepBoW
OCTaHOBKW. YepXXvBanTe KHOMKY Ha nepBoi ocTaHoBke. HemHoro
pacTBOpa OCTaHeTCs B HaKOHeYHWKe. OTOT OCTaToK pacTsopa
He JoMKeH BKIoYaThCsl B 403MPYeMbI 06beMm.

4. MNpoponxaiiTe AO3MPOBaHWE, BbINOMHAS MYHKTbI 2 1 3.

[03VPOBAHME LIENbHOW KPOBM (puc. 8)

[ins 3anonHeHusi HakoHeu-
HUKa KPOBbIO BLINOMHATE 4 o g 4
NYHKTbI 1 1 2 NPSIMOro MeTo- y

na pa6otbl. TwaTenbHo
BbITPUTE HAKOHEYHUK CYXOW
YNCTON TKAHBIO.

Fy

¥

1. lMorpy3nte HaKOHEYHNK B ——————
peareHT N HaXXMUTE KHOMKY

0O NepBON OCTaHOBKW.

Y6eautech, UTO HAKOHEYHUK

MOrpy>eH B pacTBop.

Puc. 8
2. TnaBHO OTNYCTUTE KHOMKY

B WCXOAHOE MONIOXEHMe.
HakoHeuHuk GydeT 3anonHATLCS pacTBOPOM. YAepxuBante
HaKOHEYHWK B pacTBope.

3. HaxmuTe KHOMKY [0 MepBOM OCTAHOBKM M NaBHO ocBoGoAMTE.
MoBTopsiATe 3Ty Npoueaypy A0 TEX Nop, Noka BHyTPEHHSIS No-
BEPXHOCTb HAKOHEYHWKA HEe CTaHeT YNCTON.

4. B koHUe onepauumn HaXXMuTe KHOMKY 10 BTOPOW OCTaHOBKM,
YTOGbI NOMHOCTBIO OMYCTOLUNTL HAKOHEYHMK.

TEXHUYECKOE OBCITY>KUBAHUE

Ecnu posatop Jlennunet flaiT He ncnonb3yeTcs, ybegutecs,
4YTO OH XpaHWUTCS B BEPTUKAIbHOM MONOXeHUW. [nsa aToro Mbl
pPeKOMEHAYEM HACTOMbHBIN LUTATUB ANS [103aTOPOB .

EXXEOHEBHASA MPOBEPKA

Mepen Havanom paboThbl yGSIJ,VITer, YTO Ha NOBEPXHOCTU
Ao3aTtopa OTCYTCTBYET rpsA3b WU Nbifb.

Ocoboe BHUMaHWe crnieqyeT o6paTuTb Ha NOCaAOYHbIN KOHYC
[N HAKOHEeYHKKa. Henb3s ucnonb3oBaTh Anst OYUCTKU MOBEPX-
HOCTV flo3aTopa pacTBOpUTENu 3a ucknodeHnem 70% ataHona.

NEPUOOUYECKOE OBCNYXXUBAHUE

B cnyyae, ecnivi o3aTop UCNONb3yeTcs Kaabli AeHb, OH [OIHKEH
noaBepraTbCst NEPUOANYECKOMY 0BCNYKMBaHUIO HE MeHee 2-X
pas B rog.

PA3BOPKA [10O3ATOPOB AUAMNA30HOM 10 1000 mkn
1. OTOXMUTE BHU3 yAanuUTeNb HakoHeuYHuKa (puc. 9)

2. OTKpyTWTE yaanuTerb no HanpaeneHuto NPOTMB YacoBOW
CTPEesk1 U BbITSHUTE ero

3. OTKpYTUTE KOHYC HaKOHEeYHMKa
Mo HanpaBJieHUIO NPOTUB YaCOBOW CTPENKMU C MOMOLLBIO KItoYa
(puc. 10)

4. BbITsIHWTE NopLUeHb B cGope € ApyrMmu YacTamu. HekoTopble
YacTW MOTYT OCTaTbCs B KOHYCE HaKOHEYHUKa — NepeBepHUTE
ero, YTobbl BbIHYTb BCE OCTABLUMECS YaCTy.

5. OuucTuTe NOpLUEHD,
NPY>XMHY MOPLUHS U NPOKNaA0YHOE KOIbLIO CyXOW HEBOPCUCTOM
TKaHbH0.

6. [poBepbTe KOHYC HAaKOHEYHMKa Ha
Hanmyne NoCTOPOHHMX YaCTHL|

7. CMaxbTe OYULLIEHHbIE HYacTV CMa3kom,
BXOASALLEN B KOMNMEKT NOCTaBKU

8. CobepuTe go3aTtop obpaTHO

Puc. 9

\
|

1-200 mxn 100-1000 mxn
Puc. 10



KAINMMBPOBKA

BceposaTopbl kanubpyloTcst Ha hupMe-n3roToBuUTEne Npy Tem-
nepatype +22°C, ucnosnb3ays AMCTUNNMPOBaHHYO Body. O6bl4HO
He TpebyeTca BbINOMHATL NepekanubpoBKy Ao3aTopa, OAHako
pekomeHayeTcs 3aHOBO kanubposaTb fo3aTop Ans paboTsbl ¢
BSA3KUMU XWAKOCTAMW UNW C pacTBOpaMm ApYron Temneparypebi.

HEOBXOAMMOE OBOPYOBAHUE U YCNOBUA
ONA BbINOJNTHEHUA NPOBEPKU KANTMBPOBKU

AHanuTyeckve Beckl. OB6paTuTe BHUMaHWe, YTOBbI LieHa AeneHus
aHanMTUYECKNX BECOB bbiria BbiGpaHa B COOTBETCTBUM C BbIGpaH-
HbIM 06bEMOM KanMBpyemoro fo3aTopa.

O6bem LleHa geneHus
0o 10 mkn 0,001 mr
10-100 mkn 0,01 mr
6onblue 100 mkn 0,1 mr

XKugkocTb Ansa kanvbpoBKX: AUCTUNNMPOBaHHas BoAa.
KanuGpoBka AomKHA BbIMOMHATLCS B MOMELLEHWH, T4 OTCYTCT-
BYIOT CKBO3HSIKM, MPK MOCTOsIHHO (+0,5°C) Temnepatype Bofbl,
fnosaTopa v Bo3ayxa B AgnanasoHe ot 20°C go 25°C.
OTHOCHTENBbHAsA BNAXHOCTb A0SMKHA BbITh Bbille 55%. OcobeHHO
BaXXHO NOAAEPKMBATL MOBbLILEHHYIO BNaXXHOCTb BO3Ayxa npu
kanmbposke 06bemMoB MeHee 50 MK, 4TOBbl yMEHbLUUTL NOTepU
XKUAKOCTY NpY UCNapeHnu.

NPOBEPKA KAITUBEPOBKU

HapeHbTe MMOTHO HaKOHEYHWK Ha [o3aTop. HakoHeuyHuk,
“cnonb3yemblit NepBblii pa3, AOMKeH ObiTb NpeABapUTENbHO
cMmouyeH nytem 3abopa u cnua xugkoctu 3-5 pas. 3atem
BbinonHuTe 10 fo3uposaHuii. [Mepecuntaiite NonyYeHHbI Bec
[103bl B 06beM Mo crnewyarnsHoi opmyrne.

Henbas ncnonb3oBaTh U3MEPEHHbIE 3HAYEHS C MOMOLLbIO BECOB
6e3 nepecyeta no opmyne Ans AanbHEWLINX pacyeToB.
KanubpoBka fpo3atopa cyuTaeTcsi NpaBuMbHOW, ecnu
BbIYMCIIEHHbIE Pe3ynbTaTbl yKNaabIBaloTCA B Npeaerbl, ykadaHHbIe
B Tabnuue. Ecnu pe3ynbTaTtbl He yKnaablBalOTCs B rpaHuLbl,
[103aTOpP JOMKEH BbITb OTPEryNMpoBaH 1 NpOBEpeH 3aHOBO.

O6bem ;50'-IHOch Socnpomao,qumocm
‘0 0
1 mkn +8,0 7,0
5 mMKn +5,0 5,0
10 mkn +25 3,0
20 mkn +2,0 3,0
25 mkn +2,0 3,0
50 MKkn +2,0 25
100 mkn +1,5 2,0
200 mkn +1,5 2,0
250 Mk +1,5 2,0
500 mkn +1,0 1,0
1000 mkn +1,0 1,0

®OPMYJbl ANA BbIYUCNEHUA PE3YJIbTATOB

To4HOCTb (cUcTemaTuyeckas omoka)

TOYHOCTb - BENMYMHA, XapaKTepuaytoLLasl pasHuLy Mexay Ao3u-
pyemMbiM 06bEMOM W YCTAaHOBMEHHbLIM O6GbemMoM
Ha JosaTope.

V-V ZV ZM

_ Yep. YhHom. )
6 = V_ *100 % ; \/cp. n n—p

HOM.

I'ae & - TouHocTb (%); Vep. - cpefiHee 3HaveHne obbema (MKM);
VHom. - HOMUHanNBHbIN 06beM; Vi- o6bem fosbl (Mkn), Mi- Bec
[03bl (Mr); p - yAenbHas NnoTHOCTb BoAbl, 0,998 mr/mMkn npu
+20-25°C; n - yucno usmepenmi, 10.

BocnpousBoaMMocTb (cny4yanHas, HecucTemaTuyeckas
owmn6ka)

Bocnpoun3BoaMMocTb - BENUYMHA, XapakTepuaytoLas nosTopsie-
MOCTb A031pOBaHnA.

* 100 %

'ne o-BocnponssoaumocTb (%); Vep.-cpeaHee 3HaueHne obbema
(mkn); Vi-o6bem fo3bl (MkN), n-yucno uamepenun, 10.

PEFYJIMPOBKA

PerynupoBka BbINONHAETCS C
noMoOLbI0 crneunanbHOro
Kn4Ya, nocTaBnsieMoro
BMECTe C [J03aTOPOM.

1. MomecTuTe KNtoY Ha kanme-
POBOYHOE KOSbLIO, pacnosno-
XXeHHoe nof onepaLoHHOW
KHOMKOW.

2. [MoBepHUTE KIHOY MO Yaco-
BOWi CTPEnKe Ans yBenmyeHns
nosvpyemoro o6bema u B
NPOTUBO-NOSIOXKHOM Hanpas-
NeHUn Ans yMeHblueHus Puc. 12

obbema.

3. Mocne perynvpoBku NpoBepbTe kKanvbpoBKy Ao3aTopa cornac-
HO NPUBEAEHHOW BbILLIE UHCTPYKLMN.

u

YCTPAHEHUE HEUCTMPABHOCTEH

Henonagka [MpuuunHa PekomeHpauus
YTeuka HakoHeyHuk HennoTHo HageT  NOTHO HaJeHbTe
HaKOHEYHUK

Mbinb unn MOCTOPOHHKE Hac- Ouuctute KOHYC
TUUbl MeXay HaKOHEeYHUKOM n HageHbTe HOBBbIN

“ KOHycOM HaKOHEeYHUK
Mbifb MM NOCTOPOHHME Yac-  OunCTUTE U CMaXbTe
TULbI MeXay NyHXepom, nnyHxep, Npoknagky

NpOKMaAKkon 1 LMNUHAPOM W UunuHap
Liunungp v npoknagka nnoxo  CmaxbTe (CM. UH-

cMasaHbl CTPYKLMIO)
MoBpexaeHo coefuHUTENb-  3aMeHWUTE KoSbLio
HOE KOMbLIO
HeTtouHoe HenpasunbHas patoTa BHumatensHo cne-
[o3vpoBa-  [103aTOPOM [yiATE MHCTPYKLMM
Hve HenpaBunbHo HageT Hako- MnoTHO HageHbTe
HEYHWK HaKOHEYHMK

HapylweHue kannbposku, Ha-  [MoBTOpPUTE Kann6-
npvmep, 13-3a HeGpPeXHOro  POBKY B COOTBETCT-
OTHOLLEHWS C 103aTOPOM BUM C MHCTpYKLMei

Henopaxopsuwas kannbposka. Mepekanubpyite
HeTouHoe Pa6oTa ¢ BA3KMMY XUAKOCTA- MO UCNOMNb3yemyto
[031poBa- My TpebyeT nepekannbpoBKN  KUAKOCTb
Hue ¢

CEPBUCHOE OBCIY>XUBAHUE

[osatop JleHnuneT J1aidT CKOHCTPYMPOBaH Takum 06pasoM, HTobb!
OH 6bIn nerok B o6cnyxuBanuy B nabopatopun. OgHako, ecnu
Bbl xxenaeTe npoussecTn cepBucHoe obcnyxuBaHve Bawero
[osartopa y Hac unu Hallero gunepa, noxanyicra, ybeaurecsb,
4TO f03aTop GbiN NPOAE3VH(MLMPOBAH Nepes, OTNPaBKOM K HaM.
Moxanyincra, NOMHWUTE, YTO MOYTOBas CBA3b UMEET MpaBo
M3bIMaTb NOCHINKW, COAEPXKALLME UHMDEKLMOHHbI MaTepuan, a
Takke 4TO Ae3nHdekuus fo3aTopa B CEpPBUCHOM LieHTpe
yBENMYMBAET CTOMMOCTb CEPBUCHOrO O6CNyXuBaHUA UNu
pemMoHTa.

o

200, 250,
500, 1000 m

Il!
1]

20, 25, 50, 100 mkn

3AMNACHBIE YACTHU

|
v

1,5, 10 Mxn

OOHOKAHAIbHbIW OO3ATOP
®UKCUPOBAHHOIO OB bEMA

NAUT
PYKOBOOCTBO MO 3KCIUTYATALUN

OMNEPAUUOHHASA
KHOMKA

IE IEHNHNET

PYKOATKA

LM®POBOV
AWUCNNEN

TONKATENb
| } YOANUTENSA
. HAKOHEYHVKOB
-
YOANUTENb
HAKOHEYHUKOB
MOCALOYHbIN

KOHYC
HAKOHEYHUKA

3A0 «Tepmo duwep CaieHTUDUNK»
196240, r. CaHkT-lNeTepbypr, yn. KybuHckas, 73A
Ten.: (812) 703 4215; dakc: (812) 703 4216
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OEAEPAABHASA CAVKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHUA
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FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL
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1 COLUMAABHOTO PASBUTUSA :
FEDERAL SERVICE OF HEALTH CARE AND SOCIAL DEVELOPMENT CONTROL - g(\

MPUJIOYKEHUE e
K PETUCTPALIMOHHOMY Y/I0CTOBEPEHHIO

o &A3011/T08% =

1. Hakoneunuk# noauMepubie oaaopasossle Finntip: 0,2-10 mxor; 0,2-20 mxor; 0,2-50 mxor;

0,3-30 mxur; 5-200 mxat; 0,5-250 mxot; 5-300 mxor; 1-100 mxor; 1-200 mxor; 5-100 mxor: 100-1000 mxor;
1000-5000 mx; 2000-10000 Mk 50-1500 mxr; 0,5-25 mxor; 20-200 mxor; 10-250 mxon; 0,5 mr;
1,25 mm; 2,5mu1; S mur; 12,5 vt 25 mur; 50 mot; 0,5-10 mxor; 0,5-100 mxor; 0,5-200 mxon; 150-1500 mxcr;
0.5-30 mxr; 5-30 mxi; 50-1200 mxot. :

2. HakoHeuHHKH NOJMMeEpHbIe 0jiHopa3oBbie Labtip Yellow (skentsie).

3. HaxoneuHuk# nonuMepHsie oHopa3oBsie Labtip Blue (cunue).
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OMUCAHUE OO3ATOPA

[losatop nuneToyHbli JleHnuneT Bnak npeactaenset coboit
aBTOKNaBMpyeMbIit o3aTop A5 3abopa 1 A03V1POBAHUS TOUHbIX
obbemoB xuakocTn. OH paboTaeT no NPUHLMMY BO3AYLIHOTO
BbITECHEHUS (T. €. MeXAY MIYHXEPOM N XUAKOCTbIO MeeTcs
o6bem BO3ayxa) B OJHOPAa30BOM CMEHHOM HaKOHEYHWKe.

OpnuvHaguaTth pasnuyHbiX MoAenen ofHOKaHanbHbIX 403aTOpPoB
nepemeHHoro o6bema JleHnuneT Bnak nepekpbiBalOT AnanasoH
nosuposanus ot 0,5 mkn go 10 mn.

Kar. Ownana3oH HakoHe4yHuk

4642022 0,5-5 mkn 10

4642032 1-10 mkn 10

4642042 1-10 mkn 250 YHus., 200 Ygn., 300
4642052 2-20 mkn 50

4642062 2-20 mkn 250 YHug., 200 Ygn., 300
4642132 5-50 mkn 250 YHus., 200 Yan., 300
4642072 10-100 mn 250 YHus., 200 Yan., 300
4642082 20-200 mkn 250 YHuB., 200 Yan., 300
4642092 100-1000 mkn 1000

4642102 0,5-5 mn 5mn

4642112 1-10 mn 10 mn

LUNOPOBAA UHOUKALNA

YCTaHOBMNEHHbI 06beM [03MPOBaHUA
oTobpaxkaeTcst Ha LMPOBOM Aucririee
Ha pykosiTke fgosaTtopa (puc.1).

KOHCTPYKTUBHBLIE MATEPUATbI

[osaTtopsbl lleHnuneT bnak nsrotas-
NMBAIOTCA 13 MaTepWarnos BbICOKOW
MEXaHUYECKON 1 XUMUYECKON Puc. 1
CTOWKOCTH.

HAKOHEYHUKHN

[ins paboTbl Ao3aTopos fleHnuneT Brnsk pekomeHayeTcst UCNonb-
30BaTb HakoHeYHukn JleHnuneT n Finntip. OHW M3roToBneHbI
13 YNCTOro 06ECLIBEHEHHOTO NMONMMPONUIIEHa, KOTOPbIA CYNTaeTCs
MaTepuanom cBOGOAHBIM OT KOHTamMuHauuu
1 NPeKpacHo NOAXOAMUT AN N3rOTOBIIEHNSt HAKOHEYHUKOB.

Kat. NNe 06bLem KonuuyectBo
9400310 0.2-10 mkn 1000 wr./yn
9400360 0.2-50 mkn 1000 wr./yn.
9401262 0.5-250 mkn 96 wr./wratne
9400267 0.5-250 mkn 20%96 wrT. B GawwHe
9400302 0.5-250 mkn 1000 wr./yn.
9400242 0.5-250 mkn 20000 wr./kop.
9401260 5-300 mkn 1000 wr./yn
9401282 100-1000 mkn 96 wr./WwraTne
9401032 100-1000 mkn 1000 wr./yn.
9401022 100-1000 mkn 5000 LwT./KOp.
9402052 1-5 mn 100 wrT./yn.
9402150 1-10 mn 40 wr./yn.

SKCMNYATALUA NMUMNMETKA

YCTAHOBKA OB bEMA JO3UPOBAHUA

1. Tpebyemblit 06bem ycTaHas-
nMBaeTCs BpaLLeHVeM onepaLmoH-
HOW KHONMKW, PacronoXXeHHo HaBep-
Xy posaTtopa (puc. 2). Ytobbl
yBenM4nTb 06bEM [03VMPOBaHUS,
NMOBEPHUTE ONEPALIMOHHYH KHOTKY
NPOTUB YacOBOWN CTPeNkKMW, YToObI
yMeHbLWUTb 06bem - No Yacosom
cTpernke.

2. Y6enutech, 4TO Lndpbl, Nokasbl-
Baluwmne obbeM foO3nMpoOBaHUS,
Lienvnkom BUAHBI B OKHE Aucnnes n
YCTaHOBMEHbI A0 Lenyka. Puc. 2

3. 3anpeljaeTcs ycTaHaB-
nuBaTb 06beM, Bbixoas-
WK 3a rpaHuubl guana-
30Ha 103UPOBaHUSA.

Mpunaras YpesamepHoe ycu-
nve npu BblKPyYMBaHUU
onepaunoHHON KHOMKW
3a npepensl guanasoHa
fo3npoBaHus, Bel moxeTe
3aMsITb fieTanu BHyTPEHHero
MexaHusma, 4To npuseaeT
K Nonomke Ao3aTtopa 1 CHs-
TUIO U3AENUs C rapaHTuu.

APJIbIK BE3OMACHOCTU

Ha mecTo sipnbika 6e30nacHOCTV MOXHO HaHeCTn
Heobxoammyto Bam nHdopmaumio, Hanpumep,
damunuio unu gaty nocrnefHen noBepku
posaropa (puc.3)

CBPOC HAKOHEYHUKA

YTOGbI UCKIKOUNTL PUCK KOHTAMUHALWW, KaXKABIA
nosarop JlennuneT Bnak nmeeT cneunanbHbIi
MexaHuaM Ans cépoca HakoHe4Huka. YTobbl
cBpoCUTL HAKOHEYHWK, HanpaBbTe J03aTop Ha
pesepByap s OTXOAO0B U HAXMUTE Ha yaanu- Puc. 4
Tenb HaKoOHeYHWKa G6onbLuMM nanbuem (puc. 4).

TEXHUKA 0O3UNPOBAHUA

Bcerga HaxkumaiTe v oTnyckanTe onepaLmoHHyH KHOTKY MiiaBHO,
0coBeHHO Npu paboTe ¢ pacTBOpaMy BbICOKOW BA3KOCTU. Hukor-
[a He oTnyckainTe KHOMKY pe3ko npu o6paTHOM ABMXKEHWUM.

Y6eanTech, YTO HaKOHEYHUK MIIOTHO AEPXUTCS Ha NOCaA04HOM
mecrte. [poBepbTe, HET N Ha HAKOHEYHUKE MOCTOPOHHWX YacTuL.
Mepen HayanomM paboTbl HAMOMHUTE W OMYCTOLUMTE HAKOHEYHWK
2-3 pasa pacTBOpOM, C KOTOpbIM Bbl cobupaeTecb paboTtaThb.
YaepuBainTe 403aTOp B CTPOrO BEPTUKANbHOM NOMOXEHUN Npu
Habope peareHTa. Ynop Ha [4o3aTope AOSKEeH ONMpaThest Ha ykKa-
3aTenbHbIV Nanew. Y6eauTtech, 4To Temnepatypa Ao3atopa,
HaKOHEYHWKOB ¥ pacTBopa OAMHaKoBa.

NPAMOW METOZ (puc. 5)

HanonHute 4ncTylo BaHHOUKY
ANsi peareHTa pacTBOpOM AN
packanbiBaHus.
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1. HaxmwnTe Ha ornepaunoHHy0
KHOMKY [0 MepBOW OCTaHOBKW.

2. MNorpysnte HaKOHEYHUK B

pacTBOp NPUMEPHO Ha rnyouHy

1 cM n nnaBHO oTnycTUTe Puc. 5

KHOTKY. V13BnekuTe HakoHeYHWK,

aKkypaTHO CHUMas U3NWLLKW pacTBopa O Kpaii peepeyapa.

3. [osupyiiTe B3sThI pacTBOpP, MMaBHO HAXMMas Ha KHOTMKY [0
nepBoii OCTaHOBKW. [locre NpUMepPHO CeKyHOHOM Nay3bl HAXMUTE
ornepaLmoHHyo KHOMKY A0 BTOPOI OCTaHOBKW. Mocre BbINMoNHeHWs
[laHHOM onepawuyy HaKOHEYHUK [OIHKEH NOMTHOCTHIO OMYCTOLWNTb-
csl.

4. OTnycTuTe KHOMKY B UCXOAHOE nornoxeHve. Ecnv Heobxoaumo,
CMEHWTE HaKOHEYHWK W NPOAOoMKaiTe NMNeTupoBaHue.

OBPATHbI/ METOAl (puc. 1 2 3 4
6) -

O6paTHbIit MeToA cnonb3yeTcs
ans paboTbl C XUAKOCTAMMU,
MMEIOLLMMU BbICOKYIO BSA3KOCTb ¥
UM CKIMOHHOCTb K BCMEHUBa-
HWIO, @ TaKKe AaHHas TEXHWKa
pekoMeHayeTcs Ans packa-
NbiBaHWUS OYEHb MarnbiX 06be-
MoB. HanonHute 4uctyto Puc. 6

1. llepxa fo3aTtop BEPTUKANLHO, HAXKMUTE ONepaLoHHY0 KHOMKY
10 BTOPO OCTaHOBKM.

2. TorpyanTe HaKOHEeYHUK NpUMEPHO Ha 1 cM B rny6uHY pacTeopa
1 NNaBHO OTMYCTUTE KHOMKY. HakoHeuHyk HanonHseTcs. M3pnekas
HaKOHEeYHUK, aKKkypaTHO CHUMWUTE W3MULLKM pacTBopa O Kpain
pesepsyapa.

3. [osnpyinTe pacTBop, HaXVMas Ha KHOMKY A0 NepBO OCTaHOB-
KW. YaepvBawTe KHOMKY Ha nepBol ocTaHoBke. HeMHoro pacTt-
BOpa OCTaHeTCs B HaKOHEYHMKe. DTOT OCTaToK pacTBopa He
[OJSTKEH BKNOYATLCS B [03MPYEMbI 06BEM.

4. OcTaTok pacTBopa MOXeT BbiTb yAaneH BMecTe C HakoHeu-
HUKOM Npu ero c6poce Mnn CruT 0bpaTHO B peaepsyap nyTem
HaXaTusi 4O BTOPON OCTaHOBKM.

METO[ NOBTOPOB (puc. 7)

[aHHbIn MeToA NpeacTaBnseT 1
coboi npocToit U BbICTPbIN
cnoco6 Ans noBTOPHOro
[03MPOBaHKSA OJHOMO M TOrO Xe
pactBopa. Hanonnute ynctyto ¥
BaHHOYKY [ANS peareHTa

pacTBOPOM A5 packanbiBaHUs.

1. HaxmwuTe KHOMKy
[0 BTOPO OCTaHOBKM.

Puc. 7

2. Morpy3nte HaKOHEYHUK

npumepHo Ha 1 cM B rnmy6uHy pacTBopa W MnaBHO OTNyCTUTE
KHOMKy. HakoHeYHuWk 3anonHseTcs. CHUMUTE U3NULLIKU pacTBopa
0 KpaWi pesepByapa.

3. [o3upyiitTe pacTBop, NMaBHO HaXWUMas Ha KHOMKY A0 NepBoOWi
OCTaHOBKW. YaepXvBanTe KHOMKY Ha nepBol ocTaHoBke. HemHoro
pacTBopa oCTaHeTCsi B HAKOHEYHMKe. OTOT OCTaToK pacTBopa
He [IOMMKeH BKIYaTLCS B A03UPYEMbI 0GBEM.

4. TpopomnxanTte NO3MPOBAHWE, BLIMOMHAA NYHKTLI 2 1 3.

[O3UPOBAHME LIENIbHOW KPOBMU (puc. 8)

[Insi 3aNOnNHEHNst HaKOHeYHKKa
KPOBbIO BbIMOMHUTE MYHKTHI 1 12345
1 2 npamoro meToaa paboThbl. i
TwaTenbHO BbLITPUTE HaKo-
HEYHMK CYXOW YNCTON TKaHbIO.

1. MorpysnTe HakOHEYHWK B
peareHT U HaXXMWUTE KHOTMKY [0
nepBoii OCTaHOBKYW. Y6eauTech,
4YTO HaKOHEYHUK MOrpyXeH B
pacTBop.

Puc. 8

2. lNnaBHO OTNYCTUTE KHOMKY B
MCXO4HOE TMOoMNOoXeHue.
HakoHeuYHuk ByaeT 3anonHATLCA pacTBOpPOM. YaepxuBante
HaKOHEYHWK B pacTBOpeE.

3. HaxmuTe kHoMKy 40 NepBOI OCTAHOBKU U NaBHO ocBoGoauTe.
MoBTOpsiTe 3Ty NpoLeaypy A0 TeX Nop, Noka BHYTPEHHSISA Mo-
BEPXHOCTb HAaKOHEYHUKa HE CTAHET YUCTONA.

4. B KOHLE onepaumy HaXMUTE KHOMKY A0 BTOPOM OCTaHOBKU,
4TOGbI NOMHOCTBIO OMNYCTOLUNTL HAKOHEYHWK.

TEXHUWYECKOE OBCIY>XUBAHUE

Ecnu posatop JleHnunet bnak He ncnone3yetcs, ybegutecs,
YTO OH XpaHWUTCA B BEPTUKAINIbHOM MONOXeHUW. [Ansa 3Toro Mbl
peKOMEHLyEM HACTOMbHbBIN LUTATUB ANS [103aTOPOB .

EXXEOHEBHAS MPOBEPKA

Mepen Havanom paboTbl yb6eautechb, YTO Ha MOBEPXHOCTU
fo3atopa OTCyTCTBYET rpsisb I Nblifb.

Ocoboe BHMMaHVe crneayeT o6paTUTb Ha NOCAA0YHbIA KOHYC
ANsi HAKOHeYHWKa. Henb3asi MCnonb3oBaTh AMns OYUCTKA NOBEPX-
HOCTM Jo3aTopa pacTBOPUTENN 3a UcKMtodeHnem 70% aTaHona.

NEPUOOUYECKOE OBCNYXXUBAHUE

B cnyyae, ecrnv fo3atop UCNonb3yeTcs Kaxablin 1
[i€Hb, OH JOIMKEH NoABEPraTbCs NEPUOANYECKOMY
obcnyxunBaHUIO He MeHee 2-x pas B ropa.

PA3BOPKA O3ATOPOB IMAMA30OHOM 10
1000 mkn

1. OTOXMUTE BHU3 yAANUTENb HAKOHEYHMKa (pUC.

2. OTKpyTUTE yaanuTesb No HanpasieHuto
NpOTVB YaCOBOWN CTPENKW U BLITAHUTE ero

3. OTKpyTUTE KOHYC HaKOHEeYHMKa 2
No HanpaBneHuo NPOTHB YacoBOMN
CTpernku ¢ NomoLLbto kntova (puc. 10) l;;

4. BbITsHWTe nopLueHb B cbope ¢
ApYrMMm vactsiMu. HekoTopble Yactu
MOTyT OCTaTbCsl B KOHYCE HaKOHEeYHWKa
— nepeBepHUTE ero, YToObl BbIHYTb BCE
OCTaBLUMECS YacTy.

5. OuncTUTe NopLUeHsb, Puc. 9
MPYXXUHY MOPLLHSI U NPOKNaA04Hoe

KOSbLIO CyXOW HEBOPCUCTOMN
TKaHbH0.

6. MpoBepbTe KOHYC HAaKOHEYHWKa
Ha Hanu4ne NOCTOPOHHMX YacTuLy,
7. CMaxbTe O4ULLIEHHbIE YacTn
CMas3Kon, BXOAsILLEN

B KOMIMMEKT NOCTaBKu

8. Cobepute gosatop obpatHo
PA3B0PKA JO3ATOPOB
AOWAMA30OHOM 1-10 mn

1. OTOXMUTE BHU3

yAanuTenb HakoHe4HuKa (puc.11)
2. OTkpyTUTE yaanuTenb

No HanpaefeHno NPoTnB
4acoBoil CTPEnKM 1-200 mxn  100-1000 mkn

3. OTgenuTe HKHIOKW YacTb Puc. 10
yaanuTtens (3allenkvsatollee

YCTPONCTBO) 1
4. MNoBepHUTE BHYTPEHHUIA LMNUHAP

(4epHoro LBeTa) No HanpaBneHuo

NPOTUB HYaCOBOWN CTPENKMN U BbITSHUTE

KOHYC HaKoHeYHuKa

5. BbITSHWTE UMNUHAP, HaXaB Ha

3allerkm Ha cCamMoM LUnuHape

6. OuncTnTe NpoKnaZoYHoe KOMbLOo

W UMNUHAP

7. Cobepute gosatop obpatHo 9

CTEPUNU3ALNA

Becb fosartop Lennkom MoxeT 6bITb

MOABEPTHYT CTepunusalnym nyrem Puc. 11
aBToknaBuposaHusa npu 121°C

(MuHMMYM 20 MuH). [Ins aToro He

TpebyeTcsa cneumnarnbHbIX NPUroTOBNEHU. Bbl MoxeTe ncnonb-
30BaTb CreLmarbHble NPUCMNOCOBNEHNs Anst CTEPUNU3ALIK, ECIU
Bam 310 Heobxoammo.

Mocne aBTokNaBMpoOBaHUs 403aTOP AOMKEH OblTb OxnaxaeH
10 KOMHaTHOW TeMnepaTypel, Mo KpaliHel Mepe, B TeYeHWe ABYX
yacos. [lepea Havanom nuneTuposaHus ybegutecb B TOM,
fosaTtop ABnseTcs cyxum. Mbl pekomeHayem, 4Tobbl Bbl
nposepsnu kanubposky Ao3aTopos 0,5-1000 Mk Yepes kaxable
25 umknos cTepunusauun n gosatopos 1-10 mn - yepes 10
LVKMOB CTEPUNM3aLInK.



KAINMMBPOBKA

BceposaTopbl kanubpytloTcst Ha hupMe-n3rotoBuUTEnNe Npy Tem-
nepatype +22°C, ncnonb3yst AUCTUNNNPOBaHHYt0 Bofdy. OBbIMHO
He TpebyeTcs BbINOMHATL NepekanubpoBKy Ao3aTopa, ofAHaKo
pekomeHayeTcst 3aHOBO kanubpoBaTtb Ao3aTop Ans paboTbl ¢
BA3KAMM XUAKOCTAMU UMK C pacTBOPamm Apyroii Temneparypbl.

HEOBEXOAMMOE OBOPYOBAHUE U YCNIOBUA
AnA BbINOJIHEHMA NPOBEPKU KANTMBEPOBKU

AHanutnyeckue Beckl. O6paTtuTe BHUMaHWe, YToObI LieHa AeneHns
aHanuTU4eckux BecoB Gbina BbiGpaHa B COOTBETCTBUN C BbIGpaH-
HbIM 06beMOM Kanubpyemoro fgosaTopa.

O6bem LleHa peneHus
0o 10 mkn 0,001 mr
10-100 mkn 0,01 mr
Gonblie 100 mkn 0,1 mr

XKnakocTb AN KanuBpoBKW: AUCTUNNNPOBaHHAsA BOAA.
Kanubposka AormkHa BbINOMHATLCS B MOMELLEHUM, FAe OTCYTCT-
BYIOT CKBO3HSIKW, NpU nocTosiHHOM (£0,5°C) TemnepaTtype BoAbl,
fnosaTopa v Bosayxa B AgnanasoHe ot 20°C go 25°C.
OTHOCHTENbHas BNAXHOCTb A0SMKHA BbITh Bhille 55%. OcobeHHO
BaXHO NOAAEPXUBaTb MOBbILEHHYIO BNAXHOCTb BO3AyXa npu
kanmbposke 06beMoB MeHee 50 MK, 4TOBbl YMEHbLUUTL NOTEpU
XKUOKOCTU MPU UCNapeHnu.

NPOBEPKA KAITMBPOBKU

[losaTopbl NPOBEPSAIOTCSH HA MAKCUMArbHOM ¥ MUHUMaNbHOM
o6bemax. Hanpumep, posatop Jlennunet Nant 1-10 mkn
Tectupyetcs Ha obbemax 1 mkn u 10 mMkn. HakoHeuHwKk,
1cnonb3yemblil NepBblit pas, AoMmKeH GblTb NpeaBapuUTensHO
cMo4eH nyTem 3abopa u cnuea xuakoctu 3-5 pas. 3atem
BbINONHKTE A03npoBaHue 10 pa3 o6oux o6bemoB. MepecyuTaiite
nornyYeHHbI BeC A03bl B 06beM Mo cneuumansHon dopmyne.
Henb3s ncnonb3oBaTh U3MEPEHHBIE 3HAYEHNSI C MOMOLLbIO BECOB
6e3 nepecyeTa no gopmyne Ans AanbHeRWnx pacyeTos.
Kanu6poBka go3aTtopa cuyuTaeTcsi NpaBWUibHOW, ecnu
BbIYVCEHHbIE Pe3yrbTaThl YKINaAbIBaKTCS B Npeaerbl, ykasaHHbIe
B Tabnuue. Ecnu pesynbTtaTbl He yKNaablBaloTCA B rpaHuLibl,
[103aTOp AOMKEH ObITb OTPEryNMpoBaH 1 NPoOBEpeH 3aHOBO.

[Ovnana3soH O6bem To4yHoCTb Bocnp-cTb
MKI % %
0,5-5 MKn 5 +5,0 5,0
0,5 +8,0 7,0
1-10 mMkn 10 +25 3,0
1 +8,0 7,0
2-20 mkn 20 +2,0 3,0
2 +8,0 6,0
5-50 mkn 50 +2,0 2,5
5 +5,0 5,0
10-100 mkn 100 +1,5 2,0
10 +2,5 3,0
20-200 mkn 200 +1,5 2,0
20 +2,0 3,0
100-1000 mkn 1000 +1,0 1,0
100 +1,5 2,0
0,5-5 Mn 5000 +1,0 1,0
500 +1,0 1,0
1-10 Mn 10000 +1,0 1,0
1000 +1,0 1,0

®OPMYIbl ANA BbIYUCINEHUA PE3YJIbTATOB

TouHOCTb (CUCcTemaTUyeckas owmnoka)

TOYHOCTb - BENWUMHA, XapaKTepuaytoLas pasHuLly Mexay [03u-
pyeMbiM 06bEeMOM W YyCTaHOBIIEHHbIM O6bemMoM
Ha gosaTope.

§= cllv HOM.*100%; ch:

HOM.

I'ae d - TouHocTb (%); Vep. - cpefiHee 3HaveHne obbema (MKn);
Vhowm. - HOMUHaNbHbLIN 06beMm; Vi- 06bem Ao3bl (Mkn), Mi- Bec
[03bl (Mr); p - yAenbHas NNoTHOCTb BoAbl, 0,998 mr/mMkn npu
+20-25°C; n - yucno namepenui, 10.

BocnpousBoaMMocTb (cny4yanHas, HecucTemaTuyeckas
owmn6ka)

Bocnpoun3BoaMMocTb - BENUYMHA, XapakTepuaytoLas nosTopsie-
MOCTb A031pOBaHnA.

G:T*mo%

'ne c-BocnpounsBoanMMocTb (%); Vep.-cpeaHee 3HayeHne obbema
(mkn); Vi-o6bem fo3bl (MkN), n-yucno uamepenun, 10.

PEFYJIMPOBKA

Perynuposka BbinonHseTcs ¢
nOMOLUW b CchneunanbHoro
Krltoya, NocTaBmnsiemMoro BMecTe
C 103aTOPOM.

1. MomecTuTe KNy Ha kanuo-
POBOYHOE KOIbLO, pacnono-
XXEHHOoe nopj onepawlyoHHOM
KHOMKOW.

2. MoBepHUTE KIOY MO Yaco-
BOVA CTperke Ans yBenuyeHus
nosupyemoro obvema un B
NpPOTUBO-MNONOXHOM Hanpas-
NeHnn Ans yMeHblleHus Puc. 12

obbema.

3. lMocne perynnpoBku NpoBepbTe KanuMbpoBKy Ao3aTopa cornac-
HO NPUBEAEHHOW BbILLIE UHCTPYKLMN.

YCTPAHEHUE HEUCIPABHOCTEWN

Henonagka [MpuuunHa PekomeHpauus
YTeuka HakoHeyHuk HennoTHo HageT  NOTHO HaJeHbTe
HaKOHEYHUK

Mbinb unn MOCTOPOHHKE Hac- Ouuctute KOHYC
TUUbl MeXay HaKOHEeYHUKOM n HageHbTe HOBBbIN
“ KOHycOM HaKOHEeYHUK

Mbifb MM NOCTOPOHHME Yac-  OunCTUTE U CMaXbTe
TULbI MeXay NyHXepom, nnyHxep, Npoknagky
NPOKNaAKoN 1 LMNNHAPOM W umnuHap

LivnuHap n npoknagka nnoxo  CmaxbTe (CM. UH-

cMasaHbl CTPYKLMIO)
MoBpexaeHo coefuHUTENb-  3aMeHWUTE KoSbLio
HOE KOMbLIO
HeTouHoe HenpasunbHas pabota BHumatensHo cne-
[o3vpoBa-  [103aTOPOM [yiATE MHCTPYKLMM
Hve HenpaBunbHo HageT Hako- MnoTHO HageHbTe
HEYHUK HaKOHEYHUK
HapylweHue kannbposku, Ha-  [MoBTOpPUTE Kann6-
npumep, 13-3a HEOPEXHOro  POBKY B COOTBETCT-
OTHOLLEHMS C 403aTOPOM BUM C MHCTpYKLMei
HeTouHoe Henopaxopsuwas kannbposka. Mepekanubpyite

fosuposa-  PaboTa C BA3KAMM XWAKOCTS-  MOA NCMOMb3yemMyto
HUE C HeKOT. MM TpebyeT nepekanMbpoBKU  XWAKOCTb
XMAKOCTAMM

CEPBUCHOE OBCIY>XUBAHUE

[osatop JleHnuneT Bnak CKOHCTPYyMpoBaH Takum 06pa3om, HToGbI
OH 6bIn nerok B o6cnyxmBanun B nabopatopun. OgHako, ecnu
Bbl xxenaeTe npoussecTn cepBucHoe obcnyxuBaHve Bawero
[osartopa y Hac unu Hallero gunepa, noxanyicra, ybeaurecsb,
4TO f03aTop GbiN NPOAE3VH(MLMPOBAH Nepes, OTNPaBKOM K HaM.
Moxanyincra, NOMHWUTE, YTO MOYTOBas CBA3b UMEET MpaBo
n3bIMaTb MOChINKM, CoAepXallve UHMEKUMOHHbI MaTepuan, a
Takke 4TO Ae3nHdekuus fo3aTopa B CEpPBUCHOM LieHTpe
yBENMYMBaET CTOMMOCTb CEPBUCHOr0 OGCNyXuBaHUA unu
pemMoHTa.
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®EAEPAABHAST CAVIKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,ﬂOCTOBEPEHHE

HA MEAWUHWHCROE U3JEJIME
or 02 mionst 2016 rona N P3H 2016/4183

.| Ha MeumHCKOE H3CTHE
ILaanmer s onpeneaenns rpymn kposu I1-50 mo TY 9464-020-29508133-2016

Hacrosinee perucTpallMOHHOE YI0CTOBEPEHHE BBIIAHO

OGmecTBo ¢ orpannyenHoi orgercreennoctbio "MunuMen'" (OO0 "MunnMen"),
Poccust, 241520, Bpsinckas 06.1actb, Bpsinckuii paiion, ¢. Cynoneso, yi1. Ilocceiinas,
n 17A

% IlpousBonuTens

OG6mecTBo ¢ orpanuyennoii orgercreennoctsio "MuraMen" (00O "MuauMen'"),
% Poccns, 241520, Bpsinckas 06.1acth, bpsncknii paiion, ¢. Cynoneso, yJi. locceiinasn,
a. 17A

"I MecTo npou3BOJACTBa MEHIMHCKOIO U31e]TAS
‘|| 242600, Bpsinckas 06aacTh, r. IaTeK0BO, 1. Jlennna, 1. 182, kopn. 1

Homep peructparuonsoro jgocse Ne PJ1-9867/66906 ot 13.01.2016
Bui MeMIEHCKOro u3enus 327110
Kiacc MOTEHIHATHHOI'O PACKA IPUMEHEHHS MEAHIIMHCKOro n3zenus 1

Ko Obmepoccuiickoro Kiaccupukaropa npoAyKIuy 1Jid MEAUIUHCKOTO U3/ 94 6465

M.A. Mypamko

0019267




GEINEPANIBHOE ATEHTCTBO

110 TEXHHYECKOMY PET'YJIMPOBAHHIO 1 METPOJIOTHH
CHUCTEMA JIOBPOBOJILHOW CEPTUOUAKALN TOCT P
«EAC AUDIT»

PEIMCTPALIMOHHBIA HOMEP POCC RU.32028.04EACI
OPI'AH 10 CEPTH®HUKAIIMK 000 «I'OPTECT»
PECMCTPALIMOHHELI HOMEP POCC RU.32028

HHH 7717616798 OT'PH 1087746489060

IOpummyecknit anpec: 109028, Pocews, . Mocksa, Cepebpsrndeckan HabepexHas, 1. 27

aram 4, noM. 1, kom. 17
Tenedion: 8 (800) 1000-730, e-mail: info@eacaudit.ru

Ne003749 CEPTU®UKAT COOTBETCTBIUA

Perucrpanmonnsrii Homep Ne 04EAC1.CM.00813

O0uecTBO ¢ OrPaHH4eHHOl 0TBeTCTBEHROCTHIO «MunuMen»

(HAHMCHOBAHNE TH1A)

241520, Poccusi, Bpsinckas o6aacts, bpsnckuil paiion, c. Cynoneso, yii. Hlocceitnas, 1.17A
(ropuanaecknit agpec nKua)

241520, Poccusi, Bpsinckas 06:1acth, Bpsinckuii paiion, c¢. Cynoneso, ya. lloccenasn, 1.17A

(haxTuaeckuit aapec ua)

WHH: 3234007127 OI'PH: 1023202138332

HACTOSIAN CEPTH®HUKAT YVIOCTOBEPSIET COOTBETCTBHUE

CHCTEMBl MEHEDKMEHTa KadecTBa u3Jemi Meaumupmckax OOfmecTBa ¢ OrpaHHYEHHOH OTBETCTBEHHOCTBIO
«MuuuMen» TpeGosanmam T'OCT ISO 13485-2017 (ISO 13485:2016) «Msneanst Meaunuuckue. CHCTeMBI
MeHeIKMeHTa KavecTBa, CHcTemuble TpeGoBaius IS Heeil peryInposannsy NpUMeHHTeIbHO K LIponssoacTso
nafopaTopHoii TOCYAbl, MEAHIHHCKHX u3genuii, npuGopoR M NPHHANJIEKHOCTEH, xpacn'renen, peareHToB H
HaGopos pearenTos 4 in-vitro AAATHOCTHKH

Jlara perscrpanun: 19-03-2019

Cpoxk neicreus go: 18-03-2022

=T
/4
PyKOBOIHTENEL OPrana S 5
1o cepTHHUKANME! B. H. Morogusn
= (nojines) E
/@}/??mé A/ E. I, Kyp6atoea
W (moanuce) :

HACTOAWMA CEPTHOMKAT OBA3LIBAET OPTAHU3ALIMIO M0 AEPKUBATE COCTOAHKE BEINOMHAEMBIX PABOT B COOTBETCTBMM C
BBIWEYKA3AHHBIMM CTAHAAPTAMM, YTO BYAET HAXOAUTBLCA NOJ KOHTPONEM OPTAHA N0 CEPTHOWKAL MM CUCTEMEI
N0BPOBO/ILHOM CEPTHOMKALIWM "EAC AUDIT" M NOATBEPHAATBCAH MPH NPOX0X AEHWA EXXEr0AHOT 0 WHCNEKLIMOHHOMO KOHTPONA




000 “MunnMen”, 241520, Poccuiickan ®egepauns, BpaHckana o6nacthb,
EpsAHCcKUIA paitoH, ¢, CynoHeBo, yn. LocceiHan, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -5, -56, -57, -58, -60, -61, -62

® MHorokaHanoHbIM Homep - 8-800-100-48-32
m dakc (4832) 92-24-54, 92.24-59, 92-24-61

nocmaswux nobopamopui WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru
Koj1 OKII 946465 Perucrpanuonnoe yjocrorepenne Ne P3H 2016/4183 or 02.06.2016 1.
IMacnopr

Ilnanmer ans onpeaenenus rpynn kposu I1-50
TY 9464-020-29508133-2016

1. Hasznauenne
IIPB}IHB‘BHH‘ICH JLIISA (}]TpE}IC}ICHHH ]‘pyﬂl’l KPOBH METOJIOM I]]’)HMOIT-] pCaKlIHH dArraoTHHAIIHE |1 IIPOBCJ_ICHHH
npo0 Ha COBMECTHMOCTE JIOHOPA M PEIHITHEHTA.

2. OcHoBHbIE TEXHHYMECKHE XAPAKTePHCTHKH

1. TaGapurusiii pazmep, MM — (290£0.,5) x (190£0,5) x (3,5+0.5).

2. Msrorossen w3 yaaponpodtoro nojvetupona Mapku YIIM-0508. He asrokiaBupyerea.

3. Kondurypauus nzaemus — 10 crpok 1o 5 jayHok B kas/1oii (50 nyHox). Pasmep nyuku, mm — (20£1,0) x (14+1,0) x
(1,5+0,5). Kaxrasn synka uMeeT GOPTHKH, NPENSATCTBYIONNE PACTEKAHHIO PEarcHTOB.

4. Jlynxu mapkupoBaHbl Ha nojax mudpoBoit MapkupoBKoii (110 JUIMHHONA cTopoHe oTaUTH IHps! oT 1 1o 10, 1o
kopotkoii — 1 (0), IT (A), III (B). IV (AB)). ononuuTensHBI paj TyHOK He MapKUpPOBaH M MpeIHa3sHA4YeH JJIA
JIOTIOJHUTEILHOTO aHAIN3a KPOBH JIOHOPA H PELMITMEHTA HA COBMECTHMOCTD.

5. Macca usenus, r - He dojee 80.
6. VYcroitune k aesmnexmmn 3% pactBopoM nepekucu Bojopoga no I'OCT 177-88, npejcrepunn3anioHHOMN
OYMCTKE PYYHBIM ClI0coOOM H CTEPHAN3AIHHE XUMHYECKHUM MeTooM o MY 287-113.

3. ¥YnakoBpIBAHHE, TPAHCHOPTHPOBAHHE H XpaHeHHe
WHMBHAYAIEHO yTIAaKOBaH. YIAaKOBKa OOECHEUMBACT COXPAHHOCTH M3JIEIHIT MPH TPAHCIIOPTHPOBKE. Y CIIOBHA
TpaHCHOPTHPOBaHMA U3Jiennil — ycaosua xpanenns 5 no 'OCT 15150-69 B kpeiToM Tpancnoprte modoro Buaa. Y cioBus
xpanenus m3nenuii — 2 o 'OCT 15150-69. [Tocne TpaHCIOPTHPOBAHMS B YCIOBUAX OTPUIATEC/ILHBIX TEMIIEPATYP M3JICIIHS
JIOIKHBI OBITH BBIJIEP/KaHbl TIPH HOPMAJILHBIX KJINMAaTHYECKMX YCIOBHAX He MeHee 4 4.

4. TpeboBanus He3onmacHocTy
Ilpu sxennyaraunu Heobxoaumo codiroxaTh HpaBuia HE30MACHOCTH IIPH paboTe ¢ ILIACTUKOBBIME M3/ICTHsMHU.

S. Ceenenusi 00 YTHIH3ANHH
Hsnenne me mpezcTaBiseT ONacHOCTH JUIA OKpPY/Kalolleil cpe/ibl, KM3HH M 3J0POBBA JIOJIEH Moclie OKOHYaHHsA
cpoka ciyxObL. opsiok yrummsauuu usiennd onpenesisercs [lotpedburenem.

6. TI'apanTHH H3roTOBHTEIN

Hsroropurens: 000 «MunuMenn, 241520, PP, bpanckaa obuacts, bpanckuii paiion, c¢. Cynonepo, yi.
locceiinas, 17A.

Anpec npouseojictia; 242600, Poceust, bpanckas obnacts, . Jlarskoso, yi. Jlennna, 1. 182, koprye 1.

HarotoruTens rapantHpyeT cooTBerTcTBMe Tianmera II-50 tpeGoranmam TY 9464-020-29508133-2016 npu
cobMIo/IeHHN  MoTpedHTeNeM VCIOBHH  TPAHCHOPTHPOBAHHMA, XpaHEHHs M JKCIUIYaTalllu. Dapantuiineiii - cpok
IKCIIyaTaluu — 12 MCCHIICB CO JIHA BBOJ/IA B 3KCIUTYaTalMio.

I'apanTuiinelii cpok xpaneHns — 3 roja.

7. CBHAETEALCTBO O IPHEMKE
H3nenne M3roTOBICHO B COOTBETCTBUM € JICHCTRYIOMEH TEXHHYECKON NOKYMEHTAIMEl U NPH3HAHO 'OHBIM 714
IKCILTYATALIHH.

Hauansuux OTK I'py3unues C.A.
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& ITALCERT

CERTIFICATO N° 5055GQ05

CERTIFICATE N*® 5055GQ05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operattve Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile, Fabbricazione di dispositivi medici invasivi in relazione agli
onf‘ izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.
Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens.in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Managemeﬁt of the manufacturing and placing on the market of

invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class Islenle)
: Marketing of medical and diagnostic dewces in vitro. Marketing of laboratory articles.

A presente Certificato & soggetto al rispetto delle condiznom stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requiirements established in the Rules for the ceftification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certifiato, fare riferimento alla lingua italiana
in cases of discrépancy benveen the languages used in the transiation of the content of this cettificate, please refer to the jtalion longuage

L'AMMINISTRATORE DELEGATO
MAI\)A GING DIR&CIOR

| / Dr. “In‘gi‘ Roberto Cusolito .
Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza

. Fu‘st Issue Date Furst Issue Date [TALCERT Renewal Date Expiration Date
1| 1998 07-23 S 2011-10-30 2020-10-30 2023-10-29 "
| Settore IAF 14 -29 ) ACCREDIA “(’

SGQ N® 023A
| — Membro degll Accord! gl Mutuo Rlconoscimento EA, IAF e ILAC
I Signatory of EA, IAF and ILAC Mutual Recognition Agreements

| ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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ITALCERT

CERTIFICATO N° 505DM07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in
Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of

invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
Marketing of medical and diagnostic devices in vitro. 1
A presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili
4 This Certificate shall satisfy the requirenents established in the Rules for the ceftification in force applicable.
In caso di discordanza tra le lingue utilizzate nella traduzione def contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy betvsgen the languages used i 'the frapisiation of the content of this certificate, please refer to the italian language
L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusolits

Data di Prima Emissione  Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |\
Fist Issue Date Fust Issue Date ITALCERT Renewal Date Expiration Date

2007-10-30 _2011-10-30 2020-10-30 2023-10:29.
[l L5 {
ACCREDIA ’\

VENTE [TALANO D1 ACCREDITAMENTO ~

5GQ N® 0234

Membro degll Accordl ¢l Mutuo Riconcscimento EA, [AF @ ILAC
Slignatory of EA, JAF and ILAC Mutual Recognition Agreements

| _ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it



’ ITALCERT S.r.l.
. viale Sarca, 336 - IT 20126 MILANO MI

tel. +39 0266104876 - fax +39 0266101479

0 TaLcERT e

Notified Body n° 0426

CERTIFICATE N° 181-01-00-DM
(in compliance with Annex V of the Directive 93/42/EEC)

ITALCERT

certifies the

Production Quality Assurance System applied for the
manufacture and final inspection of “Medical Devices” - MD -
by the manufacturer

NUOVA APTACA S.r.l

Via Monte Bianco, 4 - 20900 MONZA (MB) - ITALIY

in the headquarters located in

Regione Monforte, 30
14053 CANELLI (AT) - ITALY

complies with the requirements stated in

Directive 93/42/EEC - Annex V

and authorizes the manufacturer to mark

c € 0426

in compliance with the criteria defined in Annex XlI of the Directive 93/42/EEC
the MD reported in Annex 1 of this Certificate

THE GENERAL MANAGER

N RATN

dr. ing. Roberto Cusolito

First issue date Renewal date Expire Date
2011-11-30 2016-11-30 2021-11-29
This certificate must be published only in integral form and accompanied by its Annex 1.

This certificate is the English translation of the certificate n® 181-01-00-DM issued by ITALCERT Sri in Italian language.
In case of discrepancy you must refer to the original certificate issued in Italian language.



ITALCERT S.r.l.
. viale Sarca, 336 - IT 20126 MILANO M
tel. +39 0266104876 - fax +39 0266101479

E- mail italcert@italcert.it
ITALCERT Notified Body n® 0426

Annex 1 to Certificate n° 181-01-00-DM
-page 10of1-

Surgically invasive medical devices intended for transient use (class lla)

Swabs for the collection and the preservation of biological samples with or without
transport medium, also for surgical application.

Mlian, 2016-11-30 dr. ing. Roberto Cusolito

bASe Gl

General Manager



IMPOSTA D BOLLOASSOLTA

Ministero della Salute
" DGDMF
1.5.1.e,2/2016/217
|| 1!954:”3‘.!;” | ‘ H m“”
DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E
DEL SERVIZIO FARMACEUTICO

e 2040491-P-20/07/2016
UFFICIO 04 ex DGFDM — DIAGNOSTIC] IN VITRO

DGDMF/04/1.5.1.e.2/2016/217

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

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

VISTA I'istanza datata 04/07/2016 presentata dalla ditta NUOVA APTACA SRL con sede legale in  Via
Monte Bianco, 4 -20900- Monza (MB), Italia, e sede operativa in Regione Monforte, 3 — 14053- Canelli (AT),
Italia, C.F. 07520900155, P.IVA 00862050960;

CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 07 Agosto 2012;

VISTI gli atti d’ufficio;

HAVING REGARD 10 98/79/EC directive concerning the in vitro diagnostic medical devices:

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

HAVING REGARD 10 the request dated 04/07/2016 submitted by the company NUOVA APTACA SRL with
registered place of business in Via Monte Bianco, 4 — 20900- Monza (MB), Italy and operative site in Regione
Monteforte, 3 — 14053- Canelli (A1), Italy, C.F. 07520900155, P.IVA 00862050960,

WHEREAS this company paid the fees required by Ministerial Decree (D.M.) August 07, 2012;

HAVING REGARD to the official deeds;

SI ATTESTA
ITIS ATTESTED

che la ditta NUOVA APTACA SRL, sede legale in Via Monte Bianco, 4 — 20900- Monza (MB), Italia ¢ sede
operativa in Regione Monforte, 3 —14053- Canelli (AT), Italia, C.F. 07520900155, P.IVA 00862050960, ha marcato
CE. come dispositivi medico-diagnostici in vitro, secondo le procedure previste dalla direttiva 98/79/CE, i seguenti
prodotti:

that the Company NUOVA APTACA SRL with registered place of business in Via Monte Bianco 4 — 20900-
Monza (MB), Italy and operative site in Regione Monteforte, 3 — 14053- Canelli (AT), Italy, C.F. 07520900155,
P.IVA 00862050960, affixed CE marking as in vitro diagnostic medical devices, according to the Directive
98/79/EC, to the following products:

)

Cod. 0 18138 - 10 ml conical test tubes, PS, cap and label, sterile ind, Wrapped, case Cod. 1001/EN - Tips Eppendorf type in PP, vol. 100-1000ul, nautral,

Cod. 10001 - Macro lips Gilson typa, val. 2,000-10,000ul, neulral, Cod. 1001/G - Tips Glison type in PP, vol. 100-1000 ul, blue colour,

Cod. 10001/SG - Macro lips Gilson lype, vol. 2,000-10,000ul, neutral, Cod. 1001/G/250 - PIPETTE TIPS 101-1000 UL BLUE GILSON TYPE

Cod. 10005 - Macro lips Biohit type, vol. 2,000-10,000ul, neutral, Cod. 1001/GICS - PIPETTE TIPS 101-1000 UL BLUE GILSON TYPE, confezione
Cod. 10005/SG - Macro tips Biohil type, val. 2,000-10,000ul, neulral, singola

Cod. 1001/B - Tips Beckman fype in PP, vol. 101-1000 ul, neutral, Cod. 1001/G/3G - Tips Gilsan type in PP, vol. 100-1000 ul, blue colour,

Cod. 1001/BISG - Tips Beckman type in PP, vol, 101- 1000 ul, neutral, Cod. 1001/G/SGICS - Tips Gilson type in PP, blue colour, 100-1000 ul, sterile ind.
Cod. 1001/E - Tips Eppendorf type in PP, vol. 100-1000ul, biue colour, Wrapped

Cod. 1001/E/200 - Tips Eppendorf type in PP, vol. 100-1000ul, blue colour, Cod. 1001/0 - Tips Oxford type in PP, vol. 101-1000ul, green colour,

Cod. 1001/E/500 - Tips Eppendor type in PP, vol. 100-1000ul, blue colour, Cod. 1001/0/SG - Tips Oxford lype in PP, vol. 101-1000ul, green colour,

Cod. 1001/E/CS - Tips Eppendorf type in PP, vol. 100-1000ul, blue colour, confezione Cod, 1001/0B - Tips Oxford type in PP, vol_ 101-1000ul, blue colour,

singola Cod. 1001/0B/SG - Tips Oxford type in PP, vol. 101-1000ul, blue colour,

Cod. 1001/E/SG - Tips Eppendord type in PP, vol. 100-1000ul, blue colour, Cod. 1001/U - Universal tips in PP, vol, 100-1000 ul, blue colour,

Cod. 1001/EISGICS - Tips Eppendorf type in PP, vol. 100-1000ul, blue colour, Cod. 1001/U/SG - Universal tips in PP, vol. 100-1000 ul, blue colour,




""‘

o

o
?E

o
ﬂ-o‘*(\ y

L‘-'G

‘C&f'#ﬁGHUN -Universal tips in PP, val. 50-1000 ul, neutral colour,

Cod. 1009IMOITG - 10mi cylindrical test tubes in PP, with rim, graduated,

Cod. 1001/UN/SG - Universal tips 50-1000ul, gradualed, sterile

Cod. 1002/U - Tips Eppendori type in PP, 20-300ul graduated. neutral,

Cod. 1009/MOITG/E/SG - 10ml cylind tes! tubes PP wilh rim & label, @16x100
gradualed

Cod. 1002/V/SG - Tips Eppendorf type in PP, 20-300ul graduated, neulral,

Cod. 1009/MOTGE2000 - 10mi cylindrical test tubes in PP, yellow cap and label

Cod. 1003 - 1.5ml micro test tubes in PP, Eppendorf type, with cap

Cod. 1009/MO/TR - 10mi cylindrical test fubes in PP, with rim, gradualed,

[ Cod. 1003* - 1.5ml micro test tubes in PP, Eppendori type, wilh cap,

Cod. 1003/B - 1.5ml micro test lubes in PP, Eppendorf type, without cap

Cod. 1009/MOITRE2000 - 10ml cylindrical test lubes in PP, red cap and label

Cod. 1003/C - 0.5ml micra test tubes in PE, Beckman lype, with cap

Cod. 1009/MOITVIEISG - 10m cylind test tubes PP with rim & label, @16x100
graduated

Cod. 1003/F - 1.5ml micro lest tubes in PP, Eppendorl lype, graduated,

Cod. 1009/MOC/E - 10ml conical test tubes in PP, with rim and label, graduated,

Cod. 1003/G - 1.5ml micro les! tubes in PP, Eppendor type, graduated,

Cod. 1009/MOCIT - 10ml conical fest fubes in PP, with rim and cap. graduated,

Cod. 1003/G* - 1.5mi micro test lubes in PP, Eppandori type, graduated,

Cod. 1009/MOC/TISG - 10 ml conical test tubes in PP, cap, sterile

Cod. 1003/G/500 - 1,5 micro test tube PP. eppendorf type.grad, bags 500

Cod. 1009/MOC/TB - 10ml conical test lubes in PP, with rim and white cap,

Cod. 1003/G/SG - 1.5ml micro lest lubes in PP, Eppendoif type, graduated,

Cod. 1003/HT - 2ml micro test tubes in PP for Hyland-Travenal, without

Cod. 1009/MOC/TE - 10ml conical test tubes In PP, with rim, label and cap,

Cod. 1009/MOC/TE/SG - 10ml conical lest lubes in PP, with rim, label and cap,

Cod. 1003/HT/250 - 2ml micro test tubes in PP for Hyland-Travenol, without

Cod. 1003/SG - 1.5m! micro test tubes in PP, Eppendorf type, withcap,
Cod. 1003/SG/100 - MICRO T. TUBES EPPENDORF TYPE IN PP G10x40 MMVOL. |
1.5 ML

Cod. 1003/SG/50 - MICRO T, TUBES EPPENDORF TYPE IN PP &10x40 MM VOL 1.5 |

Cod. 1009/MOCITEISG/CS - 10 ml conical test tubes in PP, cap and label, sterile Ind.
Wrapped

Cod. 1008/MOCITR - 10ml conical test fubes in PP, with rim and inserted red cap,

GCod. 1009/MOCITR/E - 10ml conical test tubes in PP, with rim, label and red cap,

Cod. 1009/MOCTESG - CONIC, 10 ML STER. TEST TUBES IN PP 16x100-W/CAP
AND LABEL

Cod. 1003/V - 0.5ml micro lest tubes in PP, Vilraton Akes type, with cap

Cod. 1009/MOCTESGCS - 10m conical tes! tubes in PP, with rim label cap, gradualed

Cod. 1003/V* - 0.5ml micro test lubes in PP, Vitraton Akes type, with cap

Cod. 1009/MOCTSG - 10mi conical fest tubes in PP, gradualed, @16x100mm, red cap.

Cod. 1005 - 10ml cylindrical test ubes in PS, without rim, graduated

Cod. 1005 - 10ml cylindrical test lubes in PS, without rim, graduated

Cad. 1005 - 10m cylindrical test tubes in PS, withoul rim, graduated

Cod. 1005/S - 10ml cylindrical test wbes in PS, without rim, graduated

Cod. 1006 - 3ml cylindrical test tubes in PS, graduated, without rim,

Cod. 1009/IMOTBESGCS - 10ml cylind test lubes PP with rim & label, @16x100
graduated

‘Cod. 1009/MOTBUEI/SG - 10ml cylind lest lubes PP with rim & label, @16x100

raduated

Cod. 1006MMO - 3ml cylindrical tes! tubes in PP, graduated, withoul rim,

Cod 1009/MOTESGCS - 1Uml cylindrical tesl tubes in PP, graduaeed wllh fim label |

Cod. 10061 - TPX cylindrical lest lubes, 7 ml, with rim, not graduated,

Cod. 1009/T - 10ml cylindrical test tubes in PS, with rim, graduated,

Cod. 10062 - TPX cylindrical test tubes, 10 ml, with rim, not graduated

Cod. 1009/T/5G - 10ml cylindrical test lubes in PS, gradua!ed with rim and

Cod. 10063 - TPX cylindrical fest tubes, 16 ml, with rim, not graduated

Cod. 1009/T/SGICS - 10ml cylindrical lest lubes in PS, graduated with rim and cap

Cod. 10084 - TPX cylindrical lest lubes, 26 ml, with rim, not graduated

Cod. 1009 TA/E/SGICS - 10m| cylindrical test tubes PS graduated label and light blue

Cod. 10085 - TPX cylindrical test ubes, 30 ml, with rim, not graduated

Cod. 1009/TB - 10ml cylindrical test tubes in PS, rim, gradualed, @16x100 mm

‘Cod. 10066 - TPX cylindrical lest tubes, 31 ml, with rim, not gradualed

Cod. 1009/TBIE - 10ml cylindrical test tubes in PS. rim, graduated, @16x100 mm

Cod. 10067 - TPX cylindrical lest lubes, 48 ml, with fim, not graduated

Cod. 1009/TB/E/RACK - 10ml cylindrical test tubes in PS, rim, graduated, @16x100mm

Cod. 10068 - TPX cylindrical lest fubes, 75 ml, with rim, . not graduated

Cod. 1009/TBIE/SGI/CS - 10ml cylindrical test tubes in PS, gradualed, label and while

Cod. 10069 - TPX cylindrical test fubes, 110ml, with rim, nol graduated

Cod. 10070 - TPX cylindrical test tubes. 160ml, with rim, not graduated

Cod. 1009/TE - 10ml cylindrical lest lubes in PS, with rim, graduated,

Cod. 1009/TE/CS - 10ml cylindrical test tubes in PS, graduated, with rim label,

Cod. 10071 - TPX cylindrical test lubes, 200ml, with rim, not graduated

Cod. 1008/TE/SG - 10ml cylindrical fest fubes In PS, graduated, with rim label

Cod. 1008/C - Caps in PE @11 mm for test tubes for RIA art. 1014/C

Cod. 1009/C/E - 10ml conical test lubes in PS, wilh rim and label, graduated,

Cod. 1009/TE/SG/20 - CYLINDRICAL TEST TUBES 10ML PS 16X100 W/CAP AND
LABEL STERILE

Cod. 1009/CIT - 10ml conical test tubes in PS, with rim and cap, graduated,

Cod. 1009/TE/SG/AL - 10ml cylindrical test tubes PS graduated, with rim label and

Cod. 1009/C/T/CS - 10ml conical test tubes in PS, with rim and with red cap,

Cod. 1009/C/T/SG - 10ml conical test lubes in PS, wilh rim and with red cap,

Cod. 1009/TE/SGICS - 10ml cylindrical test tubes in PS, graduated, with rim label

Cod. 1009/TE/SG/EST - 10ml cylindr. test tubes in PS gradualed, rim, slerile label,

God. 1009/C/T/SG - 10mi conical test tubes in PS, with rim and with red cap,

Cod. 1009/TG/E/SGICS - 10mi cylindrical lest tubes in PS graduated, label and yellow

Cod. 1009/CITISGICS - 10m conical test tubes in PS, cap, sterile ind. Wrapped

Cod. 1009/TR - 10ml cylindrical test tubes in PS, with rim, graduated,

"Cod, 1008/C/T/SGCS - 10ml conical lest lubes in PS, cap, sterile ind. Wrapped

Cod. 1009/C/TB - 10mi conical test tubes in PS, with rim and with white cap

Cod. 1009/C/TB/E - 10ml conical test tubes In PS, with rim, white cap and label

Cod. 1009/CITRIEISG - 10ml conical test fubes in PS, with rim, white cap and label

Cod. 1009/CITBE/CS - 10ml conical test tubes in PS, with rim, label and white cap,

Cod. 1009/TRIE - 10ml cylindrical test lubes in PS, with rim, gradualed,

"Cod. 1009MOITR/ESGCS - 10mi cylindrical test tubes in PP, cap and label, sterile ind.

Wrapped

Cod. 1009MOCTESGCS - 10ml conical test tubes in PP, cap and label, sterile ind.
Wrapped

Cod. 1009/CITE - 10ml conical test tubes in PS, with rim, label and cap,

Cod. 1009/C/TE/2000 - 10mi conical test tubas in PS, cap and label, graduated

Cod., 1009/C/TE/CS - 10ml conical test tubes in PS, with rim, label and cap,

Cod. 1009MOTESG100 - 10ml cylindri. test tube in PP @16x100 gradualed, fim and
cap

Cod. 101 - Pelri dishes @ 80 mm, without friple vents, in PS

Cod, 1009/CITE/SG - 10ml conical test tubes in PS, with rim, label and cap,

Cod. 101/5 - petri dishes 90mm wioul venls in PS 5 pesibag

[ Cod. 1009/CITE/SGICS - 10ml conical les! tubes in PS, with rim label cap, graduated

Cod. 101/AN - Petri dishes @ 90 mm, without triple vents, In PS

Cod. 1009/C/TG - 10ml conical test tubes in PS, with rim and with white cap

Cod. 101/8 - @90 mm petri dishes in PS, withoul vents, aseplic

Cod. 1009/CITGE/SG - 10ml conical test tubes in PS, with rim, label and yellowcap,

Cod. 101/CS - PETRI DISHES IN PS,DIAM.90MM- STERILIZED-IN

Cod. 1009/G/TR - 10ml conical lest tubes in PS, with rim, gradualed,

Cod. 1009/CTBESGCS - 10ml conical test tubes in PS, with rim, white cap and label

Cod. 101/SG - Pelri dishes @ 90 mm, without triple vents, in PS

Cod. 101/SG/AN - Petri dishes @ 90 mm, without triple vents, in PS

Cod. 1009/E - 10ml cylindrical test ubes in PS, with rim, graduated

Cod. 101/SG/B - @90 mm petn dishes in PS, without vents, slerile

Cod. 1009/£/SG - 10ml cylindrical test tubes in PS, with rim, without cap,

Cod: 1010/E - 3ml cylindrical test tubes in PS, graduated, without rim,

Cod. 1009/MOIE - 10ml cylindrical tesl tubes in PP, with rim, graduated,

Cod. 1010/MOJE - 3ml cylindrical test lubes in PP, graduated, without rim,

Cod. 1009/MO/T - 10ml cylindrical test tubes in PP, with rim, graduated,

Cod. 1010/MOIT - 3ml cylindrical test tubes in PP, graduated, without rim,

Cod. 1009/MOfT/100 - 10ml eylindrical test lubes in PP, with cap

Cod. 1010/MQITE - 3ml cylindrical test tubes in PP, graduated, without rim,

Cod. 1009/MOTT/AL - 10mi cylindrical test tubes in PP, cap with longue

Cod. 1010/MOITE/SG - 3ml cylindrical test lubes in PP, graduated, with cap label,

Cod. 1009/MO/T/CS - 10ml cylindrical test tubes In PP, graduated, with rim, red

Cod. 1010/SB - Tips Gilson diamond type, 2-200 ul

Cod. 1009/MOIT/SG - 10ml cylindrycal test tubes in PP, @16x100mm, graduated, with

Cod. 1008/MOITB - 10ml cylindrical test tubes in PP, with rim, graduated,

‘Cod. 1010/T - 3ml cyl[ndrica! test ubes in PS, graduated, withoul rim,

Cod, 1010/TE - 3ml cylindrical fest tubes in PS, graduated, without rim,

Cod. 1009/MOITBIE - 10ml cylindrical test lubes in PP, with rim and white cap,

Cod. 1010/TE/SG - 3mi cylindrical test tubes in PS, graduated, with cap label,

Cod. 1009/MOITBIE/SG - 10ml cylindrical test tubes in PP, graduated, wilh rim, label

Cod. 1009/MOITBLIE/SG - 10 ml cylindrical lest lubes in PP, blue cap, label, sterile

Cod. 1011 - 18ml faeces containers in PS, with pressure cap and spoon,

| Cod. 1011/E - 18ml faeces containers in PS, wilh pressure cap and spoon,

Cod. 1009/MOITE - 10ml cylindrical test tubes in PP, with rim, graduated,

Cod. 1011/E/50 - 18ml faeces containers in PS, with pressure ¢ap and spoon,

Cod. 1009/MO/TE/SG - 10ml cylindrical test tubes in PP, gradualed‘ with rim, fabel

Cod. 1011/E/AST - 18 ml faeces containers in PS, cap and spoon, label

Cod. 1009/MOITEISGIC - 10ml cylindrical test tubes in PP, cap and label, sterile Ind
wrapped

Cod. 1011/E/SG - 18ml faeces conlainers in PS, with pressure cap and spoon,

Cod. 1009/MO/TE/SGICS - 10ml eylindrical test lubes in PP, cap and labal, sterile ind
wrapped

Cod. 1011/E/SGICS - 18 ml faeces containers in PS, cap and spoon, label, sterile ind
wrapped

| Cod. 1011/SG - 18ml faeces containers in PS, with pressure cap and spoon,




3 ﬁaﬁ\%ﬁ 1/SGICS - 18ml faeces containers in PS, with pressure cap and spoon,

Cod. 1027.04" - Sloppers closed at the bottom in PE for lest lubes @16 mm,

| Cod. 10110 - SEDI-RATE E.S.R. System Graduated pipetie + test fube

Cod. 1027.05 - Stoppers closed at the bottom in PE for test tubes @16 mm,

| Cod. 10110/16 - SEDI-RATE ESR System Graduated pipelte + les! tube

Cod. 1027.05° - Stoppers closed at the battom in PE for lest fubes @16 mm,

Cod. 10110/PR - TEST TUBE 0,2 NA CITRATE

Cod. 1027.06 - Stoppers closed at the bottom in PE for fest tubes @16 mm,

Cod. 1012 - 18ml specimen containers, in PS, with pressure cap,

Cod. 1027.06" - Sloppers closed al lhe bottom in PE for lest lubes @16 mm,

Cod. 1012/3G - 18m! specimen confainers, in PS, with pressure cap,

Cod. 10271 - PP conical test tubes. 10 ml, with rim, not graduated

Cod. 10121 - PP cylindrical tes! tubes, 7 ml, with rim, not gradualed,

Cod. 10272 - PP conical test tubes, 16 ml, with rim, not graduated

Cod. 10122 - PP cylindrical test tubes, 10 ml, with rim, not graduated

Cod. 1028 - Stoppers closed al the bottom in PE for test tubes @12 mm,

Cod. 10123 - PP cylindrical test tubes, 16 ml, with rim, nol graduated

Cod. 1026 - Stoppers closed al the botiom in PE for test tbes @12 mm,

Cod. 10124 - PP cylindrical test tubes, 26 ml, wilh rim, nol graduated

Cod. 1028 - Stoppers closed at the bottom in PE for test tubes @12 mm,

Cod. 10125 - PP cylindrical test tubes, 30 ml, with rim. nol graduated

‘Cod. 1028" - Stoppers closed at the bottom in PE for lest lubes @12 mm,

Cod. 10126 - PP cylindrical test tubes, 31 ml, with rim, not graduated

Cod. 1028.01 - Stoppers closed at the bottom in PE for lest tubes @12 mm,

Cod. 10127 - PP cylindrical test tubes, 48 ml, with rim, not graduated

Cod, 1028.01* - Stoppers closed at the bottom in PE for test tubes @12 mm,

Cod. 10128 - PP cylindrical test tubes, 75 ml, with rim, not gradualed

Cod. 1028.02 - Stoppers closed at the battom in PE for test tubes @12 mm,

Cod. 10129 - PP gylindrical test fubes, 110mi, with rim, not graduated

‘Cod. 1028.02* - Stoppers closed al the bottom in PE for test tubes @12 mm,

Cod. 1013 - 18ml containers without cap, in PS, @22 x 63 mm

Cod. 1028.03 - Stoppers closed at lhe bottom in PE for test tubes @12 mm,

‘Cod. 10130 - PP cylindrical test tubes, 160ml, with rim, not graduated

God. 1028.03" - Stoppers closed at the bottom in PE for test lubes G312 mm,

Cod. 10131 - PP cylindrical test tubes, 200ml, with rim, not graduated

‘Cod. 1028.04 - Stoppers closed at the bottom in PE for tesl tubes @12 mm,

Cod. 1014 - 4mi cylindrical test tubes for RIA, in PS, graduated at 2ml,

Cod. 1028.04* - Stoppers ¢losed al the bottom in PE for test tubes 212 mm,

| Cod. 1014/C - 3m| cylindrical lest fubes for RIA, in PS, graduated al 2ml,

Cod. 1014/CIT - 3ml cylindrical test tubes for RIA, in PS, graduated at 2ml, cap

Cod. 1028.05" - Stoppers closed at the bottom in PE for test lubes @12 mm,

God. 1028.05 - Stoppers closed at the bottom in PE for test tubes @12 mm,

Cod. 1014/C+1008/C - 3ml cylindrical lest tubes for RIA +cap not assembled

Cod. 1028.06 - Stoppers closed at the bottom in PE for test tubes @12 mm,

Cod. 1014+1128 - 4ml cylindrical test tubes for RIA, PS, graduated, 312x70mm

Cod. 1028.06" - Stoppers closed al the bottom in PE for test tubes @12 mm,

Cod. 1015 - Cuvettes for spectrophotometer MACRO type, 2 -4 ml, in PS,

Cod. 1029 - Stoppers closed at the bottom in PE for test lubes @13 mm,

Cod. 1015/K - Cuvettes for spectrophotometer MACRO type, PS, 2-4ml

Cod. 1029 - Stoppers closed at the bottom in PE for test tubes @13 mm,

Cod. 1015/SG - Cuvettes for spectrophotometer MACRO type 4.5 ml, PS, sterile

Cod. 1029 - Stoppers closed al lhe bottom in PE for test lubes @13 mm,

Cod. 10150 - 10ml test tubes with screw cap and self-standing base, in PP,

Cod. 1029 - Stoppers closed at the bottom in PE for test tubes @13 mm,

Cod. 10150/E - 10 ml skirted test tubes in PP, graduated, label

Cod. 1029 - Stappers closed at the bottom In PE for test tubes @13 mm,

Cod. 10150/SG - 10ml tes! lubes with screw cap and self-standing base, in PP,

Cod. 1029* - Stoppers closed at the bottom in PE for lest ubes @13 mm,

Cod. 10150/SGICS - 10ml test ubes with screw cap and self-standing base, in PP,

Cod. 1029.01 - Stoppers closed at the bottom in PE for test tubes @13 mm,

Cod. 1016 - Cuvettes for spectrophotometer SEMI-MICRO type 0.5-2ml, in PS

Cod. 10160 - 5ml test lubes with screw cap and self-standing base, in PP,

Cod. 1029.01* - Stoppers closed at the bottom In PE for test lubes @13 mm,

Cod. 1029.02 - Stoppers closed al the botom in PE for fest lubes @13 mm,

Cod_ 10160/E - 5 mi skirted test tubes in PP, graduaed, abel

Cod. 1029.02" - Stoppers closed at the battom in PE for test tubes 13 mm,

Cod. 10160/SG - 5ml tes! tube in PP with screw cap and sellstanding base,

Cod. 10160/SG/CS - 5ml lest lube in PP with screw cap and selfstanding base,

Cod. 1029.03 - Stoppers closed at the bottom in PE for test tubes @13 mm,
‘Cod. 1029.03" - Stoppers closed at ihe bottorn in PE for test tubes @13 mm,

Cod. 1018 - 5ml cylindrical test tubes in PS, with rim, graduated,

Cod. 1029.04 - Stoppers closed at the bottom in PE for test ubes @13 mm,

Cod. 1018/MQ - 5ml cylindrical test lubes in PP, with rim, graduated,

Cod. 1029.04* - Stoppers closed at the botiom in PE for test fubes £13 mm,

Ced. 10181 -PS cylindric.al test tubes, 7 ml, wilh rim not graduated,

Cod, 1029.05 - Stoppers closed at the bottom in PE for lest lubes @13 mm,

Cod. 1029.05* - Stoppers closed at the botlom in PE for test tubes @13 mm,

Cod 10183 PS cylindrical test !ubes 16 ml with ﬁm not graduated

Cod. 1029.06 - Stoppers closed at the bottom In PE for test tubes @13 mm,

Cod. 10184 - PS cylindrical test lubes, 26 ml, with rim, not graduated

Cod. 10185 - PS cylindrical test tubes, 30 ml, with rim, not graduated

Cod. 1029.06* - Stoppers closed at the bottom in PE for test tubes @13 mm,

Cod. 1030 - 130ml urine containers in PS, with pressure cap, graduated,

Cod. 10186 - PS cylindrical test tubes, 31 m, with rim, not graduated

Cod. 1030/E - 130ml urine containers in PS, with pressure cap, graduated,

Cod. 10187 - PS cylmdncal test tubes, 48 ml, wnh nm. not graduated

Cod. 1030/€/CS - 130ml urine containers in PS, pressure cap, gradualed, label

Cod. 1030/E/SG - 130mi urine conlainers in PS, pressure cap, graduated, label

ﬁCp_d 10189 PS cylindrical test tubes 110ml with rlm not graduated

Cod. 1030/E/TS - 130ml urine containers in PS, label

Cod. 10190 - PS cylindrical test tubes, 160ml, with rim, nol graduated

Cod. 10191 - PS cylindrical lest tubes, 200ml, with rim, not graduated

Cod_ 1030/MO - 130ml urine containers in PP, wilh pressure cap, gradualed,

Cod. 1030/MOIE - 130ml urine containers in PP, label

Cod. 10205 - 5ml cylindrycal test tubes in PP, with hinged-lid, @13x52mm,

Cod. 1030/MO/E/SG - 130ml urine cantainers in PP, label, sterile

Cod. 10206 - 10ml cylindrycal test fubes in PP, with hinged-lid, @16x80mm.

Cod. 1022 - Technicon sample cups 1.5 ml, in PS, £13.80 x 22.60 mm

Cod. 1030/MO/SG - 130ml urine containers in PP, with pressure cap, gradualed,

Cod. 1030/MOIT - 130ml urine containers in PP, wilh inserted pressure cap,

Cod. 1022/5000 - Technicon sample cups 1.5 ml, in PS, @13.80 x 2260 mm

Cod. 1030/R - 130ml urine containers in P8, with pressure cap red colour

Cod. 1022/V - Centrifichem sample cups 2 ml, in PS, @16 x 24 mm

Cod. 1030/S - 130ml urine containers in PS, without cap, gradualed,

Cod. 1023 - Technicon sample cups 4 ml, in PS, @17.26 x 37.90 mm

Cod. 1030/5G - 130ml urine containers in PS, wilh pressure cap, graduated,

Cod. 1023/K/AN - Technicon sample cups 4 ml, in PS, @17. 26 x 37.90 mm

Cod. 1030/T - 130ml urine containers in PS, with inserted pressure cap,

Cod. 1024 - Gemsaec sample cups 0.5 ml, in PS, @13.55 x 24.50 mm

Cod. 1030/TS - 130ml urine cantainers in PS, with inserted pressure cap, sterile

Cod. 1024/V - Centrifichem sample cup 0.25ml in PS, @14 x 16 mm

Cod. 1031 - 12ml urine test tubes wide mouth, in PS, with cap,

Cod. 10241 - TPX conical les! tubes, 10 ml, with rim, not graduated

Cod. 1031/500+1017 - 12ml urine lest lubes wide mouth, PS, with cap and label

Cod. 10242 - TPX canical test tubes, 16 ml, ‘with rim, not graduated

Cod. 1031/CS - 12ml urine test tubes wide mouth, in PS, with cap,

Cod_ 1025 - 5ml flal bottom test lubes in PS, graduated, with rim,

Cod, 1031/CS/PI - 12ml urine test tubes in PS, gradualed, @17x105mm, hygienic

Cod. 1025/8 - 5ml flat bottom test lubes in PS, graduated, with rim,

Cod. 1031/E - 12ml urine test lubes wide moulh, in PS, with cap label,

Cod. 1025/MQ - 5mi flat bottom test tubes in PP, graduated, with rim,

Cod. 1031/E/500 - 12ml urine test tubes wide mouth, in PS, with cap label,

Cod. 1025/MO/B - 5mi flat bottom test tubes in PP, gradualed, with rim,

Cod. 1031/E/S - 12ml urine tes! tubes wide mouth, in PS, with cap label,

Cod. 1025/U - Universal Uips in PP, vol. 50-1,260 ul, graduated,

Cod. 1031/E/SGICS - 12ml urine lest lubes wide mouth, PS, cap and label, grad

Cod. 1025/U/SG - Universal fips 50-1250ul, gradualed, sterile

Cod. 10251 - 3ml test lubes in PE

Cod. 10252 - 5 ml test tubes in PE

Cod. 1031/E/SGICSIPI - 12ml urine test tubes in PS, graduated, @17x105mm, stenle
| ind wrapped
| Cod. 1031/G - 12ml urina test lubes wide mouth, in PS, wilh yellow cap,

Cod. 1027 - Stoppers closed at the bottom in PE for test tubes @116 mm,

Cod. 1031/S - 12ml urine tes! tubes wide mouth, in PS, without cap,

Cod. 1027 - Stoppers closed at the botfom in PE for test lubes @16 mm,

Cod. 1031/S/1500 - 12ml urine lest lubes wide mouth PS, graduated, @17x105mm

Cod. 1027 - Stoppers closed al the bottom in PE for test tubes @16 mm,

Cod. 1031/SG/CS - 12ml urine test tubes wide mouth, in PS, with cap, grad.,

Cod. 1027° - Stoppers closed at the bottom in PE for test tubes @16 mm,

Cod. 1031/SGICS/PI - 12ml urine test tubes, in PS, gradual. @17x105, cap hygienic

Cod. 1027.01 - Stoppers closed at the bottom In PE for test lubes @16 mm,

Cod. 1031/T - 12ml urine lest tubes wide mouth, PS, with inserted cap,

Cod. 1027.01" - Stoppers closed at the bottom in PE for test tubes @16 mm,

Cod. 1027.02 - Stoppers closed at the bottom In PE for test tubes @16 mm,

Cod. 1031/TE/SG - 12ml urine test lubes wide mouth, PS, with inserted cap.,

Cod. 1031/TE - 12ml urine lest lubes wide mouth, PS, with inserted cap,

Cod. 1027.02* - Stoppers closed at the bottom in PE for lest lubes @416 mm,

Cod, 1034 - Caps in PE for urine lest lube wide mouth art. 1031/5

Cod. 1027.03 - Stoppers closed at the bottom in PE for test tubes @16 mm,

Cod. 1034.01 - Caps in PE for urine test tube wide mouth art, 1031/S

Cod. 1027.03" - Stoppers closed at the bottom in PE for test fubes @16 mm,

Cod. 1027.04 - Stoppers closed at the bottom in PE for lest tubes @16 mm,

Cod. 1034.02 - Caps in PE for unne lest tube wide mouth art. 1031/S

Cod. 1034/R - Caps in PE for urine test tube wide mouth art. 1031/5
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Cod. 10402 - Caps in PE colour neutral, for test lubes @16 mm

! >\__(315:_;1,»10351'E 5ml flat bottom test tubes in PS, graduated, with rim and
od. 1035/MOIE - 5ml flat botiom fest tubes in PP, graduated, wilh rim and

Cod. 1035/MOIT - 5ml flat botlom lest tubes in PP, graduale;d with rim and

"Cod. 10403 - CAPS FOR T. TUBES DIAM. 14.5 MM, FOR TUBES DIAM.

Cod. 10404 - Caps In PE colour neutral, for tesl tubes @18 mm

Cod. 1035/MOTE - 5ml flat bottom test tubes in PP, with rim, graduated,

Cod. 10405 - Caps in PE colour neutral, for test lubes @24 mm

Cod. 1035/MO/TE/SG - 5ml flat bottom test lubes in PP, with rim cap and label,

Cod. 10406 - Caps in PE colour neutral, for test tubes @30 mm

Cod. 1035/T - 5ml flat bottom test lubes in PS, gmdualed wilh nm and
Cod. 1035/TE - 5ml fiat bottom test lubes in PS, with rim, graduated,

Cod. 10407 - Caps in PE colour neutral, for test lubes @35 mm

Cod. 10408 - Caps In PE colour neutral, for tes! lubes @40 mm

Cod. 1035/TE/SG - 5ml flat bottom test fubes in PS, with rim cap and label,

Cod. 10409 - Caps in PE colour neutral, for test tubes @45 mm

| Cod. 10351 - 50m| conical test lubes in PP, with light blue screw cap,

Cod. 1041 - 30ml containers in PS, with while pressure cap,

Cod. 10351/E - 50ml conical lest Wwbes in PP, with screw cap, graduated,

Cod. 1041/E - 30ml cantainers in PS, with pressure cap,

Cod. 10351/E/SG - 50ml conical test tubes in PP, screw cap, graduated @30x115mm,
label, sterile ind wrapped
Cod. 10351/P - 50 m conical test lubes in PP, screw cap nol assembled, @30x115mm

Cod. 1041/5 - 30m| containers in PS, wilhoul cap, @35 x 41 mm

Cod. 1041/SG - 30ml containers in PS, with while pressure cap,

Cod. 10351/R - 50ml conical test tubes in PP, with red screw cap, graduated,

Cod. 1041/ - 30ml containers in PS, with white inserled pressure cap,

Cod_ 10410 - Caps in PE colour neutral, for test ubes @50 mm

Cod 10351/5 - 50ml conical test tubes in PP, light blue screw cap notins.,

Cod. 10411 - Caps in PE colour neutral, for test lubes @20 mm

Cod. 10351/SG - 50m conical test lubes in PP, with screw cap, graduated,

Cod. 10351/8G/25 - CONICAL TEST TUBES IN PP 30X115 MM - 50 ML

Cod. 1045 - Cuvyettes for spectrophotomeler MACRO type 2 - 4 ml, in PMMA

[ Cod, 10450/SG - 14ml test tube wilh 2 posilion closure ¢ap, in PS, gradualed,

Cod. 10351/SG/50/8 - CONICAL TT IN PP 30X115 -50 ML BAGS OF 50 PCS- BLUE
CAP

Cod. 10450/SGICS - 14ml test lube with 2 position closure cap, in PS, graduated,

Cod. 1046 - Cuvetles for spectrophotometer 0.5-2ml SEMI-MICRO type, PMMA,

Cod. 10351/SGICS - 50ml conical test tubes in PP, wilh screw cap, graduated,

Cod. 10470/SG - 5ml test tubes with 2 position closure cap, in PS, graduated,

Cod. 10351/TA/SG - 50ml conical test tubes in PP, light blue screw cap graduated

Cod. 10470/SG/25 - 5ml test fubes, PS, 2 posilion closure cap, graduated, @12x75

Cod. 10352 - 15ml conical test tubes in PP, with screw cap, graduated,
| Cod. 10352/B - 15m| conical test tubes in PP, blue screw cap

Cod. 10470/SGICS - 5ml test lubes with 2 position closure cap, in PS, graduated,

Cod. 1050 - 150ml urine containers in PS, with pressure cap, graduated,

| Cod. 10352/E - CONICAL TT IN PP 17X120MM 15ML SCREW CAP - BAGS OF 100
PCS

Cod. 1050/E - 150ml urine containers in PS, with pressure cap, gradualed,

Cod. 10352/E/SG - 15ml conical test tubes in PP, with screw cap and label

Cod. 1050/E/SG - 150m| urine containers in PS, pressure cap, graduated, label _

Cod. 103521R - 15ml conical test lubes in PP, with red screw cap, graduated,

Cod, 1050/S - 150ml urine containers in PS, without cap, graduated,

Cod. 10352/SG - 15ml conical test lubes in PP, with screw cap, graduated,

Cod. 1050/3G - 150ml urine containers in PS, with pressure cap, graduated,

Cod. 10352/SG/100 - CONICAL TEST TUBES IN PP 17X120MM- 15 ML - SCREW

Cod. 1050/T - 150m| urine containers in PS, with inserled pressure cap,

Cod. 10352/SG/50/B - CONICAL TT PP 17X120 - 50ML 50 PCS/BOX - BLUE CAP

Cod. 1051 - 60ml sputum containers. in PS, with pressure cap,

Cod. 10352/SGICS - 15mi conical fest lubes in PP, with screw cap, graduated,

Cod. 10361 - 10ml cylindrical test tubes in PS, with screw cap,

Cod. 1051/ - 60ml sputum containers, in PS, with pressure cap,

‘Cod. 1051/E/SG - 60m! sputum containers, in PS, with pressure cap,

Cod. 10361/B - 10ml cylindrical test tubes in PS, with while screw cap,

Cod. 10361/E - CYL. T.TUBES W/SCREW CAP IN PS DIAM. 16X100 MM VOL 10 ML
WITH

Cod. 1051/E/SGICS - 60ml sputum containers, in PS, wilh pressure cap, label, sterle
Ind wrapped

Cod. 1051/S - 60ml spulum containers, in PS, without cap,

Cod. 10361/E/SG - 10ml cylindrical test lubes in PS, screw cap, label, sterile

Cod. 1051/5/CS - 60ml sputum containers, in PS, without cap,

‘Cod. 1051/S/SGICS - B0ml sputum containers, in PS, withoul cap,

Cod. 10361M0 - 10ml cylindrical test tubes in PP, with screw cap,

Cod. 10361MO/S - 10ml cylindrical fest tubes in PP, withoul cap, @16x100mm

Cod. 1051/SG - 60ml sputum containers, in PS, with pressure cap,

Cod. 10361/MO/SG - 10ml cylindrical test tubes in PP, wilh screw cap,

Cod. 1051/SG/CS - 60ml sputum containers, In PS, with pressure cap,

Cod. 10361/MOQ/SGICS - 10ml cylindrical test tubes in PP, with screw cap,

Cod. 1051/T - 60ml sputum containers, in PS, with pressure cap,

Cod. 10361MOISGITG - 10ml cylindrical test tubes in PP, with yellow screw cap,

Cod. 1081 - 35ml containers in PS, with white pressure cap,

Cod. 1061/SG - 35ml containers in PS, with white pressure cap,

Cod. 10361/P - 10ml cylindrical test lubes in PS, screw cap not assembled

Cod. 10361/R - 10ml cylindrical test tubes PS , red screw cap not assembled,

Cod. 10361/S - 10ml cylindrical test ubes in PS. screw cap not mounted

Cod. 1061/SGICS - 35ml containers in PS, with white pressura cap, ind wrapped

Cod. 10621 - 2.000 mi securbox in PP, pressure lid, foam 10 holes, handle

Cod. 10361/5G - 10ml cylindrical test tubes in PS, with screw cap.

Cod. 10622 - 5,000 mi securbox in PP, pressure lid, foam 99 holes, handle

Cod. 10361/5G/150 - 10m! cylindrical lest lubes in PS, screw cap, @16x100mm

Cod. 10361/SG/20 - CYLINDRICAL TT 10 ML SCREW CAP 16X100 PS STERILE 20
PCS/BAG

Cod. 10631 - 5mi containers in PE, with screw cap, @21 x 30 mm

Cod. 10632 - 30m containers in PE, wilh screw cap, @35 x 53 mm

Cod. 10633 - 90ml containers in PE, with screw cap, @55 x 62 mm

Cod. 10361/SG/25 - 10ml cylindrical test tubes in PS, screw cap, @16x100mm

| Cod. 10361/5G/CS - 10mi cylindrical test tubes in PS, with screw cap, @16x100 mm

Cod. 1070 - 7ml containers "bijou” type, In PS, @20 x 50 mm,

Cod. 1070/E - 7mi containers "bijou” type, in PS, §20 x 50 mm,

Cod. 10362 - 15ml cylindrical test tubes in PS, with screw cap,

Cod. 1070/E/SG - 7ml containers "bijou” type. in PS, @20x50 mm, with screw

Cod. 10362/P - 15ml cylindrical lest ubes in PS, screw cap not assembled

Cod. 10362/SG - 15ml cylindrical test tubas in PS, with screw cap,

Cod. 1070/SG - 7ml containers "bijou” type, in PS, @20 x 50 mm,

‘Cod. 10720 - Round bowls with rim, in PP, 10 liter, @350 x 160 mm

Cod. 10363 - 20ml cylindrical test tubes in PS, with screw cap,

Cod. 1075 - 5ml cylindrical tes! tubes in PS, not graduated, without

Cod. 10362/SGICS - 15ml cylindrical test tubes in PS, wilh screw cap, @16x120mm |

Cod. 10751250 - 5ml cylindrical test lubes PS not graduated, without rim,

Cod. 10363/R - 20mi cylindrical test tubes in PS, with red screw cap,

Cod. 1075/C - 4.5 ml conical test tubes in PS, @12x75mm, not graduated

Cod. 10363/5G - 20mi cylindrical test tubes in PS, wilh screw cap,
Cod. 10363/SGICS - 20m cylindrical test lubes in PS, with screw cap, @16x150 mm

Cod. 1075/C/T - 4.5ml conical lest tubes in PS, @12x75mm, cap

Cod. 1075/CIT/SG - 4.5 ml conical test lubes in PS, B12x75mm, not graduated,

Cod. 1038/E - 5ml cylindrical test tubes in PS, with rim, graduated,

God. 1075/ - 5ml cylindrical test lubas in PS, not graduated, wilhoul

Cod. 1038/MOJE - 5ml cylindrical test tubes In PP, with rim, gradualed,

Cod. 1075/MO - 5ml cylindrical test ubes in PP, not graduated, without

Cod. 1038/MOIT - 5mi cylindrical lest lubes in PP, with rim, graduated,

Cod. 1075/M0/250 - 5ml cylindrical test tubes PP not gradualed, without rim,

Cod. 1038/MOIT/100 - 5ml cylindrical test tubes PP @12x86mm, with rim and cap,

Cod. 1075/MOISG - 5ml cylindrical test tubes PP, 5ml, @12x75mm, Sorvall type.

Cod. 1038IMO!'|'ISG 5ml cyilndncaliesl tubas in PP, cap

Cod. 1075/MOIT - CYL, TT 5 ML 12X75 PP SORVALL TYPE W/CAP - WITHOUT RIM

Cod 1038MOM EISG 5ml cylindrical test tubes in PP, with rim, cap and label,

Cod. 1075/MOIT/SG - 5ml cylindrical test tubes in PP, @12x75 mm, without

Cod. 1075/MOC - 4.5 ml conical test lubes in PP, @12x75mm, not graduated

Cod. 1038/MOITGIEISG - 5ml cylindrical lest lubes, in PP, with rim, yellow cap and

Cod. 1075/S - 5ml cylindrical les! ubes in P8, not graduated, without rim

Cod. 1038/MOITN - ML CYLINDRICAL TT IN PP 12X86 GRADUATED - CAP NOT
INSERTED

Cod. 1075/SG - 5ml cylindrical test tubes PS, 5ml, @12x75mm, Sorvall lype,

Cod. 1075/SG/50 - Sml cylindrical test lubes PS, 5ml, @12x75mm, Sorvall type.

Cod. 1038/T - 5ml cylindrical test tubes in PS, with rim, graduated,

Cod. 1075/SG/CS - 5ml cylindrical test lubes PS, notgraduated, without rim,

Cod. 1038/TE - 5ml cylindrical test tubes In PS, with rim, graduated,

Cod 1038/TE/SG - 5ml cylindrical test tubes in PS, with rim, cap and label,

Cod. 1075/T - 5mi cylindrical test tubes in PS, not graduated, without

“Cod. 1075/T/SG - 5ml cylindrical test tubes in PS, Sorvall type, withoul rim,

Cod. 1038/TG/E/SG - 5ml cylindrical lest lubes in PS, with rim, yellow cap label

Cod. 1075/TE - 5ml cylindrical lesl lubes in PS, not graduated, without

Cod. 1038/TR/E - 5mi cylindrical test tubes in PS, with rim, graduated,

Cod. 1075+1128 - 5ml cylindrical test tubes PS not graduated, @12x75 mm,

Cod. 1040 - 120m| urine containers in PP, with self-adhesive lid, nol

Cod. 1075+1128.02 - 5ml cylindrical test lubes PS not gradualed, @12x75 mm,

Cod. 1040/P - 120ml urine containers in PS, with self-adhesive lid,

Cod. 1081 - 150ml urine conlainers in PS, with screw cap, graduated,

Cod. 1040/P/S - 120 ml urine containers In PS, graduated, @73 x 66 mm,

| Cod. 1040/S - 120ml urine containers in PP, without self-adhesive lid, not

Cod. 1081/CS - 150ml urine containers in P8, wilh screw cap, graduated,

' Cod. 1081/E - 150mi urine containers in PS, wilh screw cap, graduated,

Cod. 1081/T - 150ml urine containers in PS, with assembled screw cap,

Cod. 10401 - Caps in PE colour neutral, for test Wbes @12 mm

Cod. 10831 - Laboratory spatulas, In high impact PS, lenghl 150 mm,
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Cud 10331!P Laboralory spalulas in PP, spalula/spatula type, 150 mm

Cod, 1131781500 - 12ml special urine lest tubes in PS, graduated, @17x105 mm,

Cod. 10831/SG - Laboratory spatulas in PS type spalula+spatula 150 mm

Cod. 1131/T - 12ml urine test tubes in PS, cap

| Cod. 10831/SGICS - Laboratory spalulas in PS, type spatula+spatula, 150 mm,

Cod. 1134 - Caps in PE for special unne lesl tubes cod. 1131/5

Cod. 10832 - Laboratory spatulas, in high impact PS, lenght 180 mm,

Cod. 10832/P - Laboratory spatulas in PP, spatula/spatula type, 180 mm

Cod 1134. 02 Caps in PE for special urine test tubes ood 113115

Cod. 10832/SG - Laboralory spatulas in PP, spalulalspatula type, 180 mm, sterile

Cod. 11452 - 15ml conical test tubes in PS, with screw cap yellow colour,

Cod. 10832/SG/CS - Laboratory spatulas, In high impact PS, lenght 180 mm,

Cod. 11452/E - 15ml conical test ubes in PS, yellow screw cap, label -

Cod. 10833 - Laboralory spatulas, in high impact PS, lenght 180 mm,

Cod. 11452/S - 15ml conical test tube in PS, separated screw yellow cap

Cod. 10833/P - Laboratory spatulas in PP, spatula/spoon type, 180 mm

Cod. 11452/SG - 15ml conical test tubes in PS, wilh screw cap yellow colour,

Cod. 10833/SG - Laboratory spalulas in PP, spatula/spoon type, 180 mm, sterile

Cod. 11452/SG/CS - 15ml conical test tubes in PS, yellow screw cap, @17x120 mm,

Cod. 10833/SG/CS - Laboratory spatulas, in high impact PS, 180mm, type spalula

Cod. 10834 - Laboratory spatulas, in high impact PS, lenght 210 mm,

Cod. 1147 - Stoppers closed al the botiom with salety arip, in PE, for

Cod. 1147 - Stoppers closed at the botiom with safety grip, in PE, for

Cod. 10834/P - Laboratory spatulas in PP, spatula/spoon type, 210 mm

Cod. 1148 - Stoppers closed at the botiom with safety grip, in PE, for

Cod. 10834/SG - Laboratory spalulas, in high impact PS, lenght 210 mm,

Cod. 1148 - Sloppers closed at the botlom with safety grip, in PE, for

Cod. 10834/SG/CS - Laboratoqr spatutas. in PS, lenght 210mm, spalula-spoon,

Cod. 1148BIANCO - High pressure cap for est lubes @12, white colour

Cod. 11581 - Centrifuge conical test lubes in PS da 13.5ml, @16x110 mm,

Cod 1[191!E 150ml urine containers in PS screw cap,gradualed rabal,

Cod. 11581/E/SG - Centnfuge conical test lubes in PS da 13.5ml, @16x110 mm,

Cod. 111 - PETRI DISHES IN PS DIAM.90MM WITH 2 SECTORS, STERILIZED

Cod. 11581/SG - Centrifuge conical test tubes in PS da 13.5ml, @16x110 mm,

Cod. 1120 - Square petri dishes 120x120 mm wilh triple vents, in PS,

Cod._ 11581/3G/450 - Centrifuge conical test tubes in PS, 13.5ml, @16x110, white

Cod. 1124 - Cover for sample cups in PE, anti-evaporation, neulral,

Cod. 11581/SGJCS - Centrifuge conical test fubes in PS da 13.5ml, @16x110 mm,

Cod. 1126 - Cover for sample cups in PE, push-on, neutral,

Cod. 1126 - Cover for sample cups in PE, push-on, neulral,

Cod. 11581/SG/TR - 13.5ml conical test lubes in PS, gradualed, @16x110, red screw

Cod. 1127 - Stoppers with tongues in PE for test tubes @16 mm,

cap
Cod. 11581/SG/TR/450 - Cenlrifuge conical lest lubes in PS, 13.5ml, 216x110, red

"Cod, 1127 - Stoppers with tongues In PE for test tubes @16 mm,

Cod. 11581/SGCSTR250 - Centrifuge conical lest tubes in PS, 13.5ml, @16x110, red

Cod. 1127 - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1127 - Stoppers with tongues in PE for lest ubes @16 mm,
Cod. 1127 - Stoppers with tongues in PE for test tubes @16 mm.

Cod. 11581/TR/SG/450 - 13.5ml conical test tubes in PS, graduated, @16x110, red
screw cap, slerle

Cod. 1164 - 2.5ml cylindrical test tubes In PS, not graduated, without

Cod. 1127 - Stoppers with tongues In PE for test tubes @16 mm,

Cod. 1168 - 1 ml eylindrical test tubes in PP, no graduated, without

Cod, 1127* - TEST TUBES CAPS DIAM.16-W/TONGUES-LIGHT BLUE

Cod, 11681 - Cenlrifuge conical lest lubes in PP da 13.5ml, @16x110 mm,

Cod. 1127.01 - Stoppers wilh longues in PE for test lubes @16 mm,

Cod. 11681/E - Centrifuge conical test tubes in PP, 13.5ml, @16x110 mm,

Cod. 1127.01* - Stoppers with tongues in PE for test tubas @16 mm,

Cod. 11681/5G - Centrifuge conlcal test tubes in PP da 13.5ml, @16x110 mm,

Cod. 1127.02 - Stoppers wilh longues in PE for tes! lubes @16 mm,

Cod. 11681/SGICS - Cenlrifuge conical test lubes in PP da 13.5ml, @16x110 mm,

‘Cod. 1127.02" - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1201/M - Tips MLA type in PP, vol. 101-1000 ul, neutral,

Cod. 1127.03 - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1201/M/SG - Tips MLA type in PP, vol. 101-1000 ul, neutral,

Cod. 1127.03" - Sloppers with tongues in PE for test lubes @16 mm.

Cod. 1202/C - Tips Eppendorf type in PP, 0,5-10 pl cristal, neutral,

Cod. 1127.04 - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1202/C/55 - Tips Eppendorf type in PP, 0,5-10 pil cristal, neutral,

Cod. 1127.04* - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1202/C/SG - Tips Eppendor type in PP, 0,5-10 ul cristal, neulral,

Cod. 1127.065 - Stoppers with longues in PE for lest lubes @16 mm,

Cod. 1127.05" - Stoppers with tongues in PE for test tubes @16 mm,

Cod. 1202/C/SGICS - Tips Eppendorf type in PP, 0,5-10 ul cristal, neutral, sterile ind
wrapped

Cod. 1127.06 - Stoppars with tongues in PE for test tubes @16 mm,

Cod. 1202iE - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 1127.06* - Stoppers with longues in PE for test lubes @16 mm,

Cod. 1202/E/5 - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 1128 - Stoppers wilh longues in PE for test ubes @12 mm,

Cod. 1202/E/500 - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 1128 - Stoppers with tongues in PE for test fubes @12 mm,

Cod. 1202/E/CS - Tips Eppendort type in PP, vol. 5-200 ul, yellow colour, ind wrapped

Cod. 1128 - Stoppers with tongues in PE for test fubes @12 mm,

Cod. 1202/EIN - Tips Eppendo type in PP, vol. 5-200 ul, neutral colour

Cod. 1128" - Stoppers with tongues in PE for test lubes @12 mm,
Cod. 1128.01 - Stoppers with longues in PE for test tubes @12 mm,

‘Cod. 1202/E/SG - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 1202/[E/SG/CS - Tips Eppendori type in PP, val. 5-200 ul, yellow colour,

Cod. 1128.01* - Stoppers with tongues in PE for tes! tubes @12 mm,

Cod. 1202/EN - Tips Eppendorf type in PP, vol. 5-200 ul, neutral colour,

Cod. 1128.02 - Stoppers with tongues in PE for tesl lubes @12 mm,
Cod. 1128.02* - Stoppers with tongues in PE for tesl tubes @12 mm,

Cod. 1202/G - Tips Gilson type in PP, vol 5-200 ul, yellow colour,

Cod. 1202/G/SG - Tips Gilson type in PP, vol. 5-200 ul, yeliow colour,

Cod. 1128.03 - Stoppers with tongues in PE for tes! tubes @12 mm,

Cod. 1202/G/SGICS - Tips Gilson type in PP, vol. 5-200 ul, yellow colour,

Cod. 1128.03" - Stoppers with tongues in PE for lest lubes @12 mm,

Cod, 1202/M - Tips MLA type in PP, val, 5-200 ul, neutral colour,

Cod. 1128.04 - Stoppers with tongues in PE for test tubes @12 mm,

Cod. 1202/IM/CS - Tips MLA type in PP, vol. 5-200 ul, neulral colour, ind wrapped

Cod. 1128.04* - Stoppers with tongues in PE for tes! tubes @12 mm,

Cod. 1202/M/SG - Tips MLA type in PP, vol. 5-200 ul, neulral colour,

Cod. 1128.05 - Stoppers with tongues in PE for lest lubes @12 mm,

Cod. 1128.05" - Stoppers with longues in PE for tesl lubes @12 mm,

Cod. 1202M/SG/CS - Tips MLA type in PP, vol. §-200 ul, neutral colour,

Cod. 1202IMG - Tips Gilson type In PP, vol. 0.1-10ul, neutral colour,

Cod. 1128.06 - Stoppers with longues in PE for test tubes @12 mm,

Cod. 1202/MG/SG - Tips Gilson iype in PP, vol. 0.1-10ul, neutral colour,

Cod. 1128.06* - Stoppers with tongues in PE for tesl fubes @12 mm,

Cod. 1130 - Stoppers with tongues in PE for tesl lubes @13 mm,
Cod. 1130 - Stoppers with tongues in PE for tesl tubes @13 mm,

Cod. 1202/0M - Tips Oxford type in PP, vol. 5-200 ul, neutral colour,

| Cod. 120210MICS - Tips Oxford type In PP, vol. 5-200 ul, neutral colour, ind wrapped

Cod. 1202/0MISG - Tips Oxlord type in PP, vol. 5-200 ul, neulral colour,

Cod, 1130 - Stoppers with longues in PE for tesl lubes @13 mm,

Cod. 1130° - Stoppers with longues in PE for lest lubes @13 mm,

Cod. 1202/0M/SG/CS - Tips Oxford type in PP, neutral colour, 5-200ul, sterile ind
wrapped

Cod, 1130.01 - Stoppers with tongues in PE for test tubes @13 mm,

Cod. 1130.01* - Stoppers wilh longues in PE for test lubes @13 mm,
Cod. 1130.02 - Stoppers with tongues in PE for test tubes @13 mm,

Cod. 1202/U - Universal lips in PP, vol 2-200ul graduated, yellow,

Cod. 1202/U/SG - Univarsal tips in PP, vol 2-200ul graduated, yellow,

Cod. 1203 - 0.2ml micro lest tubes in PP, wilh flat cap, @6 x 21 mm

Cod. 1130.02* - Stoppers with longues in PE for test tubes @13 mm,

Cod. 1203/U - Universal tips in PP, graduat. vol. 2-200 ul, neutral colour,

Cod. 1130.03 - Stoppers with tongues in PE for fest lubes @13 mm,
| Cod. 1130.03* - Stoppers wilh tongues in PE for test tubes @13 mm,

Cod. 1203/U/SG - Universal tips in PP, neulral colour, 2-200ul, sterile

Cod. 1204/U - Universal tip in PP, yellow colour, 2-200ul, beveled,

| Cod, 1130.04 - Stoppers with tongues in PE for test tubes @13 mm,

Cod. 1204/1U/SG - Universal tips in PP, yellow colour, 2-200ul, sterile

Cod. 1130.04" - Stoppers wilh longues in PE for tes! lubes @13 mm,

Cod. 121 - PETRI DISHES IN PS DIAM.90MM WITH 3 SECTORS ST,BAGS 20 PCS

Cod. 1130.05 - Stoppers with tongues in PE for test tubes @13 mm,

Cod. 1211 - 60ml [2eces confainers in PS, wilh pressure cap and spoon,

Cod. 1130.05" - Stoppers with tongues In PE for test lubes @13 mm,

Cod. 1130.06 - Stoppers with tongues in PE for test tubes @13 mm,

Cod. 1211/CS - STOOL CONTAINERS 60ML PS 41X57 W/PRESSURE CAP+SPOON

IND.WRAPP

Cod. 1130.06" - Stoppers wilh tongues in PE for test lubes @13 mm,

Cod. 1131 - 12ml special urine test tubes in PS, graduated, @17x105 mm,

Cod. 1211/E/SG - 60ml faeces containers in PS, with pressure cap and spoon,

“Cod. 1211/EISGICS - 60ml fagces confainers PS wilh pressure cap, spoon, label,

Cod. 1131/E - 12ml special urine test lubes in PS, graduated, @17x105 mm,

Cod. 1211/SG - 80ml faeces containers in PS, with pressure cap and spoon,

Cod. 1131/E/S - 12m| special urine test tubes in PS, graduated, @17x105 mm, cap
Cod. 1131/G - 12ml urine test tubes In PS, yellow cap

‘Cod. 1211/SGICS - 60mi faeces containers in PS, with pressure cap and spoon,

Cod. 1212 - 60ml specimen cantainers, In PS, with pressure cap,

Cod. 1131/5 - 12mi special urine test lubes in PS, gradualed, @17x105 mm,

Cod. 1212/CS - 60ml specimen containers in PS pressure cap, individually wrapped
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. 1212!EISG Si}mf specimen containers in PS, pressure ¢ap, individually wrapped

sterile, label .~

Cod. 14100 - Protective biopsy pads, 32x26 mm, in polyester foam,

Cod. 14105 - Biopsy cassetles, in acetal resin, white colour,

Cod. 1212/SG - 60ml specimen containers, in PS, with pressure cap,

Cod. 14106 - Biopsy cassettes, in acetal resin, yallow colour

Cod. 121213GICS - 60ml specimen containers, in PS, with pressure cap,

Cod. 14107 - Biopsy cassettes, in acetal resin, green colour,

Cod. 1213 - 60ml conlainers without cap, in PS, @41 x 55 mm

Cod. 14108 - Biopsy cassetles, in acetal resin, pink colour,

Cod. 1221 - 20mi scinlillation vials in PE with screw cap, @27x 61 mm

Cod. 1222/R0 - 4ml scintillation vials In PE, with screw cap, @13 x 54 mm

Cod. 14109 - Biopsy cassettes, in acetal resin, light blue,

| Cod. 14115 - Embedding rings in ABS, in White colour

Cod. 1230 - 200ml urine containers in PS, wilh screw cap, graduated,

Cod. 14116 - Embedding rings in ABS, in yellow colour

Cod. 1230/10 - URINE CONTAINERS VOL.200ML IN PS SCREW CAP

Cod. 14117 - Embedding rings in ABS, In green colour

Cod. 1230/100 - URINE CONTAINERS VOL 200 ML IN PS SCREW CAP

Cod. 14118 - Embedding rings in ABS, in pink colour

Cod. 1230/CS - STERILE URINE CONTAINERS VOL 200 ML IN PS SCREW CAP IND

Cod. 14119 - Embeddmg 1ings in ABS in light blue colour

Cod. 1230/E - 200ml urine conlainers in PS, with screw cap, graduated,

Cod. 1230/E/SG - 200ml urine containers in PS, serew cap, graduated, label,

Cod. 1230/E/SG/DB - 200ml urine containers in PS, screw cap, graduated, sterile

Cod 14121 - 4Dml surgical containers in PP yellow screw cap, gradualed

' Cod. 1230/S/E - 200ml urine containers in PS, without cap, graduated,

Cod. 14121/8 - 40ml surgical containers in PP yellow screw cap, graduated,

Cod. 1230/SG - 200ml uring containers in PS, with screw cap, graduated,

Cod. 14122 - 60ml surgical containers in PP yellow screw cap, gradualed,

Cod. 1230/T - 200ml urine containers in PS, with assembled screw cap,

Cod. 14122/ - 60mi surgical containers in PP yellow screw cap, gradualed,

Cod. 1230/TE - 200ml urine containers in PS, inserted screw cap, graduated,

Cod. 14123 - 90ml surgical containers in PP yellow screw cap, gradualed,

Cod. 1230/TS - 200m! urine containers in PS, with assembled screw cap,

Cod. 14123/8 - 90ml surgical containers in PP yellow screw cap, graduated,

Cod. 1230SG - 200ml unne containers in PS, with assembled screw cap, sterile

Cod. 14124 - 120 ml surgical containers in PP, yallow screw cap gradualed

Cod. 1250 - Coulter cups for cell counters 35ml, in PS, @31 x 55 mm,

‘Cod. 14124/B - 120 ml surgical containers in PP yellow screw cap graduated

Cod. 1250/T - Coulter cups for cell counters 35ml, in PS, with PE cap,

Cod. 14125 - Mega embedding cassettes in acetal resin, white colour

Cod. 1250/T/8G - Cou!ler cups for cell counters 35m1 in PS, with PE cap, sterile

Cod. 14126 - Mega embedding cassettes, in acetal resin, yellow colour

Cod. 14127 - Mega embedding cassettes, in acetal resin, green colour,

Cod 12?31:‘E Sampling tanks 2 5{]0ml for 24h urine mllachm, PE

Cod. 14128 - Mega embedding cassettes, in acelal resin, pink colour,

Cod. 12731/E/SG - URINE CONTAINERS 24 HOURS 2500 ML-TANK IN PE WILABEL

Cod. 14129 - Mega embedding cassetles, in acetal resin, light blue,

Cod. 12731/SAC - Sampling tanks 2,500ml, for 24h urine collection, PE,

Cod. 14131 - 30 ml containers for biopsy in PS, with pressure cap  In PE,

Cod. 12731/SG - 24h urine collection tank, PE, 2,500ml, sterlle ind. wrapped,

Cod. 14132 - 50 ml containers for biopsy in PS, with pressure cap in PE,

Cod. 12731K - 24h urine collection tank, PE, 2,500ml, sterile ind. wrapped,

Cod. 14134 - 100ml containers for biopsy in PS, with pressure cap in PE,

Cod. 1302/B - Tips Biohit type in PP, vol. 2-300 ul, neutral colour,

Cod. 14135 - Super mega casselies, in acetal resin, white colour

Cod. 1302/B/SG - Tips Biohit type in PP, vol. 2-300 ul, neutral colour,

Cod. 14136 - 150ml containers for biopsy in PS, with pressure cap in PE,

Cod. 1302/G - Tips Gilson type in PP, 2-200 ul graduated, neutral,

Cod. 14138 - 200ml conlainers for biopsy in PS, with pressure cap in PE,

Cod. 1302/GISG - Tips Gilson type in PP, 2-200 ul graduated, neulral,

Cod. 1303 - 2ml micro test tubes in PP, graduated, with cap

Cod. 14140 - 250ml containers for biopsy in PS, with pressure cap in PE,

God. 14142 - Surgical spacimen containers, in PP, with pressure cap,

Cod. 1303/F - 2ml micro test ubes in PP, graduated, wilh cap,

Cod. 14142/8 - Transparent containers in PP, for surgical specimens. 500ml,

Cod. 1303/SG - 2ml micro lest Wbes in PP, graduated, with cap, sterile

Cod. 14142/SG - Surgical specimen containers, in PP, with pressure cap,

Cod. 131 - PETRI DISHES IN PS DIAM 80MM WITH 4 SECTORS STERILIZED

Caod. 13501 - Microscope slides 26x76 mm, cut type, thick 0.9/1.0 mm

Cod. 14142/SGICS - Surgical specimen containers, in PP, wilh pressure cap. sterile ind
wrapped

Cod. 13502 - Microscope slides 26x76 mm, ground edges, thick 0.9/1.0 mm

Cod. 14143 - Surgical specimen containers, in PP, with pressure cap.

Cod. 13502 - Microscope slides 26x76 mm, frosted end, thick 0.9/1.0 mm

Cod. 14143/B - Transparent containers in PP, for surgical specimens, 1000ml

Cod. 13504 - Microscope slides 26x76 mm, ground edges with frosted end,

Cod. 13551 - Microscope coloured slides, frosted end while colour,

Cod. 14143/SG/CS - Transparent containers in PP, for surgical specimens, 1000m,
sterile ind wrapped

Cod. 13552 - Microscope coloured slides, frosted end blue colour,

Cod. 14144 - Surgical specimen containers, in PP, with pressure cap,

Cod. 13563 - Microscope coloured slides, frosted end pink colour,

Cod. 13554 - Microscope coloured slides, frosted end yellow colour,

Cod. 13555 - Microscope coloured slides, frosted end green colour,

Cod. 13556 - Microscope coloured slides, frosted end orange colour,

‘Cod. 14144/B - Transparent containers in PP, for surgical specimens, 1500ml

Cod. 14144/SGICS - Surgical specimen containers in PP, with cap, 1500ml, sterile ind
| wiapped

Cod. 14150 - Transparent containers in PP, for surgical specimens, 150ml,

Cod 13570 - Positive charge slides 26x76mm with white writing area

Cod. 14150/B - Transparen! containers in PP, for surgical specimens, 150ml,

Cod. 13580 - Sinalized coated slides 26x76 mm, with white writing area

Cod. 1375 - 5 cylindrical test ubes in PS, not graduated, without

Cod. 14150/SGICS - Surgical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 150ml

Cod. 1375/ - GYLINDRICAL TT 13X75 IN PS WITH LABEL

Cod. 1375/MO - 5ml cylindrical test lubes in PP, not graduated, withaut

Cod. 14151 - 250 ml surgical containers in PP, yellow screw cap gradualed

Cod. 14151/B - 250 ml surgical containers in PP, yellow screw cap graduated

Cod. 1375MMOJT - 5ml cylindrical test bes in PP, not graduated, with cap

Cod. 14151/SG - 250 ml surgical containers in PP, green screw cap, graduated

Cod. 1375/MO/TE - 5ml cylindrical test tubes in PP, not graduated, wilh cap

Cod, 14152 - 500 ml surgical containers in PP, yellow screw cap graduated

Cod, 1375/S - CYLIND. TT 13X75 IN PS WITHOUT RIM - IN 1 BAG OF 4000 PIECES

Cod. 14152/8 - 500 ml surgical containers in PP, yellow screw cap graduated

Cod. 1375/T - 5 ml cylindrical test lubes, in PS, @13 x 75 mm,

Cod. 14152ISG - 500 ml surgical containers in PP, green screw cap, gradualed

Cod. 1375/T/E - TEST TUBES IN PS 13X75 PS W/CAP AND LABEL

Cod. 14153 - 1000ml surgical containers in PP, yellow screw cap graduated

Cod. 1375/T/SG - SML CYLINDRICAL TT W/OUT RIM WICAP - STERILE

Cod. 14005 - Embedding cassettes, in acelal resin, while colour,

‘Cod. 14153/B - 1000ml surgical containers in PP, yellow screw cap graduated

Cod. 14155 - Transparent containers in PP, for surgical specimens, 250ml,

Cod. 14006 - Embedding cassettes, in acetal resin, yellow colour

Cod. 14155/B - Transparent containers in PP, for surgical specimens, 250ml,

Cod. 14007 - Embedding cassettes, in acetal resin, green colour,

Cod. 14008 - Embedding casseties, in acetal resin, pink colour,

Cod. 14009 - Embedding cassettes, in acetal resin, light blue,

'Cod. 14155/SG - Transparent containers in PP, for surgical specimens, 250ml,

Cod, 14155/5G/CS - Surgical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 250ml

Cod. 14008 - Embedding cassettes, in acetal resin, light blue,

Cod. 1402/8 - Tip Biohit m-LINE/PROLINE PLUS type, vol. 0.1-10ul, neutral

Cod. 14160 - Transparent containers in PP, for surgical specimens, 500ml,

Cod. 14160/S - Surgical specimen containers In PP, pressure cap, serigraphed, 500ml

Cod. 1402/BISG - Tip Biohit m-LINE/PROLINE PLUS type, vol. 0.1-10ul, neulral,

Cod. 14160/5G - Transparent containers in PE, for surgical specimens, 500ml,

Cod, 1402/E - Tips Eppendori type in PP, vol. 2-20 ul, neulral colour,

Cod. 1402/E/SG - Tips Eppendori type in PP, vol. 2-20 ul, neutral colour,

Cod, 14160/SG/CS - Surgical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 500ml

Cod. 1402/G - Tips Gilson type in PP, vol. 2-200 ul, yellow colour,

Cod. 14170 - Transparent containers in PP, for surgical specimens, 1000ml-

Cod. 1402/G/SG - Tips Gilson type in PP, vol. 2-200 ul, yellow colour,

Cod. 1402/MG - Tips Gilson type in PP, 0.1-10ul lengthened, neutral,

Cod. 14170/S - Surgical specimen containers in PP, pressure cap, serigraphed, 1000ml

Cod. 1402IMGISG - Tips Gilson type in PP, 0.1-10ul lengthened, neutral,

Cod. 14170/3G/CS - Surgical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 1000ml

Cod. 141 - Petri dishes @ 100 mm, In PS, without triple vents, aseplic,

Cod. 141/AN - Petri dishes @ 100 mm, in PS, without triple vents, aseptic,

Cod. 14175 - Transparent containers in PP, for surgical specimens, 2000m!

Cod. 14175/B - Transparent containers in PP, for surgical specimens, 2000m|

Cod. 141/CS - PETRIDISHES IN PS.DIAM 100MM, STERLIND.WR

Cod. 141/N - Petri dishas @ 100 mm, without triple vents, in PS,

Cod. 14175/SG/CS - Surgical specimen containers in PP, prassure cap, slerile ind.
Wrapped, 2300ml

God. 141/SG - Petri dishes @ 100 mm, in PS, without Iriple vents, sterile,

Cod. 14175/T - Containers In PE for surgical specimens, 2000ml, @170x154mm,

Cod. 141/SG/AN - Petri dishes @ 100 mm, in PS, without triple vents, sterile,

“Cod. 14180 - Transparent containers in PP, for surgical specimens, 3000ml
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Cod,,wlﬁ - Transparent containers in PP, for surgical specimens, 3000ml

Cod, TA180/S - Transparent containers in PP, for surgical specimens, 3000m|

Cod 1515!SG ‘Narrow stem Pasleur pipette In PE, 4 ml, langht 83 mm,

Cod. 14180/SGICS - Sumical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 3000ml

Cod. 1515/SGI/CS - Narrow stem Pasleur pipette in PE, 4 ml, lenght 83 mm,

Cod. 1518 - Paddle Pasleur pipette in PE, 0.8 m, lenght 1256 mm

Cod. 14185 - Transparent containers in PP, for surgical specimens, 5000ml

Cod. 1518/SG - Paddle Pasteur pipette in PE, 0.8 ml, lenght 125 mm,

"Cod. 14185/B - Transparent containers in PP, for surgical specimens, 5000ml

Cod. 1518/SGICS - Paddle Pastaur pipette in PE, 0.8 ml, lenghl 125 mm,

Cod. 14185/SG/CS - Surgical specimen containers in PP, pressure cap, sterile ind.
Wrapped, 5000ml

Cod. 14190 - Big containers in PP, for surgical specimens, 5,100ml,

Cuod. 1519 - Paddle Pasteur pipette in PE, 1 ml, lenght 130 mm

Cod. 1519/SG - Paddle Pasteur pipette in PE, 1 mi, lenght 130 mm,

Cod. 14180/B - Big containers in PP, for surgical specimens, 5,500 mi,

Cod. 1519/SG/CS - Paddle Pasteur pipette in PE, 1 ml, lenght 130 mm,

| Cod. 14190/SGICS - Surgical specimen containers in while PP, pressure cap, sterile
ind. Wrapped, 5500ml

Cod. 14192 - Big containers In PP, for surgical specimens, 2,500 ml,

Cod. 1523 - Pasteur pipetles 1.5 m, lenghl 230 mm, in PE,

GCod. 1523/SG - Pasteur pipettes 1.5 ml. lenght 230 mm, in PE,

Cod. 1523/SG/20 - Pasteur pipettes 1.5 mi, lenght 230 mm, in PE,

| Cod. 14192/B - Big containers in PP, for surgical specimens, 2,500 mi,

Cod. 1523/SGICS - Pasteur pipettes 1.5 ml, lenght 230 mm, in PE,

Cod, 14192/SG/CS - Surgical specimen conlainers in white PP, pressure cap, sterile
ind. Wrapped, 2500ml

Cod. 1526 - Gillord sample cups 0.5ml, in PP, @10 x 22 mm

Cod. 15361 - 10ml cylindrical test tubes in PS, screen-printed graduation,

Cod. 14195 - Big containers in PP, for surgical specimens, 11,000m|,

Cod, 15361/MO - 10ml cylindrical tes! tubes in PP, screen-printad graduation,

Cod. 14195/B - Big containers in PP, for surgical specimens, 11,000 m,

Cod. 15361/SG - 10mi cylindrical test tubes in PS, screen-printed graduation,

[ Cod. 14195/SGICS - Surgical specimen containers in white PP, pressure cap, sterile
ind. Wrapped, 11000ml

Cod. 15361/SG/CS - 10mi cylindrical lest tubes PS screen-printed graduation, cap

Cod. 15362 - 15mi cylindrical test tubes in PS, with screw cap, serigraphed

| Cod. 14205 - Embedding cassettes, In acetal resin, white colour,

Cod. 14206 - Embedding cassettes, in acetal resin, yellow colour

Cod. 15362/SG - 15mi cylindrical lest lubes in PS, serigraphed, ©16x120, screw cap,
sterile

Cod. 14207 - Embedding cassettes, in acetal resin, green colour,

Cod. 14208 - Embedding cassettes, in acetal resin, pink colour,

Cod. 15362/SG/CS - 15ml cylindrical lesl tubes in PS, serigraphed, @16x120, screw
cap, sterile ind wrapped

Cod. 14209 - Embedding cassettes, in acetal resin, light blue,

Cod. 155 - Contact petri dishes @ 55 mm, wilh Iriple vents, in PS,

Cod. 14215 - Embedding casselles withoul lid, while color, in POM

Cod. 155/N - Pelni dishes contact type @55mm, nol sterile

Cod. 14216 - Embedding cassettes without lid, yellow color, in POM

Cod. 14217 - Embedding cassettes without lid, green color, in POM

Cod. 1560 - 30 ml sputum containers in PP, with screw cap, neutral color,

Cod. 1560/SG - 30 ml sputum containers in PP, with screw cap, neutral color,

Cod. 14218 - Embedding cassettes without lid, pink color, in POM

Cod. 1601 - Tips Eppendorf type in PP, vol. 100-1000ul, biue colour,

Cod. 14220 - Slainless sleel lids for standard embedding casselles,

Cod. 1602 - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 14301 - Stainless steel base mould, 7 x 7 x 6§ mm

Cod. 1602/SG - REFILLS FOR UNIVERSAL BOXES W/96 YELLOW TIPS,
EPPEND.TYPE

‘Cod. 14302 - Stainless stes! base mould, 15 x 15 x 6 mm

Cod. 14303 - Stainless steel base mould, 24 x 24 x 6 mm

Cod. 14304 - Stainless steel base mould, 30 x 24 x 6 mm

Cod. 1603 - Tips Eppendorf type in PP, vol. 2-20 ul, neutral colour,

Cod. 161 - Petri dishes & 60 mm, with Iriple vents, in PS,

Cod. 14305 - Stainless steel base mould, 37 x 24 x 6 mm

Cod. 161/N - Petri dishes @ 80 mm, wilh lriple vents, in PS,

Cod. 1625 - 4 ml cylindrycal test lubes flat bottom, in PS, graduated,

Cod. 14306 - Stainless steel base mould, for mega casseties

Cod. 14307 - Stainless steel base mould, for super mega cassettes

Cod. 1625/MO - 4 ml cylindrycal test tubes flat bottom, in PP, graduated,

Cod. 1630 - 250m| containers @58x119mm. in PS, alluminium screw cap with

Coxl. 14401 - Disposable base mould in PVC, 7 x 7 x 8 mm

Cod. 1630/E - 250ml containers @58x119mm, In PS, alluminium screw cap with

Cod. 14402 - Disposable base mould in PVC, 15 x 15 x6 mm

Cod, 14403 - Disposable base mould in PVC, 24 x 24 x 6 mm

Cod. 1630/E/SG - 250ml containers in PS with melallic lid, label, slerile

Cod. 14404 - Disposable base mould in PVC, 30 x 24 x 6 mm

Cod. 163WEITS - 250ml conlainers @58x119mm, in PS, alluminium screw cap wilh

Cod. 1630/SG - 260ml containers in PS with metallic lid, sterile

Cod. 14405 - Disposable base mould in PVC, 37 x 24 x 6 mm

Cod. 1630/TS - 250ml containers @58x113mm, In PS, alluminium screw cap with

Cod. 14406 - Disposable base mould in PVC, for mega cassetles

Cod. 14407 - Disposable base mould in PVC, for super mega casseftes

Cod. 1650.01 - 20ml cylindrical test tubes in PS biue colour, not graduated.

Cod. 1650.02 - 20ml cylindrical lest lubes in PS red colour, not graduated,

Cod. 14501 - Biopsy bags far histological processing, in polyester,

Cod. 1650.03 - 20ml cylindrical test tubes in PS green colour, not graduated

Cod. 14502 - Biopsy bags for histological processing, in polyesler,

Cod. 14503 - Biopsy bags for histological processing, in polyester,

Cod. 1675 - 8ml cylindrical test tubes in PS, with rim, graduated,

Cod. 1501 - Pasteur pipattes 1ml In PE, lenght 150 mm, graduated,

Cod. 1675/MO - 8ml cylindrical test lubes in PP, with rim, graduated,

Cod. 1675MO+1147+CUP - Kit test fube @16x75 in PP +white stopper safety grip +

Cod. 1501/SG - Pasteur pipettes 1ml in PE, lenght 150 mm, graduated,

God. 1501/SG/10 - Pasteur pipetles 1ml in PE, lenght 150 mm, graduated,

Cod. 1702 - Tips Eppendorf type in PP, 0,5-10 ul cristal, neulral,

Cod. 1801 - Tips Gilson type in PP, vol. 100-1000 ul, blue colour,

Cod. 1501/5G/100 - Pasteur pipsttes 1ml in PE, lenght 150 mm, graduated,

Cod. 1501/SG/CS - Pasteur pipeltes 1mil in PE, lenght 150 mm, graduated,

Cod. 1802 - Tips Gilson type in PP, val. 5-200 ul, yellow colour,

Cod. 1502 - Pasteur pipeties 3ml in PE, lenght 150 mm, graduated,

Cod. 1803 - Tips Gilson type in PP, 2-200 ul gradualed, neulral,

Cod. 1804 - Tips Gilson type in PP, vol. 2-200 ul, yellow colour

Cod. 1502/20 - Disposable pipette pasteur 3ml

Cod. 181 - Pelri dishes @ 120 mm, without tripla vents, in PS,

Cod. 1502/SG - Pasteur pipettes 3mi in PE, lenght 150 mm, graduated,

Cod. 1502/SG/10 - Pasteur pipettes 3ml in PE, lenght 150 mm, graduated,

Cod. 181/N - Petri dishes @ 120 mm, without lriple venls, in PS,

Cod. 1502/3GI/CS - Pasteur pipettes 3mlin PE, lenght 150 mm, graduated,

Cod. 181/SG - Petri dishes @ 120 mm, withoul triple vents, in PS,

Cod. 1503 - Caplllary Pasteur pipeties, lenght 150 mm, in PE,

Cod. 18100 - Cuvette 12 segments COBAS MIRA MIRA PLUS type autoanalyzer

Cod. 1503/N - Capillary Pasteur pipeltes, lenght 150 mm, in PE

Cod. 18101 - Cuvette 12 segments Cobas Mira and MiraPlus type, in PMMA

Cod. 1503/N" - PASTEUR PIPETTES PE CAPILLARY

Cod. 18138 - 10ml conical urine test tube, cap and label, PS, @16x100mm

Cod. 18139 - Graduated urine container with screw cap, PP, 58x72, 150m

Cod. 1503/5G - Capillary Pasteur pipettes, langht 150 mm, in PE,

Cod. 1503/SG/10 - Capillary Pasteur pipettes, lenght 150 mm, in PE, sterile

Cod. 18138 - Graduated urine container with screw cap, PP, 58x72, 150ml

Cod. 1603/SG/10/N’ - STERILE PASTELR PIPETTES PE CAPILLARY - 10 PCS/BAG

Cod. 18139200 - 120ml urine containers in PP, with device for vacuum lube,

Cod. 18140 - Faeces container with pressure cap and spoon, PS, 60ml, 41x57

Cod. 1503/SG/CS - Capillary Pasteur pipettes, lenght 150 mm, in PE,

Cod. 1503/SGICSIN - Capillary Pasteur pipelles, lenght 150 mm, in PE, sterile ind
wrapped

Cod. 1851 - Universal tips In PP, vol. 100-1000 ul, blue colour,

Cod. 151 - Petri dishes € 100 mm, in PS, with triple vents, aseptic,

Cod. 1852 - Universal lips in PP, vol 2-200ul graduated, yellow,
Cod. 18600 - Multicell cuvettes for Konelab

Cod. 1902 - Tips Gilson type in PP, vol. 0.1-10ul, neutral colour,

Cod. 151/AN - Petri dishes @ 100 mm, in PS, with Iriple vents, aseplic,

Cod. 151/N - Pefri dishes @ 100 mm, with triple vents, in PS,

Cod. 151/SG - Petri dishes @ 100 mm, in PS, with triple vents, sterile R,

Cod. 1802/SG - REFILLS FOR UNWERSAL BOXES W/96 TIPS GILSCN P2 AND P10
01

Cod. 1903 - Tips Gilson type in PP, 0.1-10ul, lengthened, neutral,

Cod, 151/SG/AN - Petri dishes & 100 mm, in PS, with triple venls, sterile R,

Cod. 15101 - Slides for urine sedimantation in PMMA

Cod. 15102 - Kit with 100 slides for urinary sediments (10 cells) +

| Cod. 195 - Contact petri dishes @ 90 mm, with Iriple vents, in PS,
| Cod. 1951 - Tips Biohit type in PP, vol. 2-300 ul, neutral colour,

Cod. 15103 - Slides urinary sediments kit + Pasteur pipette +staining

Cod. 1954 - Tips for Biohil r-Line/Proline Plus, 0,1-10ul, neutral, refill

Cod. 19550 - Urine containers for testing dnugs abuse, with seal cap,

Cod_15104 - Sternheimer & Malbin staining solution for urinary sediment.

Cod. 1511 - Pasteur pipettes "fine lip®, in polyethylene,

Cod. 1970 - Tips Eppendorf typa in PP, 20-300ul gradualed, neulral,

Cod. 1511/SG - Pasteur Pipettes "FINE TIPS" 5 ml, in PE, sterili

Cod. 19702 - Tips for gel loading in PP, vol. 0.1-200 ul, neutral,

Cod 1511/SGICS - Pasteur Pipattes "FINE TIPS™ 5 ml, in PE, steili

Cod. 19720 - Tips for gel loading 0.1-20 ul with filter, in neutral PP,
Cod. 19730 - Tips for gel loading 0.1-100ul with filter, in neutral PP,
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Cod. 1975 - Tips Oxford typa in PP, vol. 5-200 ul, neutral colour,

Cod. 2050/TA/20/SG - 60ml specimen containers, PP, lightblue screw cap assembled,

Cod. 1980 - Tips MLA lype in PP, vol. 5-200 ul, neutral colour,

Cod. 2060/TA/SG/20 - 60ml speciman containers, in PP, light blue screw cap,

Cod. 2000 - Test fubes in PP with KZ EDTA, for 2.5ml of blood, @112x56 mm,

Cod. 2050/TAPPO/B - Screw cap for conlainers cod 2050

Cod. 2000/1 - Test fubes with K2 EDTA for 1ml of blood, paediatric use,

Cod, 2050/T8/20/SG - 60ml specimen containers, PP, blue screw cap assembled, |

Cod, 2000/1/V - Tesl lubes with K2 EDTA for 1ml of blood, paedialric use.v

Cod. 2060/TR/20/SG - 60ml specimen containers, PP, rad screw cap assembled,

Cod. 2001 - Test tubes In PP with K2 EDTA, for 2.5ml of blood, @16%60 mm,

Cod. 2050/TS - 60ml specimen conlainers, in PP, with screw cap,

Cod. 2002 - Test lubes in PP with K2 EDTA, for 5ml of blood, @16 x 60 mm,

God. 2003 - Test ubes in PP with K2 EDTA, for 2.6ml of blood, @12x86 mm,

Cod. 2050/WHITE/TB - 60ml PP WHITE specimen containers, BLUE screw cap

Cod. 2050P - 60ml specimen containers, in PP, with nol inserted

| Cod. 2004 - Test tubes in PP with K2 EDTA, for 5mi of blood, @12 x 86 mm,

Cod. 2052 - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2005 - Tesl tubes In PP with K2 EDTA, for 2.5ml of blood, @13x75 mm,

Cod. 205210 - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2006 - K2 EDTA IN 16X100 CYL. TT FOR 5ML OF

Cod. 20521100 - 60ml faaces containers in PP, with screw cap and spoon,

| Cod. 2007 - Test tbes in PP with K2 EDTA, for 10ml of blood, @16x100 mm,

Cod, 2052/CS - 60m faeces containers in PP, with screw cap and spoon,

| Cod. 2008 - Test tubes in PP with K2 EDTA, for 4ml of blood, @13x75 mm,

Cod. 2052/E - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2015 - Blood grouping plates in PS, 10 wells, 160 x 40 x 6 mm

Cod. 2030 - 30ml specimen containers, in PP, wilh inserted screw cap

Cod. 2030/E - 30m! specimen containers in PP, screw cap, label

Cod. 2052/E/CS - 60ml faeces containers in PP, with screw cap and spoon, confezione |
singola

Ced. 2052/E/SG - 60ml fagees containers in PP, wilh screw cap, spoon, label

Cod. 2030/E/SG - 30ml specimen \ containers, PP, with inserted red screw cap,

Cod, 2052/E/TS - STER.SPECIMEN CONTAINER 60 ML 35x70 IN PP WISCREW CAP |

| Cod. 2030/P - 30m| specimen containers in PP , with not inserted screw cap

Cod. 2052/R - 60ml faeces containers in PP, with red screw cap inserted

Cod. 2030/S - 30ml specimen conlainers, in PP, @35 x 38 mm,

Cod. 2052/SG - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2030/S/R - 30ml specimen containers, in PP, &35 x 38 mm,

Cod. 2052/SG/25 - 60mi faeces containers in PP, with screw cap and spoon,

| Cod. 2030/5G - 30ml spacimen containers, in PP, with inserted screw cap

Cod. 2062/SG/C10 - STOOL CONTAINERS 60 ML. SCREW CAP W/SPOON IN PP

Cod. 2030/TS - 30ml specimen containers in PP, screw cap, label, sterile ind wrapped

Cod. 2052/SG/C100 - STOOL CONTAINER 60 ML, SCREW CAP W/SPOON IN PP

Cod. 20351 - 50mi conical test fubes in PP, screw cap, graduated @30x115mm

Cod. 2052/T5 - 60ml faeces containers in PP.

Cod. 20351/E/SG - 50m sterile conical test ube screw cap, graduated @30x115mm

Cod. 205275 - 60ml faeces containers In PP.

Cod. 20351/P - 50ml conical test lubes in PP, screw cap nol assemb. @30x115,

Cod. 2062 - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 20351/R - 50mi conical test tubes in PP, with red screw cap, graduated,

Cod. 2062110 - 60ml faeces containers in PP, with screw cap and spoon,

God. 20351/S - 50ml conical test fubes in PP, without cap, @30x115mm,

Cod. 2062/E/SG - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 20351/5G - 50ml conical test tubes in PP, screw cap, graduated @30x115mm

Cod. 2062iP - 60ml fasces containers in PP, with separated screw cap

Cod. 20351/SG/50/B - CON,TT PP 30X115-50ML BLUE CAP W/SELFSTANDING
BASE-50 PCS/BOX

Cod. 2062/5G - 80ml faeces containers in PP, with screw cap and spoon,

Cod. 2072 - 60ml fagces containers in PS, wilh screw cap and spoon,

Cod. 20351/SGICS - 50m| conical test tubes in PP, screw cap, gradualed @30x115mm

Cod. 2040 - BOml specimen containers, in PS, with inserted screw cap

Cod. 2072/E/SG - 60ml faeces containers in PS, screw cap and spoon, label,

“Cod. 2072/P - 60ml fasces confainers in PS, with separated screw cap

Cod. 2040/B - 60ml specimen containers, in PS, with white Inserted

Cod. 2072/SG - 60ml laeces conlainers in PS, wilh screw cap and spoon,

Ced. 2040/E - 60ml specimen containers, in PS, wilh inserted screw cap

Ced. 2040/E/R - BOml specimen containers, in PS, inserted red screw cap,

Cod. 2083654 - Graduated urine container wilh screw cap, PP, 58x72, 150ml

| Cod. 2100 - Test tubes in PP with K3 EDTA, for 2.5ml of blocd, @12x56 mm.

Cod, 2040/E/SG - 60ml specimen containers, PS, wilh screw cap and label,

Cod. 210011 - Test lubes with K3 EDTA for 1ml of blood, paedialric use,

Cod. 2040/E/TS - 60ml specimen conlainers, in PS, with inserted screw cap

Cod. 2100/1/V - Test tubes in PP @12x56mm, with K3EDTA, for 1mi of blood

Cod. 2040/EB/TS - A0mI specimen containers, PS, inserted white screw cap

Cod. 2100/TM - Test tubes in PP with K3 EDTA for 2,5mi of blood 15x56mm

| Cod. 2040/EST/SG - 60ml specimen containers, PS, with screw cap and label,

Cod. 2101 - Test lubes in PP with K3 EDTA, for 2.5ml of blood, @¥16x60 mm,

Cod. 2040/P - 80m| specimen conlainer in PS, @35 x 70 mm,

Cod. 2040/P/E - 50m| specimen container in PS, @ 35 x 70 mm, with label,

Cod. 2102 - Test fubes in PP with K3 EDTA, for 5mi of blood, @16 x 80 mm,

Cod. 2103 - Test tubes in PP with K3 EDTA, for 2.5ml of blood, @12x86 mm,

Cod. 2040/R - 60mi specimen confainers, in PS, with red inserted

Cod. 2104 - Test tubes in PP with K3 EDTA., for 5ml of blood, @12 x 86 mm,

Cod. 2040/SG - 60ml specimen containers, in PS, with screw cap,

Cod, 2105 - Test ubes in PP with K3 EDTA, for 2.5ml of blood, @13x75 mm,

Cod. 2040/TS - 60ml specimen containers, in PS, wilh inserted screw cap

Cod. 20401TS/70 - SPECIMEN CONT, 60ML 35X70MM PS STERILE - BAGS OF 70
PCS

Cod, 2105/TM - Test tubes in PP with K3 EDTA, for 2.5ml of blood, @13x75 mm,

Cod. 2105/VIOLA - Test tubes in PP with K3 EOTA, for 2.5mi of blood, @13x75 mm,

Cod. 2106 - K3 EDTA IN 16X100 CYL. TT FOR 5 ML. OF

Cod. 2042 - 60mi laeces containers in PS, wilh screw cap and spoon,

Cod. 2107 - Test lbes in PP with K3 EDTA, for 10ml of blood, @16x100 mm,

Cod. 2042/E - SPECIMEN CONTAINERS 60 ML 35X70 IN PS SCREW CAP

Cod. 2108 - Test tubes in PP with K3 EDTA, for 4ml of blood, @13x75 mm,

Cod. 2042/E/TS - SPECIMEN CONTAINERS IN PS 60 ML, SCREW CAP W/SPOON

Cod. 2108/5 - test lube in PP with K3 EDTA for 5 mi of biood 13x75

Cod. 2042/5G - 60ml faeces conlainers in PS. wilh screw cap and spoon,

Cod, 2050 - 60ml PP graduated specimen containers inserted screw cap

Cod. 2108/TM - Test tubes in PP with K3 EDTA, for 4m! of blaad, @13x75 mm,

Cod. 2108/VIOLA - Test tubes in PP with K3 EDTA, for 4mi of blood, @13x75 mm,

Cod. 2050/100 - 60ml spacimen containers, in PP, with inserled screw cap

Cod, 2120 - 150ml urine containers in PP, with screw cap not insered,

Cod. 2050/8 - 60ml specimen containers, in blue PP, with inserted

Cod. 2120/100 - 150ml urine container in PP, screw cap

Cod. 2050/B/SG - 60ml specimen conlainers, in blue PP, with screw cap,

Cod. 2120/50 - 150ml urine containers in PP, screw cap not inserted, grad ,

Cod. 2050/C - CAPS FOR SPECIMEN CONTAINERS YELLOW SCREW CAP, FOR
ITEM

Cod. 2120/B - 150m| urine containers in PP, with white screw cap not

Cod. 2050/CS - 60ml PP graduated specimen container , inserted screw cap

Cod, 2120/B/SG - 150ml Urine cantainers in PP, white screw cap, gradualed,

Cod. 2050/DDK - 80m| specirnen wmainers in PP wiih red insered screw cap

Cod. 2120/CS - 150ml urine containers in PP, with screw cap, graduated,

Cod. 2120/CS/IM - 150ml urine containers in PP, screw cap, graduated, aseplic,

Cod. 2120/CS/MI - 120ml urine containers In PP, with screw cap, graduated,

Cod. ?GﬁGJ'Ei'S 60m| specimen containers, in PP with not inserted screw cap

Cod. 2050/E/SG - 60ml specimen conlainers, PP, with screw cap and label.

Cod, 2120/F - 150ml urine containers in PP, with screw cap not inserted,

Cod. 2050/E/TS - 60ml specimen containers, PP, with screw cap and label,

Cod. 2120/E/CS - 150mi urine containers in PP, screw cap, graduated, label,

Cod. 2120/E/SG - 150ml urine containers in PP, screw cap, graduated, label

Cod. 2050/P - 60ml specimen container in PP, @35 x 70 mm, gradualed,

 Cod. 2050/PIE - 60ml specimen container in PP, gradualed, @35x70 mm, label,

Cod. 2120/E/TS - STER. URINE CONTAINERS VOL 150 ML IN PP WISCREW CAP

Cod. 2050/PA/20/SG - B0ml specimen containers, PP, grad, lightblue screw cap not

Cod. 2120/E/TSB - 150 ml urine confainers in PP, screw cap, sterile, label

Cod. 2050/PB/20/SG - B0ml specimen containers, PP, graduated, blue screw cap not

Cod. 2120/ES - URINE CONTAINERS 150 ML PP SCREW CAP W/LABEL

Cod. 2050/PR - 80mi specimen containers, in PP, 35 x 70 mm. with

Cod. 2120/ES/SG - URINE CONTAINER 150 ML PP SCREW AP W/LABEL NOT
INSERTED

Cod. 2050/PR/20/SG - 60m| specimen containers, PP, graduated, red screw cap nol

Cod. 2120/H/SG - 150 ml urine containers in PP, screw cap with groove, gradua.

Cod. 2050/R - B0m! specimen containers, in PP, wilh inserled screw cap

Cod. 2120/N - 150ml uring containers in PP, with nautral screw cap not

Cod. 2050/RWHITE - 60ml conlainers in WHITE PP, inserted screw cap red colour,

Cod. 2120/R - 150ml urine containers in PP, with red screw cap not

Cod. 2050/S - 60ml specimen containers, in PP, with scraw cap,

Cod. 2050/3G - 60m| specimen containers, in PP, wilh screw cap,

Cod. 2050/SG/C25 - SPECIMEN CONTAINERS 60 ML, IN PP STERILIZED, PACK

Cod. 21205 - 150ml urine containers in PP, withoul cap, graduated,
Cod, 2120/SG - 150m| urine containers in PP, with screw cap, graduated,

Cod. 2050/SGICS - 60ml specimen containers in PP, screw cap, label, sterile ind
wrapped

Cod. 2120/SG/10 - 150m| uring container in PP, screw cap, sterile ind wrapped

Cod. 2120/5G/25 - Urine container 150ml in PP, screw cap, graduated, slerile

Cod. 2050/SG/S - 80ml specimen containers in PP, screw cap, label, sterile ind
wrapped

Cod. 2120/SG/C10 - URINE CONTAINERS GRADUATED 150 ML GRADUATED
SCREW CAP IN

Cod. 2050/T - 80ml specimen containers in PP, screw cap, label

Cod. 2120/SGIC30 - URINE CONTAINERS GRADUATED 150 ML. GRADUATED,
SCREW CAP |
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Cod, 2120/SG/MI - 120m urine containers in PP, with screw cap, graduated,

Cod. 2408 - Test tube with Lithium Heparin in PP, for 4 of blood,

Cod. 2120/SG+1118 - 150m) urine container in PP, screw cap, sterile ind wrappad +
label

Cod. 2408/VERDE - LITHIUM HEPARIN IN 13X75 CYL.TT FOR 5 ML OF

Cod. 2420 - 150ml urine containers in PP, with screw cap and plug,

Cod. 2120T - 160ml urine containers in PP, with inserted screw cap,

Cod. 2420/E/56 - 150ml urine conlainers in PP, with screw cap and plug,

Cod. 2120/T/100 - 150ml urine containers in PP, inserted screw cap, @58x72 mm

Cod. 2420/R - 150ml urine containers in PP, wilh red screw cap and plug,

"Cod. 2120/TIN - 150mi urine container in PP, screw cap neutral colour

Cod. 2420/3G - 160ml urine containers in PP, screw cap and plug, graduated,

GCod. 2120775 - 150ml urine containers In PP, Inserted screw cap, graduated,

Cod. 24207TR - 150ml urine containers in PP, with inserted red screw cap

Cod. 2120/T50 - URINE CONTAINERS VOL.150 ML-IN PP-W/SCREW CAP

Cod. 2440 - 80ml specimen containers, in PS, with inserted screw cap

| Cod. 2120/TASG - 150ml urine containers PP wilh light blue screw cap, graduat.

Cod. 2440/CS - 60ml specimens container In PS, screw cap, ind wrapped

Cod, 2120/TB - 150ml unine containers in PP, with inserted white screw cap,

Cod. 2440/E - 60ml specimen containars, in PS, with inserted screw cap

Cod, 2120/TE - 150ml urine containers PP with inserted light blue screw cap,

Cod. 2440/E/CS - 60m! specimen conlainers, in PS wilh screw cap and label

Cod. 2120/TN - 150ml urine containers in PP, with inserled neutral screw

Cod. 2440/E/SG - 60ml specimen conlainers, PS, with screw cap and label

Cod. 2120/TR - 150mi urine confainers in PP, with Inserted red screw cap,

Cod. 2120/TS - 150ml urine containers in PP, with screw cap, graduated,

Cod. 2440/P - 60ml specimen containers, in PS, not inserted screw cap,

Cod. 2120/TSG - STERILE URINE CONTAINER 150 ML PP - SCREW YELLOW CAP

Cod. 2440/5G - 60ml specimen containers, in PS, with screw cap,

'Cod, 2442 - 60ml faeces containers in PS, with screw cap and spoon,

Cod. 2120/TV - 150mi urine containers PP with green screw cap nol inserled,

Cod. 2442/E - 80m faeces containers in PS, with screw cap and spoon,

Cod. 2120/V/500 - 150ml urine containers in PP, green screw cap not inserted,

God. 2442/E/SG - 60mI faeces contalners in PS, with screw cap, spoon, label,

Cod. 2122 - URINE CONTAINER IN PP-150 ML WITH SPOON

Cod. 2442IR - 60ml faeces containers in PS, with inserled red screw cap

| Cod. 2122/SG - STERILE URINE CONTAINER 150ML IN PP SCREW CAP + SPOON

Cod. 2442/SG - 80ml faeces containers in PS, wilh screw cap and spoon,

| Cod. 2200 - Test lubes with KF+NA2 EDTA, in PP, for 2.5 of blood, wilh

Cod. 2450 - B0m specimen containers, in PP, with Inserted screw cap

Cod. 2200/G - KF+NA2 EDTA IN TT 12X56 FLAT BOTTOM YELLOW CAP FOR 2.5
ML

Cod. 2201 - Test tubes wilh KF+NA2 EDTA, in PP, for 2.5 of blood, with

Cod. 2450/ - 60m specimen containers in PP wilh inserted while screw cap,

Cod. 2450/CS - 60ml specimen confainers, in PF, with inserted screw cap

Cod. 2450/E - 60ml specimen containers, in PP, with inserted screw cap

Cod. 2201/G - KF+NA2 EDTA 16X60 FLAT BOTTOM TT - YELLOW - FOR 2,5ML OF

Cod. 2202 - Test tubes with KF+NA2 EDTA, in PP, for 5 of bloed, with

Cod. 2202/G - FLOURIDE OXALATE IN TT 16X60 FLAT BOTTOM- YELLOW CAP - 5
M

| Cod, 2450/E/3G - 60mi specimen containers, PP, with screw cap and label

[ Cod. 2450/E/TS - 60ml spacimen containers, in PP, with inserted screw cap

Cod. 2450/P - 60ml specimen containers, in PP, @38 x 65 mm,

Cod. 2450/R - 80ml specimen containers, in PP, with inserted red screw

Cod. 2203 - Test tubes with IKF+NA2 EDTA, in PP, for 2.5 of blood, with

Cod. 2204 - Test tubes with KF+NA2 EDTA. in PP. for 5 of blood, with

God. 2205 - Test lubes with KF+NAZ2 EDTA, in PP, for 2.5 of blood, with

| Cod. 2450/SG - 60ml specimen containers, In PP, with screw cap,

| Cod. 2450/5G/100 - B0mi specimen containers, in PP, with screw cap,

Cod. 2450/TS - 60ml specimen conlainers, in PP, with inserted screw cap

Cod. 2205/TG - Tes! ubes with KF+NA2 EDTA, in PP, for 2.5 of blood, with

Cod. 2208 - KF + NA2 EDTA IN 16X100 CYL. TT FOR 5 ML OF

Cod. 2452 - 60mi faeces containers in PP, wilh screw cap and spoon,

Cod. 2207 - Test tubes with KF+NA2 EDTA, in PP, for 10 of blood, with

Cod. 2452E - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2208 - Test tubes with KF+NA2 EDTA, in PP, for 4 of blood, with

Cod. 221 - Petri dishes @ 140 mm, wilh lriple vents, in PS,

Cod. 2452/E/CS - 60ml Faeces container in PP, screw cap and spoon, label, ind
wrapped

Cod. 221/N - Petri dishes @ 140 mm, with triple vents, in PS,

Cod. 2452/E/SG - 60ml laeces containers in PP, with screw cap, spoon, label,

Cod, 2452/EMTS - STER.SPEC.CONTAINER IN PP 38x85 60 ML WITH SCREW

Cod. 2220 - 200ml urine containers in PP, wilh screw cap, gradualed,

Cod. 2220/250 - 200m urine containers in PP, with screw cap, graduated,

Cod. 2452/R - 80ml faeces containers in PP, with red screw cap and spoon,

Cod. 2452/SG - 60m faeces conlainers in PP, with screw cap and spoon,

Cod. 2220/CS - 200ml urine containers in PP, with screw cap, gradualed,

Cod. 2452/3G/100 - 60ml faeces containers in PP, with screw cap and spoon,

Cod. 2220/E - 200 ml urine conlainers in PP, screw cap, with label,

Cod. 2220/E/CS - 200ml urine conlainers in PP, screw cap, graduated, label,

Cod. 2452(T/5 - 60 mi faeces containers in PPm

Cod. 2220/E/SG - 200ml urine containers in PP, screw cap, graduated, label

Cod. 2500 - Tes! tubes in PP with K3 EDTA, for 3ml of blood, @13 x 756 mm,

Cod. 2500" - K3 EDTA - PERFORABLE CAP

Cod. 2220/E/TS - 200ml urine conlainers in PP, inseried screw cap, graduated

Cod. 2500iN - Test lubes in PP with K3 EDTA, for 3ml of blood, @13 x 75 mm,

Cod. 2220/E/TSB - 200ml urine container in PP, screw cap, label, boric acid

Cod. 2220/R - 200m| urine containers in PP s¢rew red cap. graduated,

Cod. 2500/N* - Test tubes in PP with K3 EDTA, for 3ml of blood, 13 x 75 mm,

Cod. 2220/ - 200 mi urine container in PP, graduated, without cap

Cod. 2500/NEUTRO - K3 EDTA-PIERCEABLE NEUTRAL CAP IN 13X75 TT FOR 3 ML
OF BLOOD

Cod. 2220/SG - 200mi urine containers in PP, with screw cap, gradualed,

Cod. 2220/T - 200ml urine conlainers in PP, with inserted screw cap,

Cod. 2500/SE - Test tubes in PP with K3 EDTA, for 3ml of blood without label

Cod. 2500/SE/V - Test tubes in PP with K3 EDTA, for 3ml blood, withoul label,

Cod. 2220/TS - 200m| urine containers in PP, wilh inserted screw cap,

Cod. 2500/V - Test tubes in PP with K3 EDTA, for 3ml of blood, @13 x 75 mm,

Cod. 2250 - Specimen containers in PP, 40 mi, with screw cap

Cod. 2500/V* - Test lubes in PP with K3 EDTA, for 3m! of blood, Q13 x75 mm,

Cod, 2250/E/SG - 40ml| specimen conlainers in PP with screw cap and label.

Cod. 2500/Vi2 - Test tubes in PP with K3 EDTA, rubber violet pierceable cap,

Cod. 2250/SG - 40ml specimen containers in PP with screw cap,

Cod. 2500/V/SG - Test lubes in PP. K3 EDTA, 3ml of blood, @13x75.sterile

Cod. 2300 - Tes! tubes with Sodium Heparin in PP, for 2.5 of blood,

Cod. 2301 - Tes! tubes wilh Sodium Heparin in PP, for 2.5 of blood,

Cod. 2500/VIOLA - K3EDTA- PIERCEABLE VIOLET CAP IN 13x75 TT FOR 3 ML OF
BLOOD

Cod. 2302 - Test tubes with Sodium Heparin in PP, for 5 of blood,

Cod. 2501 - Test lubes with 0.4ml Sodium Citrate for coagulation, in PP

Cod. 2303 - Test tubes with Sodium Heparin in PP, for 2.5 of blood,

Cod. 2502 - Test tubes with 0.4ml Sodium Cilrate for coagulation, in PP

Cod. 2304 - Tes! tubes with Sodium Heparin in PP, for 5 of blood,

Cod. 2503 - 0.4ML SODIUM CITRATE YELLOW CAP IN 16X100 CYL. TEST TUBE

Cod. 2305 - Tes! lubes with Sodium Heparin in PP, for 2.5 of blood,

Cod, 2505 - 0.4ML SODIUM CITRATE YELLOW CAP IN 12X56 FLAT BOTTOMTT.

Cod. 2306 - SODIUM HEPARIN IN 16X100 CYL. TT, FOR 5ML OF

Cod. 25051 - Test tube with 0,1ml Sodium Citrate for coagulation yellow

Cod. 2307 - Test tubes with Sodium Heparin in PP, for 10 of blood,

Cod. 2308 - Tes! lubes wilh Sodium Heparin in PP, for 4 of blood,

Cod, 2508 - Test tubes with 0.4ml Sodium Citrate for coagulation, in PP

Cod. 231 - Pelri dishes @ 150 mm, with triple vents, in PS,

Cod. 2508/BLU - SODIUM CITRATE 0,4ML BLUE CAP IN TT 13X75 FOR
COAGULATION

Cod. 231/N - Petri dishes @150mm, nol sterile, wilh venls

Cod. 251 - Petri dishes @ 90 mm, with 2 sectors, lriple vents,

Cod. 2400 - Tesl tube with Lithium Heparin in PP, for 2.5 of blood,

Cod. 2400/1 - Test lube with Lithium Heparin for 1m! of blocd, paedialic

Cod. 251/AN - Petri dishes @ 90 mm, with 2 sectors, triple vents,

Cod. 251/B - Petri dishes @ 90 mm, with lriple venls, in PS,

Cod. 2400/TV - LITHIUM HEPARIN IN 12X56 FLAT BOTTOM TT FOR 2,5ML OF
BLOOD

Cod. 251/SG - Petri dishes @ 90 mm, with 2 sectors, triple vents,

Cod. 251/SGJAN - Pelri dishes @ 90 mm, with 2 seclors, triple vents,

Cod. 2401 - Test Wube wilh Lithium Heparin in PP, for 2.5 of blood,

Cod, 251/SG/B - Pelri dishes & 90 mm, with triple vents, in PS,

Cod. 2402 - Test tube with Lithium Heparin in PP, for 5 of blood,

Cod. 2510- 0.5 ML SODIUM CITRATE YELLOW CAP IN 12X56 FLAT BOTTOM TT

Cod. 2403 - Test tube with Lithium Heparin in PP, for 2.5 of blood,

Cod. 2511 - Test tubes with 0.5ml Sodium Citrate lor coagulation, in PP

Cod. 2404 - Test tube with Lithium Heparin in PP, for 5 of blood,

Cod. 2512 - Tesl tubes with 0,5mI Sodium Citrate for coagulation, in PP

Cod, 2404/TV - Tesl tubes in PP with Lithium heparin, @12x86mm, for 5ml of blood

Cod. 2512/TB - Tesl Tube with 0.5 ml Sodium Citrate for coagulation, in PP

Cod. 2404/VERDE - LITHIUM HEPARIN - GREEN CAP [N CYL.T.T. FOR & ML OF
BLOOD

Cod. 2513 - 0.6ml Sodium Citrate In fest tube in PP @16x100, yelow cap,

Cod. 2515-0,5 ML SODIUM CITRATE YELLOW CAP IN 13X76 CYL. T.T.

Cod. 2405 - Test tube with Lithium Heparin in PP, for 2.5 of blood,

Cod. 2405/TV - Test tube with Lithium Heparin in PP, for 2.5 of blood,

Cod. 2515/BLU - 0.5 ml Sodium Citrate in test lube PP @13x75, blue cap,

Cod. 2515/TBIF - Test tubes with 0.5ml Sedium Citrate, in PP

Cod. 2406 - LITHIUM HEPARIN IN 16X100 CYL. TT., FOR 5ML.

Cod. 2520 - Test tubes with 0.25ml Sodium Citrate for coagulation, in PP

“Cod. 2407 - Test tube with Lithium Heparin in PP, for 10 of blood,

Cod. 2520/T8 - Tesl lube with 0,25ml Sodium Citrate with blue cap In PP
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Cod. 252[)ﬂ R - Test lubes with 0.25ml Sodium Citrate for coag, pink in PP

Cod. 2621 - Test tubes with 0.5ml Sodium Cilrale for ESR., in PP

 Cod. 2521 - Test lubes with 0.25ml Sodium Citrate for coagulation, in PP

Cod. 2622 - Test lubes with 0.5ml Sodium Citrate for ESR,InPP

Cod. 2522 - Tes! lubes with 0.25ml Sedium Citrate for coagulation, in PP

Cod. 2625 - Test lubes with 0.5ml Sodium Citrate for E.S.R., in PP

Cod. 2522IR - Test lubes with 0.25ml Sedium Citrate for coagulation, in PP

Cod. 2632 - Test tubes @12x56mm in PP with 0.25ml Sodium Citrate for 1ml

Cod. 2525 - Test lubes with 0.25ml Sedium Citrate for coagulation, in PP

Cod. 2635 - Tes! lubes @13x75mm in PP with D.4m) Sodium Citrale for 1.6ml

Cod. 252512 - Tesl tubes with 0.2ml Sodium Citrate for coagulation, in PP

Cod. 2525/32/BLU - Test tubes with 0.25ml Sodium Citrate 3 2% for coagulation,

Cod. 2640 - 60 ml containers @39x60mm, in PS, alluminium screw cap with

Cod. 2640/E - 60 m! containers @39x60mm, in PS, alluminium screw cap with

Cod. 2580 - 30ml specimen containers, in PS, with inserted screw cap

Cod. 2640/E/SG - 60 ml specimen container in PS, metallic screw cap, label, sterile

Cod. 2580/8 - 25ml specimen conlainers, in PS, inserted white screw cap,

Cod. 2580/BISG - 25ml specimen containers, in PS, inserted white screw cap,

Cod. 2640/E/TS - 60 ml containers @39x60mm, in PS, alluminium screw cap with

‘Cod. 2640/5G - 60 mi specimen container in PS, metallic screw cap, sterile

Cod. 2580/E - 25ml specimen containers, in PS, with inserted screw cap

Cod. 2640/TS - 80 ml containers @39x60mm, in PS, alluminium screw cap with

| Cod. 2580/E/CS - 25ml specimen containers in PS, screw cap, label, Ind wrapped

Cod. 2661/E/TB - 10ml test lube with separating gel + clot acc., in PP, with

Cod. 2580/E/P - UNIVERSAL CONTAINER PS 25ML W/SCREW CAP NOT
INSER.+LABEL

 Cod. 2662/F - 10ml test tube with separating gel + clot acc., in PP, with

"Cod. 2662/E/TB - 10ml test lube with separaling gel + clot ace,, in PMMA, with

Cod. 2580/E/PW - UNIVERSAL CONTAINER PS 25 ML WISCREW CAP NOT
INSERTED+LABEL

Cod. 2662/TB - TT WITH SEP.SILICONE GEL+CLOT ACCEL. IN PMMA 16X100 LOW
STOP

Cod, 2580/E/SG - 25ml specimen containers, PS, with screw cap and label,

Cod. 2580/E/SGIB - 25ml specimen containers, PS, screw WHITE cap and label,

Cod. 2882/TM - TT WITH SEP.SILICONE GEL+CLOT ACCEL. IN PMMA 16X100 LOW
STOP

Cod. 2580/E/SGICS - 25ml specimen containers, PS, with screw cap and label,

Cod. 2663/E/TB - 5ml les! lubes wilh separating gel +clot acc., in PP, with

Cod. 2580/E/SGICSMW - 25ml specimen containers, PS, with screw cap and label,

Cod. 2664/E/TB - Test tubes in PP @12x86mm, with granules + clot activator

Cod. 25B0/E/TS - SPECIMEN CONTAINER 25 ML 25X80 IN PS SCREW CAP

Cod. 2580/E/TS/W - 26ml laeces containers in PS, with insered screw cap and

Cod. 2665/F - 5ml test tubes with separating gel + clot acc., in PP, wilh

Cod. 2665/E/TB - 5ml test tubes with separaling gel + clot acc., in PMMA, with

| Cod. 2580/E/W - SPECIMEN CONTAINER 25 ML PS - WITH LABEL

Cod. 2665/TB - Test lubes in PMMA @13x75mm, with gel + clot aclivator

Cod. 2580/EB - UNIVERSAL CONTAINER 30ML SCREW CAP +LABEL

Cod. 2580/EB/TS - SPECIMEN CONTAINER 25 ML 25X80 IN PS SCREW CAP

Cod. 2666/€ - SILICONE GEL+CLOT ACCELERATOR IN 16X100 PP TT W/LABEL
FOR 10

Cod. 2580/EB/TS/W - 25ml faeces containers in PS, with white screw cap,

Cod. 2666/E/TB - 10ml test tube with separating gel + clot acc., in PP, wilh

| Cod. 2580/ER - SPECIMEN CONTAINERS 25 ML, DIM. @25x80 MM

Cod, 2666/TB - 10ml test tube with separating gel + clot acc., in PP, with

| Cod. 25B0/EST/SG - 25ml specimen containers, PS, wilh screw cap and label,

Cod. 2668/E - 5ml test tubes with separating gel + clol acc., in PP, with

Cod. 2580/P - 25ml specimen containers, PS, wilth notinserted screw cap

Cod. 2668/E/TB - 5ml lest ubes with separating ge! + clot acc., in PMMA, with

Cod, 2580/PB - 25ml specimen containers, PS, with not inserted screw cap

Cod. 2580/S - 25ml specimen confainers in PS, without cap

Cod. 2668/TB - SILICONE GEL+CLOT ACCELERATOR IN PMMA 12X86 TT FOR SML
OF

"Cod, 2580/5G - 30ml specimen containers, in PS, with screw cap

Cod. 2678/E/TB - bm test tubes with separating gel + clot accellerator, in PP

Cod. 2580/SGICS - 30ml specimen containers, in PS, with screw cap

Cod. 2680 - 25ml specimen containars, in PP, with inseried screw cap

Cod. 2580TAPPO/A - Screw cap for 2580/2680

Cod. 2680iE - 25ml specimen conlainers, in PP, with inserled screw cap

"Cod. 2580/TB/SGICS - 25ml specimen containers, in PS, with while screw cap,

Cod, 2680/E/SG - 25m) specimen containers, PP, with screw cap and label,

Cod. 2580/TBIANCO - Screw cap for 2580/2680

Cod. 26B0/E/SGICS - 25ml specimen containers, PP, with screw cap and label,

Cod. 2580/TS - SPEC.CONTAINER CONT. 30 ML IN PS STERILE

Cod. 2680/E/TS - 25ml specimen containers, PP, with screw cap and label,

Cod. 2580/TS/W - 25ml specimen containers, in PS, with while screw cap

Cod. 2580/ - 25 ml specimen containers, in PS, & 25 X 80 mm

Cod. 2680/EB/TS - 26ml specimen containers, PP, white inserted screw cap

Cod. 2680/EST/SG - 25ml specimen containers, PP, wilh screw cap and label,

Cod. 2580P - 25ml specimen containers, in PS, with not inserled

Cod. 2680iP - 25ml specimen containers, in PP, with not inserted

Cod. 2588 - 25ml faeces conlainers in PS, with screw cap and spoon,

Cod. 2588/E - 25ml faeces containers in PS, with screw cap and spoon,

Cod. 2680/S - 25 m! Specimen containers in PP, without cap

Cod 2680/SG - 25ml specimen containars, in PP, with screw cap

Cod. 2588/E/CS - 25ml faeces containers in PS, wilh screw cap and spoon,

Cod. 2680/SGICS - 25ml specimen containers, in PP, with screw cap

Cod. 2588/E/3G - 25ml faeces onntainars in PS with SCrew cap, poon, label

Cod. 2680/TS - SPECIMEN CONTAINERS 25 ML 25X80 IN PP W/SCREW CAP

Cod 258-81'E!SGJ’CSIW STOOL CONTAINER 25 ML INPS WISPOON AND SCREW
CAP

"Cod. 2688/E - 25ml faeces conlainers in PP, wilh screw cap and spoon,

Cod. 2688 - 25mi fagces containers In PP, with screw cap and spoon,

Cod. 2688/E/CS - 25ml faeces conlainers in PP, with screw cap and spoon,

Cod. 258BIE/TS - SPECIMEN CONTAINER 25 ML 25X80 IN PS SCREW CAP

Cod. 2688/E/SG - 25ml faeces containers in PP, with screw cap, spoon, label

"Cod. 2588/ETSAN - 25ml faeces containers in PS, with screw cap and spoon,

Cod, 26B8/E/SGICS - 25ml fasces coniainers in PP, with screw cap, spoon, label

Cod. 2588/EB - UNIVERSAL CONTAINER 30ML SCREW CAP+LABEL AND SPOON

Cod. 26BB/E/TS - 25ml faeces conlainers in PP, with inserted screw cap and,

Cod. 2588/EB/TS - SPECIMEN CONTAINER 25 ML 25X40 IN PS SCREW CAP

Cod. 2588/EB/TSM - SPECIMENT CONTAINER 25 ML PS W/SCREW CAP + PLAIN
LABEL

Cod. 2688/SG - 25ml faeces containers in PP, with screw cap and spoon,

‘Cod. 2688/5GICS - 25ml faeces conlainers in PP, wilh screw cap and spoon,

Cod. 2700 - Test tube with 0.3ml of Sodium Citrate @13x75, light blue cap

Cod. 2588/P - SPECIMENT CONTAINER 25 ML PS W/SCREW CAP + PLAIN LABEL

Cod. 270012 - Test tubes in PP with 0,2ml of sodium citrate, with pierceable cap

Cod. 2588/SG - 25mi faeces containers in PS, wilh screw cap and spoon,

Cod. 2705 - Test ubes in PP with 0,35ml Sodium Citrale, blue cap

Cod. 2588/SG/CS - 25ml faeces containers in PS, with screw cap and spoon,

Cad. 271 - Petri dishes @ 90 mm, with 4 seclors, lriple vents,

Cod. 2588P - Spoon in polypropylene for faeces, white colour

Cod. 271/AN - Petri dishes & 90 mm, with 4 sectors, triple vents,

Cod. 2600 - Test tubes with 0.25ml Sodium Citrate for E.S.R., in PP

Cod. 271/B - Pelri dishes @ 90 mm, with triple vans, in PS,

Cod. 2600/1 - Paedialric test lubes wilh Sodium Cilrate for 1mi bload,

Cod. 271/3G - Pelri dishes @ 90 mm, with 4 seclors, triple vents,

Cod. 2600/TN - test tubes with 0,25ml Sodium Citrate with black cap in PP

Cod. 271/SGIAN - Petri dishes @ 90 mm, with 4 seclors, triple vents,

Cod. 2601 - Test tubes with 0.25ml Sodium Citrate for E.S.R., in PP

Cod. 271/SG/B - Petri dishes @ 90 mm, with triple vents, in PS,

Cod. 2602 - Test tubes with 0.25ml Sedium Cilrate for E.S.R., in PP

Cod. 2710 - Test tubes with 0.25ml Sodium Citrate, @12x56, 2 blood level

Cod. 2603 - 0.25ML SODIUM CITRATE PINKICAP IN 16X100 CYLINDRICAL TT.

Cod. 2711 - Test lubes with 0.25ml Sodium Citrate. @16x60, 2 blood level

| Cod. 2605 - Test fubes with 0.25ml Sedium Citrate for E.S.R., in PP

Cod. 261 - Petri dishes @ 50 mm, with 3 sectors, friple vents,

Cod. 2712 - Test lubes with 0.25ml Sodium Citrate, @12x86, 2 blood level

Cod. 2715 - Test lubes with 0.25ml Sodium Citrate, @13x75, 2 blood level

Cod. 261/AN - Petri dishes @ 80 mm, with 3 seclors, Iriple vents,

Cod. 30001 - No additive plain vacuum fube, In PET, 2.0 ml, @13 x 75 mm,

Cod. 261/B - Pelri dishes @ 90 mmn, with triple vents. in PS,

Cod. 30002 - No additive plain vacuum tube, in PET, 3.0 ml, @13 x 75 mm,

Cod. 261/SG - Petri dishes @ 90 mm, with 3 sectors, Ariple vents,

Cod. 30003 - No addilive plain vacuum tube, in PET, 4.0 mi, @13 x 75 mm,

Cod. 261/SG/AN - Petri dishes @ 90 mm, with 3 sectors, friple vents,

Cod. 30004 - No additive plain vacuum tube, in PET, 6.0 ml, @13 x 100 mm,

Cod. 261/5GIB - Petri dishes @ 90 mm, wllh lriple vents, in PS,

“Cod. 30011 - Gel+clot acfivator vacuum iube vol. 3.5 ml, in PET @13x75 mm,

God. 2610 - Tes! lubes with 0.4ml Sodium Citrate for E.S.R., in PP

Cod. 30012 - Gel+Clol activator vacuum lube vol. 5 ml, in PET, @13x100 mm,

Cod. 2610/G - Test Tubes 0,4ml Sodium yellow cap Cilrate for ESR. in PP

Cod. 30013 - Gel+Clot aclivator vacuum tube vol. 8 ml, in PET, @16x100 mm,

Cod. 2611 - Test tubes with 0.4ml Sodium Citrate for ES.R,, in PP

Cod, 30014 - Rapid Gel + Clot act. vacuum tube, vol. 4 ml, PET, @13x75mm

Cod. 2612 - Tes! tubes with 0.4ml Sodium Citrate for ESR., in PP

Cod. 30020 - Clot aclivator vacuum tube in PET, vol. 2 ml, @13x76 mm,

Cod, 2613 - 0.4ML SODIUM CITRATE PINK CAP IN 16X100 CYLIND. T.T.

Cod. 30021 - Clot aclivator vacuum tube in PET, vol. 4 ml, @13x75 mm,

‘Cod. 2615 - Test tubes with 0.4ml Sodium Citrate for E.S.R., in PP

Cod. 30022 - Clot activator vacuum tube in PET, vol. 6 ml, @13x100 mm,

Cod. 2615/TN - Test lubes with 0.4ml Sodiurn Citrate for ESR, in PP

Cod. 30023 - Clot aclivator vacuum lube in PET, vol. 9 ml, @16x100 mm,

Cod. 2620 - Test tubes with 0. 5ml Sodium Citrate for E.S.R., in PP

Cod. 30031 - Gel+clot activator vacuum {ube vol. 3.5 ml, in PET @13x75 mm,




Cod. 3IUT]32 ~Gel Lot activalor vacuum lube vol. 5 ml, In PET, @13x100 mm,

Cod. 3731/CAVA - Tanks in PE for 24 hours urine collection, 2500ml, gradualed,

Cod. 30033 - Gel+Clot activator vacuum lube vol. § ml, in PET, @16x100 mm,

Cod. 3731/GRFAR - Tanks in PE for 24 hours urine collection, 2500ml, graduated,

Cod. 30100 - K2 EDTA vacuum lubes in PET, vol. 2 mi, @13 x 75 mm,

Cod. 3771/E/T8 - 10ml test luba with separating gel, in PP, with label,

‘Cod. 30101 - K2 EDTA vacuum tubes in PET, vol. 3 ml, @13 x 75 mm,

Cod. 3772/E/TB - 5ml separating gel test tubes in PP, with label, @13x75 mm,

Cod. 30102 - K2 EDTA vacuum lubes in PET, vol. 4 ml, @13 x 75 mm,

Cod. 3773/ - 10ml test lube with separating gel, in PP, with red cap,

Cod. 30103 - K2 EDTA vacuum tubes in PET, vol. 6 ml, @13 x 100 mm,

Cod. 3773/E/TB - 10ml test tube with separating gel, in PMMA, with brown cap,

Cod. 30104 - K2 EDTA vacuum tubes in PET, vol. 9ml, @16 x 100 mm,

Cod. 37738 - 10ml test tube with separating gel, in PMMA, with brown cap,

Cod. 30200 - K3 EDTA vacuum tubes in PET, vol. 2 ml, @13 x 75 mm,

Cod. 3774/E/TB - 5 mi test lube with separating gel, in PP, with label,

Cod. 30200/1 - K3 EDTA vacuum tubes in PET, vol. 1 ml, @13 x 75 mm,

Cod. 3775(E - 5ml lest tubes with separating gel, in PP, with red cap,

Cod. 30201 - K3 EDTA vacuum tubes in PET, vol. 3 ml, @13 x 75 mm,

Cod 3775/E/TB - 5ml test lubes wilh separating gel, in PMMA, with brown cap,

Cod. 30202 - K3 EDTA vacuum tubes in PET, vol. 4 ml, @13 x 75 mm,

Cod. 3778(E - SILICONE GEL IN 16X100 PP TT WILABEL FOR 10

Cod. 30203 - K3 EDTA vacuum lubes in PET, vol. 6 ml, @13 x 100 mm,

Cod. 3776/E/TB - 10ml test lube with separating gel, in PP, with brown cap,

Cod, 30204 - K3 EDTA vacuum tubes in PET, vol. 9 ml, @16 x 100 mm,

Cod. 3024 - URINE-CONTROL ind. Cased 24h urine botties in PE,

Cod. 3776/TB - 10m test tube with separating gel, in PP, with brown cap,

Cod. 3778 - SILICONE GEL IN 12X86 SPECIAL MAT. TT, FOR

Cod. 3024/GRFAR - 24h graduated urine bottles 2500ml, PE,

Cod. 3778/E - 5ml test lubes with separaling gel, in PP, with red cap,

Cod. 3024/PRONTO - 24h graduated urine botlles 2500ml, PE,

Cod. 3024/PRONTO - 24h graduated urine bottles 2600ml, PE,

Cod. 3778/EMB - 5ml fest tubes with separating gel, in PMMA, with brown cap,

Cod. 4001/F - Tips Eppendorf type in PP, vol. 100-1000ul, blue colour,

Cod. 3024/5G - URIN-CONTROL 24 HOURS URIN.COLL.CONT.IN PE

Cod. 4001/E/SG - Tips Eppendor type in PP, vol. 100-1000ul, blue colour,

Cod. 3024/TIASCO - 24h graduated urine tank, 2500ml, PE,

Cod. 4001/G - Tips Gilson type in PP, vol. 100-1000 ul; blue colour,

Cod. 3030/SG - URIN-TEST sterile ind. Cased 130ml uring containers in PS,

Cod. 4001/G/SG - Tips Glson type in PP, vol_ 100-1000 ul, blue colour,

‘Cod. 30300 - ESR vacuum tube in PET, wilh 3,8% 4NC, vol. 1.6ml, @13x75mm

Cod. 4001/U - Universal tips in PP, vol. 100-1000ul, blue colour,

Cod. 3031/SG - URIN-TEST sterile ind. Cased 12mi urine fesl tubes in PS,

Cod. 4001/U/SG - Universal lips in PP, vol. 100-1000 ul, biue colour,

Cod. 3031/SGIFARMA - Urine test lube with pressure cap, PS, 12ml, @17x105mm

Cod, 4001/UN - Universal tips 50-100ul, graduated, neutral, rack of 96 pes

Cod. 3031/SG/GRFAR - Urine test tube with pressure cap, PS, 12ml, @17x105mm

Cod. 4001/UNISG - Universal tips in PP, vol. 50-1000 ul, neutral calour,

Cod. 3031/SGPRONTO - Urine test tube with pressure cap, PS, 10ml, @16x100mm

Cod. 4002/U - Tips Eppendorf type in PP, 20-300ul graduated, neulral,

Cod. 3039/5G - 10ml conical lesl lubes in PP, ©16x100mm, graduated, red cap,

Cod. 4002/U/SG - Tips Eppendorf type in PP, 20-300ul graduated, neutral,

Cod. 3039/SG/PPC - 10ml cylindrical test tubes in PP @16x100 graduated, red cap,

Cod. 3039/SG/PS - 10ml conical test tubes in PS, @16x100mm, graduated, red cap,

Cod. 4202/B/SG - STER PIPETTE TIPS-RACK WILID VOL . 1-300 ul NEUTRAL,
STERILE

Cod. 3039/TA/SG - 10ml conical test tube @16x100 PP, graduated, light blue cap,

Cod, 4202/C - Tips Eppendorf type in PP, 0,5-10 ul eristal, neutral,

Cod. 3039TA/SGIPS - 10ml conical tesl lubes in PS, @16x100 graduated, 1.blue cap,

Cod. 30500 - 3,2% 9NC vacuum tube in PET, vol. 2.7 mi, @13 x 75 mm,

Cod. 4202/C/SG - Tips Eppendorf type in PP, 0,5-10 ul cristal, neulral,

Cod. 4202/E - Tips Eppendorf type in PP, vol. 5-200 ul, yellow colour,

Cod. 30500/38 - 3,8% ONC vacuum tube in PET, val. 2.7 ml, @13 x 75 mm,

Cod. 4202/E/SG - Tips Eppendorf type in PP, vol, 5-200 ul, yellow colour,

Cod. 3050089000000 - 24h graduated urine container 2500ml, PE,

Cod, 4202/G - Tips Gilson fype in PP, vol. 5-200 ul, yellow colour,

Cod. 30501 - 3,2% INC vacuum tube in PET, vol. 3.6 ml, @13 x 75 mm,

Cod. 4202/G/SG - Tips Gilson type in PP, vol. 5-200 ul, yellow colour,

Cod. 30501/38 - 3,8% 9NC vacuum tuba in PET, vol. 3.6 ml, @13 x 75 mm,

Cod. 4202/M - Tips MLA type in PP, vol. 5-200 ul, neutral colour,

Cod. 30503 - 3.2% 9NC vacuum tube in PET, vol. 2 ml, @13 x 75 mm,

Cod. 4202IM/SG - Tips MLA type in PP, vol. 5-200 ul, neutral colour,

Cod. 30503/38 - 3,8% INC vacuum tube in PET, vol. 2 ml, @13 x 75 mm,

Cod. 4202/MG - Tips Gilson type in PP, vol. 0.1-10ul. neutral colour,

Cod. 3052/SG - BIO-TEST sterile ind. Cased 60ml faeces containers in PP,

Cod. 3052/SGIGRFAR - Faeces conlainer with screw cap and spoan, PP, 60ml, 35x70

Cod. 3052/SGILFH - Faeces container with screw cap and spoon, PP, 60ml @35x70

Cod. 4202/IMGISG - Tips Gilson type in PP, vol. 0.1-10ul, neutral colour,

Cod. 4202/0M - Tips Oxford type in PP, vol. 5-200 ul, neutral colour,

Cod. 420210M/SG - Tips Oxlord fype in PP, vol. 5-200 ul, neulral colour,

Cod. 3052/SGCAVA - Faeces container with screw cap and spoon, PP, 60ml, 35x70

Cod. 4202/U - Universal tips in PP, vol 2-200ul graduated, yellow,

Cod. 3052/SGPRONTO - Faeces container with screw cap and spoon, F‘F‘, EOml, 35x70

Cod. 4202/U/3G - Universal tips in PP, vol 2-200ul graduated, yellow,

Cod. 30600 - Glucose NH+NF vacuum fube in PET, vol. 2 ml, @13 x 75 mm,

Cod. 4203/U - Universal tips 2-200ul, graduated, neulral, rack of 96 pcs

Cod. 30601 - Glucose NH+NF vacuum tube in PET, vol, 4 ml, @13 x 75 mm,

Cod. 4203/U/SG - Universal lips 2-200ul, graduated, neutral, rack of 96 pcs, sterile

Cod. 30800 - Lithium Heparin vacuum tube in PET, vol. 2 ml, @13 x 75 mm,

Cod. 4204/U - Universal tips in PP, yellow, Vol. 2-200ul, not graduated,

Cod. 30801 - Lithium Heparin vacuum lube in PET, vol. 4 ml, @13 x 75 mm,

Cod. 4204/U/SG - Universal fips in PP, yellow, Vol 2-200ul, not graduated,

Cod. 30802 - Lithium Heparin vacuum tube in PET, vol. 6 ml, @13 x 100 mm,

Cod. 4302/B - Tips Biohil type in PP, vol. 2-300 ul, neutral colour,

Cod. 30800 - Gel+Lithium Heparin vacum tuba vol. 4 ml, in PET, @13x75 mm,

Cod. 4302/B/SG - Tips Biohil type in PP, vol. 2-300 ul, neutral colour,

Cod. 30901 - Gel+Lithiurn Heparin vacurn lube vol, 5 ml, in PET, @13x100 mm,

Cod. 309251 - Urine cont. 200mi PS screw cap + urine test fube PS 12ml, cap

Cod. 4302/G - Tips Gilson lype in PP, 2-200 ul graduated, neutral,

Cod. 4302/G/SG - Tips Gilson type in PP, 2-200 ul graduated, neulral,

Cod. 308253 - Faaces container with screw cap, spoon, PP, 60mi, @35x70mm

Cod. 4302/U - Universal tips 2-200ul, graduated, neutral, rack of 96 pcs

Cod. 309343 - Urine lest lube with pressure cap, PS, 10ml, @16x100 mm,

Cod. 4402/8 - Tips Bichit m-Line/Proline type, vol. 0.1-10ul, neutral

Cod. 309346 - Graduated urine container with screw cap, PP, 56x72, 150ml

Col. 4402/B/SG - Tips Biohit m-Line/Proline type, vol. 0.1-10ul, neutral

Cod. 31 - Petri dishes @ 35 mm, with lriple vents, in PS,

Cod. 4402/ - Tips Eppendor type in PP, vol. 2-20 ul, neutral calour,

Cod. 31IN - Petri dishes @ 35 mm, wilh lriple vents, in PS,

Cod. 4402/E/SG - Tips Eppendorf typa in PP, vol. 2-20 ul, neutral colour,

Cod. 3120/SG - URIN-TEST sterile ind. Cased 150m urine containers in PP,

Cod. 4402/G - Tips Gilson type in PP, vol, 2-200 ul, yellow colour,

Cod. 3120/SG/20 - 150ml sterile urine containers in PP, screw cap, graduated,

Cod. 4402/G/SG - Tips Gilson type in PP, vol. 2-200 ul, yellow colour,

Cod. 3120/5G/20 - 150m! sterile urine containers in PP, screw cap, graduated,

Cod. 4402IMG - Tips Gilson type in PP, 0.1-10ul lengthened, neutral,

Cod. 3120/SG/IGRFAR - Gradualed urine container wilh screw cap, PP, 58x72, 150ml

Cod. 4402/MG/SG - Tips Gilson type in PP, 0.1-10ul lengthened, neutral,

Cod. 3120/SG/LFH - Graduated urine container PP, screw cap red colour, 150ml,

Cod. 4875/E - 5mil test lubes with separaling granules-+clol ace, in PMMA,

Cod. 3120/SGIPHA - Graduated urine container with screw cap, PP, 58x72, 150m|

Cod. 4876/E - 5ml test lubes with separating granules+clot acc, in PP,

Cod. 3120/SGCAVA - Gradualed urine container with screw cap, PP, 58x72, 150ml

Cod. 4876/E/TB - Test tubes @13x75 mm in PP with granules+clot aclivator

Cod. 3120/SGPRONTO - Graduated urine container with screw cap, PP, 58x72, 150ml

Cod. 4876/ETE - 5ml lest lubes wilh separaling granules+clot acc, in PP,

Cod. 31300 - Holder in PP for vacuum collection needle

Cod. 4876/TR/E - 5ml test tubes with separating granules+clot ace, in PP,

Cod. 3211/SG - BIO-TEST stenle ind. Cased 60ml fagces containers in PS,

Cod. 4878/E - 5ml lest tubes with separaling granules-+clot acc, in PP,

Cod. 35100 - Vacuum urine test tube 9 ml, PET, canical bottom, @16x100,

Cod. 4878/TRIE - 5ml test tubes with separating granules+clot acc, in PP,

Cod. 35120/5G - 120mi urine conlainers in PP, with device for vacuum fube,

Cod. 4883/E - 6ml fest tube with separating granules + clot accelerat, PP,

Cod. 35120/SG/PRONTO - 120ml urine containers in PP, with device for vacuum tube,

Cod. 4883/E/TN - 6l test Iube wilh separating granules + clot awetalal PP,

Cod. 35150 - Vacuum urine test tube 8 ml, PET, round bottom, @16x100 mm,

Cod. 35200 - Vacuum urine test tube 9ml,PET conical bottom with boric acid

Cod 4885 - 10m? test tube with separating granules+clot ace, in PS,

Cod. 35250 - Vacuum urine test tube 9ml,PET round bottorm, with boric acid,

Cod. 4885/E - 10ml lest tube with separaling granules+cliet ace, in PS,

Cod. 3553/E - 10ml test tubes with clot accellerator, in PMMA, with

Cod. 3553/E - 10m test lubes with clol accellerator, in PMMA, with

Cod. 4885/R - T.T. W/SEPAR. GRANULES+CLOT AC CELER. PS FOR 10ML-RED
CAP

Cod. 3555(E - 4ml lest tubes with clot accellerator, in PMMA. with

Cod. 3656/E - 10m! test tubes with clot accellerator, in PP, with

Cod. 4886/E - 10ml lest lube with separating granules-+clot acc, in PP,

Cod. 4886/TRIE - 10ml test tube with separaling granules+tiot ace, in PP,

Cod. 3558/E - 5ml lesi tubes with clot accellerator, in PMMA, wilh

Cod. 36005 - K2EDTA+Gel, vacuum tubes, PET, vol. 5 ml, @13 x 100 mm,

Cod. 4888/E - 5ml test tubes with separaling granules+clot acc, in PMMA,

‘Cod. 3731 - URINE-CONTROL ind. Cased 24h urine lanks in PE,

Cod. 4888/EB - 5ml test tubes with separating granules+clot acc, in PMMA,

Cod. 500 - Positive charge slides 26x76mm MasterGlass,




acro tips Finnpipette type, vol. 500-5,000 ul, neuiral,

Cod. 5001/F/SG - Macro tips Finnpipette lype, vol. 500-5.000 ul, neutral,

Cod. 5112/MOR - 3mi flat bottom test tubes in Random PP, gradualed,

“Cod. 5112/T - 3ml flat bottom test tubes in PS, graduated, with rim,

Cod. 5001/0 - Macro tips Gilson type, vol, 1,000-5,000 ul, blue,

Cod. 5112/T/100 - 3ml flat botlom cylindrical lest lubes, in PS, @12x56 mm,

Cod. 5001/0/SG - Macro tips Gilson type, vol. 1,000-5,000 ul, blug,

Cod, 5112/TE - 3ml flat bottom lest tubes in PS, graduated, with rim,

Cod. 5001/0ON - Macro lips Eppendorf lype, vol. 1,000-5,000 ul, neutral,

Cod. 5120 - 120ml urine containers in PP with screw cap with device for

Cod. 5001/ON/SG - Macro tips Eppendorf type, vol. 1,000-5,000 ul, neutral,

Cod. 5120/CS - 120ml urine containers in PP, screw cap with device X vacuum

Cod. 5002/U - Tips In kit Eppendorf lype, vol. 2-300 ul, neutral colour,

Cod. 5003 - 0.75ml micro test lube in HDPE with cap, @7.65 x 35.50 mm,

Cod. 5120/E/SG - 120ml urine container in PP, screw cap with device for vacuum tube,
label, sterile

Cod. 5003/B - 0.75m micro test tube in HDPE with cap, @7 65 x 35.50 mm,

Cad. 5003/G - 0.75ml micro test tube in HDPE with cap, @ 765 x 35.50 mm,

Cod. 5120/E/TS - 120mi urine container in PP, screw cap with device for vacuum tube,
label, sterile

[ Cod. 5003/R - 0.75m! micro test tube in HOPE with cap, @ 7,65 x 35.50 mm,

Cod. 5120/SG - 120ml urine containers in PP, screw cap with device x vacuum

Cod. 5005 - 10ml cylindrical test ubes in PS, without rim, not

Cod. 5120/TS - 120m urine containers in PP with screw cap with device for

Cod. 5005/C - 10ml conical test tubes in PS, not graduated, without rim,

Cod. 5122 - External caps for vacuum test tubes @12-13 mm, in PE,

Cod. 5005/C/S - 10ml conical test tubes In PS, not graduated, without rim,

Cod. 5122* - VACUTAINER TEST TUBES CAPS IN PE FOR T.T. & 12 MM BLUE

| Cod. 5005/MO - 10ml cylindrical test tubes in PP, withoul rim, not

Cod. 5005/MQI/S - 10ml cylindrical test fubes in PP, without rim, not

Cod. 5122.01 - External caps for vacuum test tubes @12-13 mm, in PE,

Cod. 5122.01* - External caps for vacuum fest tubes @12-13 mm, in PE,

Cod. 5005/MOIT - 10m cylindrical test tubes in PP, withoul rim, not

Cod. 5122.02 - External caps for vacuum test tubes @12-13 mm, in PE,

| Cod. 5005/MOC - 10mi conical test tubes in PP, not graduated, without rim,

Cod. 5122.02* - Exlernal caps for vacuum tes! tubes @12-13 mm, in PE,

Cod. 5005/MOCIS - 10ml conical lest tubes in PP, not graduated, without rim,

Cod. 5005/MOCIT - 10ml conical test tubes in PP, without rim, no graduated, cap

Cod. 5122.03 - External caps for vacuum test tubes @12-13 mm, in PE,

Cod. 5122.03" - External caps for vacuum test tubes @12-13 mm, in PE,

Cod. 5005/S - 10ml cylindrical tes! tubes in PS, without rim, nol

Cod. 5122.04 - External caps for vacuum test lubes @12-13 mm, in PE,

Cod. 5005/S7K - 10m cylindrical lest lubes in PS, withoul rim, nol

Cod. 5122.04" - External caps for vacuum test tubes 1213 mm, in PE,

Cod. 5005/S/K/100 - 10m cylindrical test tubes in PS, without rim, not graduated

Cod. 5122.05 - External caps for vacuum fest lubes @12-13 mm, in PE,

Cod. 5005/S/TE - CYLINDRICAL TT 10 ML 16X100 PS NOT GRADUATED WITH
CAP+ABEL

Cod. 5122.05* - External caps for vacuum lesl tubes @12-13 mm, in PE,

Cod, 5122.XX - Caps lor closure vacuum lube @12-13mm

Cod. 5008 - 3mi cylindrical test tubes in PS, not graduated,

Cod. 5122.XX* - Caps for closure vacuum tube @12-13mm

Cod. 5006/C/T - Cylindrical test tubes in PS, @11.5455, cap

Cod, 5126 - External caps for vacuum test fubes @15-16 mm, In PE,

Cod. 5006/MO - 3mi cylindrical lest lubes in PP, not graduated,

Cod. 5126" - VACUTAINER TEST TUBES CAPS PEFOR TT @ 16 MM YELLOW

Cod. 5008/T - Cylindrical tesl tubes in PS, ©11.5x56, cap

Cod. 5006T - 3ml cylindrical test tubes in PS not graduated, with cap,

Cod. 5126.01 - Exlernal caps for vacuum lest lubes @15-16 mm, in PE,

"Cod. 5015 - Caps in PE 10x10 mm, for cuvetes spectrophotometer

Cod. 5126.01° - External caps for vacuum test tubes 15-16 mm, in PE,

| Cod. 5126.02 - External caps for vacuum lest lubes @15-18 mm, in PE,

Cod. 5015/5G - Caps in PE 10x10 mm, for cuvelles spectrophotometer,

Cod. 5126.02* - External caps for vacuum test tubes @15-16 mm, in PE.

Cod. 5018 - 5ml cylindrical test tubes in PS, with rim, graduated,

God. 5126.03 - External caps for vacuum test tubes @15-16 mm, In PE,

Cod, 5018/1000 - 5ml cylindrical test tubes in PS, wilh rim, graduated,

Cod. 5126.03" - External caps for vacuum test fubes #15-16 mm, in PE.

Cod. 5018/MO - 5ml cylindrical test tubes in PP, with rim, graduated,

Cod. 5126.04 - External caps for vacuum test tubes @15-16 mm, in PE,

Cod. 5018/MO/1000 - 5l cylindical test ubes in PP, graduated

Cod. 5126.04* - Extenal caps for vacuum test tubes @15-16 mm, In PE,

Cod. 5024 - Sampling bottles 2,500m, for 24h urine collection, PE,

Cod. 5126.05 - External caps for vacuum lest lubes @15-16 mm, in PE,

Cod. 5024/E - URINE CONTAINERS "24 HOURS"VOL.2500ML SAMPLING

Cod. 5024/E/SG - STER URINE CONTAINERS *24 HOURS'VOL 2500 ML IN PE

Cod. 5126 XX - Caps for closure vacuum tube 215-16mm

Cod. 5024/F - URINE CONTAINERS "24 HOURS"VOL 2500 ML IN PE

Cod. 5126 XX* - Caps for closure vacuum tube @15-18mm

Cod. 5024/SG - STERILE URINE CONTAINERS '24 HOURS' VOL. 2500 ML. IN PE

Cod, 5127 - Caps for reclosing vacuum test lubes @16 mm, in PE

Coxl. 5024K - STER.URINE CONTAINERS "24 HOURS"VOL 2500 ML IN PE

Cod, 5129 - Caps for reclosing vacuum test fubes @13 mm, in PE

Cod 50351 - 50ml conical test lubes in PP, with screw cap, graduated

Cod, 5140 - 20ml cylindrical tes! tubes in PS, not graduated, without

Cod. 50351/SG - 50ml conical lest tubes in PP, with screw cap, gradualed

Cod. 50351/SG/CS - 50ml conical test fube PP with cap, graduated serigraphed,

Cod. 5140E - 2Dmlcylmdncalleal lubes in PS nol gradualed, wilhoul

Cod, 50352 - 15ml conical test tubes in PP, with screw cap, graduated

Cod 5140!M0:‘E 20m cylindrical test lubes in PP nntgraduatad without

Cod. 50352/5G - 15ml conical test lubes in PP, with screw cap, graduated

Cod. 50352/SG/CS - 15ml conical test lube PP with cap, graduated serigraphed,

Cod. 5140/MOIT - 20m cylindrical test lubes in PP, not gradualed, without

Cod. 5140/MOIT/SG - 20ml cylindrical lest lbes in PP, without rim, with cap,

Cod. 5038/E - 5ml gylindrical test tubes In PS, with rim, graduated,

Cod, 5140/MOITE - 20mi cylindrical test fubes in PP, not graduated, withoul

Cod. S038/MQIE - Sml cylindrical test tubes in PP, with rim, graduated,

Cod. 5096/C - Microliler plate lid in PS, 86x128 mm

Cod. 5140/MOITE/SG - 20ml cylindrical lest lubes in PP, withoul rim, with cap

Cod. 5140/SG - 20ml cylindrical test tubes in PS. not graduated. without

Cod. 5096/C/5G - Microtiter plate lid in PS, 86x128 mm, sterile ind wrapped

Cod. 5140/T - 20m cylindrical test ubes in PS, not graduated, withoul

Cod. 5096/P - Microtiter plate in PS with 96 wells flat bottom, 86x128 mm

Cod. 5096/P/SG - Microliter plate in PS with 96 wells flat bottom, 86x128 mm

Cod. 5140/T/SG - 20ml cylindrical test fubes in PS8, without rim, with cap,

Cod, 5096/P/SG+COP - Microtiter plate in PS with 96 wells flat bottom, 86x128 mm +
lid

Cod, 5140/T/SG/CS - 20ml cylindrical test lubes in PS, with cap, without rim,

Cod. 5140/TE - 20ml cylindrical test tubes in PS, not gradualed, without

| Cod. 5140/TE/SG - 20m| cylindrical test tubes in PS, withoul rim, with cap

Cod. 5096/P+COP - Microiter plates in PS, flat bottom, 96 wells, lid _

Cod. 5140TE/SGICS - 20mi cylindrical test tubes PS with cap & label, withoul rim,

Cod. 5096/U - Microtiter plate in PS with 86 wells U bottom shape, 86x128mm

Cod. 5140MO/E - 20m cylindrical test lubes in PP, label

Cod. 5096/U/25 - MICROTITER PLATES IN PS."U'BOTTOM PKT QF 25PCS

Cod. 5096/U/25/SG - MICROTITER PLATES PS *U"BOTTOM STERILE PKT 2PCS

Cod. 5155 - Rods for clot detachment and exiraction in PS, lenght 157mm

Cod. 5200/SG - L-Shape spreaders In PP, colour while, sterile

Cod. 5096/U/5 - MICROTITER PLATES IN PS "U" BOTTOM - BAGS OF 5 PCS

Cod. 5200/SG/CS - L-Shape spreaders in PP, colour white,

Cod. 5096/U/SG - Microtiter plate in PS with 96 wells U bottom shape, 86x128mm

Cod. 5201/5G - L-Shape spreaders In PP, colour blue, sterile

Cod. 5096/U/SG+COP - Microtiter plate in PS with 96 wells U bottom shape,
86x128mm + lid

Cod. 5201/SGICS - L-Shape spreaders in PP, colour blue,

Cod. 5202/C - Tips in kit Eppendorf type, 0.5-10 ul cristall, neutral,

Cod. 5096/U+COP - Microtiter plates in PS, *U” shape bottor, 96 wells, id

Cod. 5202/F - Tips in kit Eppendorf type, vol. 5-200 ul, yellow colour,

Cod. 5096/V - Microtiter plale in PS with 98 wells V boltom shape, 86x128mm

Cod. 5202/G - Tips in kit Gilson type, vol. 5-200 ul, yellow colour,

Cod. 5096/V/SG - Microtiter plate in PS with 96 wells V bottom shape, 86x128mm

Cod. 5202/MG - Tips in kit Gllson type, vol. 0.1-10ul, neutral colour,

Cod. 5096/VISG+COP - Microfiter plates In PS, V" shape bottom, 96 wells, sterile + lid

Cod. 5202/U - Tips in kit Universal type, vol, 2-200 ul, yellow colour,

Cod. 5101/E - Tips in kit Eppendori type, vol. 100-1000 ul, blue colour,

Cod. 5205/SG - T-Shape spreaders in PS, colour blue, sterile R,

Cod. 5101/U - Tips in kil Universal type, vol. 100-1000 ul, blue colour,

Cod. 5205/SG/CS - T-Shape spreaders In PS, colour blue, sterile R,

Cod. 5112 - 3ml flat bottom test tubes in PS, graduated, with rim,

Cod. 5250 - 25mi cylindrical test tubes in PS, graduated, with rim,

Cod. 5112/F - 3ml flat bottom test tubes in PS, graduated, with rim,

Cod. 5250/MO - 25mi cylindrical lest lubes in PP, graduated, with rim,

Cod. 5112/MO - 3ml flat bottom lesl tubes in PP, gradualed, with rim,

Cod. 5300 - Stirring rods in PS, &3 x 120 mm

Cod. 5112IMOJE - 3m flat bottom lest lubes in PP, graduated, with rim,

Cod. 5302/G - Tips In kit Gilson type, vol. 2-200 ul, neutral colour,

Cod. 5112/MOIT - 3ml flat bottom fest tubes in PP, graduated, with rim,

Cod. 5331 - 10ml conical urine test tubes for inslrcuments, in PS,

Cod. 5112IMOIT/P - 3ml flat bollom lesl lubes in PP, gradualed, with fim,

Cod. 5112MOITAL - 3ml fiat bottom test tubes in PP, graduated, with rim,

Cod. 5331/S - 10ml conical urine test tubes for instruments, In PS,

"Cod. 5331/ST - 10mi conical urine test tubas for instruments, in PS,

Cod. 5112/MOITE - 3ml flat bottom test tubes in PP, gradualed, will rim,

Cod. 5331/TE - 10ml conical urine test lubes for instruments, in PS,




- 10ml conical urine test lubes for instruments, PS, @16x105mm

Cod. 5990 - Separating granules in PS, in packages of 1 Kg

Cod‘ 54 76 - Kil lips Bichit type 2-300ul, neutral colour

Cod. 5993/E - 6ml test tube with separaling granules, in PP, wilh green

Cod. 5402/E - Tips in kit Eppendorf type, vol. 2-20 ul, neutral colour,

Cod. 5995/E - 10ml test tube with separaling granules, in PMMA, with green

Cod. 5402/G - Tips in kit Gilson type, vol. 2-200 ul, yellow colour,

Cod. 5995/ER - 10ml tes! tube with separating granules, in PMMA, with red

Cod. 5402/MG - Tips in kit Gilson lype, 0.1-10ul lengthened, neultral,

Cod. 5986/E - 10ml test lube with separating granules, In PP, with green

Cod. 5420 - Reduction cups for @13mm vacuum test tubes, ml, in PS,

Cod. 5998/E - 5ml test tubes with separating granules, in PMMA, with green

Cod. 5430 - Reduction cups for @16mm vacuum test tubes, 2ml, in PS,

Cod. 5434 - Square conlainers 2,000ml for 24h urine collection, PE,

Cod. 6001/0 - Macro tips Gilson type, vol. 1,000-5,000 ul, blue,

Cod. 5434/M - Square containers 2000ml for 24h urine collection, PE.

Cod. 6001/ON - Macro tips Eppendorf type, vcl 1 DUU -5,000 ul, neutral,

Cod. 5471 - Bottie 24h urine collection PE ergonomic 2000mi screw cap for

Cod. 5472 - Bottle 24h urine collection PE brown 2000ml, screw cap for

Cod. 6001/ON/SG - STER PIPETTE TIPS RACK WILID NEUTRAL1000-5000 UL
EPPENDORF-

Cod. 5520 - Caogulometer sample cups for Dade/Sismex CA50/500/5000 type

Cod. 6001/SG - Sterile loops 1ul, in PS, with incorporated needle,

Cod. 5540 - Sysmex CS 2000 coagulometer cuvettes, in PS

Cod. 6001/SG/BRAND - Sterile loops 1ul, Iin PS, with incorporated needle, in

Cod. 5555 - 10ml cylindrical test lubes in PMMA, not graduated, with

Cod. 6001/SG/CS - STERILE INOCULATING LOOPS 1 UL, NEUTRAL, INDIVIDUALLY

Cod. 5555/E - 10ml cylindrical test tubes in PMMA, not graduated, with

Cod. 6002/SG - Sterile Ioops 1ul, in PS, with incorporated needle,

Cod. 5555/T - 10ml cylindrical test tubes In PMMA, not graduated, with

"Cod. 5555/TE - 10ml cylindrical test fubes in PMMA, not graduated, wilh

Cod 6005 - 10m _cyl[ndrica! test tubes in PS with rim, graduated

Cod. 5558 - 5ml cylindrical test ubes in PMMA, gradualed, wilh rim,
Cod. 5558/E - 5ml cylindrical lest tubes in PMMA, graduated, with rim,

Cod. 6005250 - 10ml cylindrical lest lubes in PS, with rim, gradualed,

Cod. 6005/C - 10ml conical lest lubes in PS, graduated, with rim, @16x105mm

Cod. 5558/ - 5ml cylindrical test tubes in PMMA, graduated, with rim,

Cod. 6005/C/50 - 10m conical test tubes in PS, graduated, with rim, @16x100mm

Cod. 5558/TE - 5mi cylindrical test lubes in PMMA, graduated, with rim,

Cod. 6005/C/500 - 10ml conical test tubes in PS, graduated, wilh rim, @16x100mm

Cod. 5575 - 5ml cylindrical test tubes in PMMA, graduated at 3ml,

Cod. BOOS/CIT - 10m conical test lubes in PS, graduated, with rim, @16x100mm

Cod. 5575/E - 5ml cylindrical test tubes in PMMA, graduated at 3ml,

Cod. B005/MO - 10m cylindrical test tubes in PP, with rim, gradualed,

Cod. 560 - Microscope slides 26x76 mm, cul type, thick 1,0/1.2 mm

Cod. 6005/M0/250 - 10mi cylindrical test lubes in PP, with rim, graduated,

Cod. 561 - Microscope slides 26x76 mm, ground edges, hick 1,0/1.2 mm

Cod. 562 - Microscope slides 26x76 mm, ground edges with frosted end,

Cod. 8005/MO+1127 - 10ml cylindrical test tubes in PP, @16x100 mm + cap with
longue

Cod, 5630 - Cuvettes in PMMA for CibaCorning Express 550 & Plus

Cod. 6005/MOC - 10ml conical fest tubes in PP, graduated, with rim, @16x105mm

Cod. 5640 - Ciba Comning Express 550 and Plus sample cups, 1 ml

Cod. 6005/SG - Sterile loops with two loops 10ul + 1 ul, in PS, yellow,

Cod. 5650 - Ciba Corning Express 550 and Plus sample cups, 0.8 ml

| Cod. 5671 - Bottle 24h urine collection PE 2000m screw cap x vacuum les!

Cod. 6005/3G/100 - 10m! cylindrical test tubes PS, rim, graduated, @16x100mm,

‘Cod. 6005/SG/BRAND - Sterile loops with twa loops 10ul + 1 ul, in PS, yellow,

Cod. 5672 - Botlle brown 24h urine, in PE, 2000ml screw cap x vacuum tes!

Cod. 6005/SG/CS - Sterile loops with two loops 10ul +1 ul, in PS, yellow,

Cod. 5685 - Flexi-Strip for blood smear in PS, lenght 76 mm.

Cod, B009/C/E - 10ml conical test lwbes in PP, wilh rim and label, graduated,

Cod. 5701 - Disposable forceps in ABS, ergonomic grip, [enght 124mm

Cod. 5701/CS/100 - Disposable forceps in ABS with ergenomic grip, lenght 124mm,

Cod. 6009/C/T - 10ml conical test tubes in PS, with rim and cap, araduated,

Cod. 6009/C/TRIE - 10m conical test fubes in PS, label, red cap

| Cod. 5701/C5100 - Disposable forceps in ABS, Ind wrapped

Cod. BO0YIE - 10ml cylindrical test tubes in PS, wilh rim, graduated,

Cod. 5701/P - Disposable forceps in ABS

Cod. 6009/MO/E - 10ml cylindrical test tubes in PP, with rim, graduated,

Cod. 5701/3 - Disposable forceps in ABS, ergonomic grip, lenght 124mm

Cod. 6009/MOIT - 10ml cylindrical test tubes in PP, with rim, graduated,

Cod. 5701/SG - Disposable forceps in ABS, ergonomic grip. lenght 124mm.

Cod. B009/MO/TBIE - 10ml cylindrical test lubes in PP, with rim, gradualed,

Cod. 5701/SG/CS - Disposable forceps in ABS, ergonomic grip, lenght 124mm,

Cod. 6009/MOITE - 10ml cylindrical test tubes in PP, with rim, graduated,

Cod. 5701/SGICS/100 - Disposable forceps in ABS, sterile, ind. wrapped, bags of

Cod. 6009/MOCIE - 10ml conical test lubes in PP, with rim and label, graduated,

Cod. 571 - Microscope coloured slides, frosted end white colour;

Cod. 5701/SGICSIP - Disposable forceps in ABS, ergonomic grip, lenght 124mm,

Cod. 6009/ - 10 mio cylindrical test tubes in PS, cap

Cod. 6009/T/SGICS - 11 mlo cylindrical test tubes in PS, cap, sterile ind wrapped

Cod. 572 - Microscope coloured slides, Irosted end blue colour,

Cod. B010/SG - Sterile loops 10ul, in PS, with incorporated needle,

Cod. 573 - Microscope coloured slides, frosted end pink colour,

Cod. B010/SG/BRAND - Sterile loops 10ul, in PS, with incorporated needle, in

Cod, 5731 - Bollle 24h urine collection PE brown 3000ml, screw cap for

Cod. 6010/SGICS - STERILE INOCULATING LOOPS 10 UL- BLUE, INDIVIDUALLY

Cod. 5732 - Bottle 24h urine collection PE 3000mi screw cap x vacuum test

Cod. 6011/SG - Sterile Ioops 10ul, in PS, with incorporated needle,

Cod. 574 - Microscope coloured slides, frosted end yellow colour,

Cod. 6011/SG/BRAND - Sterile loops 10ul, blue colour, sterile in bags of 5 pes

Cod. 575 - Microscope coloured slides, frosted end green colour,
Cod. 576 - Microscope coloured slides, frosted end orange colour,

Cod. 6013 - 7ml cylindrical test ubes in PS, without rim, not graduated

Cod. 6013/MO - 7ml cylindrical lest tubes in PP, without rim, not graduated

Cod. 5821 - Cuvettes for Olli-C Analyzer, dml, in PS, @12 % 50 mm

Cod. 6013/5G - Sterile 7ml cylindrical tubes PS. without rim and gradualion

Cod. 5830 - Technicon sample cups 1.5 ml, in PS, @13.90 x 24.70 mm

Cod. B013/SGICS - 7ml cylindrical test lubes in PS, without rim, not graduated

Cod. 5840 - Abbot Architect sample cups

Cod. 6013/T/SG - 7ml cylindrical test tubes in PS, without rim, not graduated

Cod. 5850 - SMALL SERUM CONES FOR POLIMAK IN PE - STRIPS OF 20 PCS

Cod. 6015/SG - Sterile loops 1+10ul, yellow colour, sterile in bags of 5 pcs

Cod. 5860 - AXsYM sample cups, in PS, @17.50 x 53 mm

Cod, 8015/SG/BRAND - Sterile loops 1+10ul, yellow colour, sterile in bags of 5 pes

Cod. 5860 - AXsYM sample cups, in PS, @17.50 x 53 mm

Cod. 6040/SG - Sterils inoculation loops with needle + spreading sphere,

Cod_ 5670 - Kodak sample cups 0.5mlin PS, G116 x 20 mm

Cod. 61 - Petri dishes @ 80 mm, withoul triple venls, in PS,

Cod. 5880 - STAGO® STart® coagulation analyzer sample cups

Cod. 5890 - SIGMA® AMELUNG® KC4 DELTA™ coagulation analyzer cuvettes

Cod, 81/N - Pelri dishes @ 60 mm, without Iriple vents, in PS,

Cod, 6301 - 2ml cryotubes in PP internal thread, not serigraphed,

Cod, 5301 - Hitachi sample cups 3mlin PS, @17 x 38 mm

Cod. 6302 - 1.2ml cryolubes in PP, internal thread, serigraphed,

‘Cod. 5303 - Hitachi sample cups, for pediatric use, @17 x 37 mm
Cod, 5907 - Olympus AU400/AUB40 sample cups

Cod. 6311 - 2ml cryotubes in PP, intemal thread, serigraphed,

Cod. 5307 - Olympus AU400/AUG40 sample cups

Cod. 6311/R - 2ml cryotubes in PP, internal thread, cylindrical botiom,

Cod, 6321 - 4ml cryotubes in PP, intemal thread, serigraphed,

Cod. 5310 - Cuvettes for ABA-VP 0.5 ml, in PS

Cod. 6321/R - 4ml cryotubes in PP, inlernal thread, cylindrical botiom,

Cod. 5920 - Cuvetles for ELVI type coagulomelers, PS, 1ml

Cod. 5921 - Cuvettes for Elvi 818-819-820, 1 ml, in PS, @12 x 34.50 mm

| Cod. 6331 - 5ml cryotubes in PP, skirted, internal thread, serigraphed,

GCod. 6331/R - 5ml cryolubes PP, round bottom infernal thread, serigraphed,

Cod. 5930 - Cuvettes for Fibrintimer, 1.3ml, in PS, @11.9x34.5 mm,

Cod, 6402 - 1.2ml cryolubes in PP, extemal thread, serigraphed,

Cod. 5931 - Option Behnk Thrombotimer cuvettes, with mixers

Cod. 5405 - 3ml cryotubes In PP, external thread, serigraphed,

Cod. 5931/S - Option Behnk Thrombotimer cuvettes, withou! mixers

Cod, 6411 - 2ml cryotubes in PP, exlemnal thread, serigraphed,

Cod, 5940 - ERIS SAMPLE CUPS IN PS DIM. 13X28MM. VOL. 1.5ML

Cod, B411/R - 2ml cryolubes in PP, extemal thread, cylindrical bottom,

Cod. 5941 - Cuvettes for Amelung 1.5 ml, in PS, @20x23mm, without mixer

Cod, 6421 - 4ml cryotubes in PP, external thread, cylindrical bottom,

Cod, 5241/S - Cuvettes for Amelung 1.5 ml, in PS, @20x23mm, with metallic

Cod. 6431 - 5ml cryotubes in PP, exlernal thread, serigraphed,

Cod. 5951 - Cuvette for coagulomeler TECO® -DiaMed®-DIALAB® Iype, in PS,

Cod. 5961 - Cuvette for coagulometer TECO® -DiaMed®-DIALAB® lype, In PS,

Cod. 65351 - 50mI conical fest tube PP with cap, graduated serigraphed,

"Cod. 65351/SG - 50ml conical fest tube PP with cap, graduated serigraphed,

Cod. 5971 - Accu CoaDala cuvettes

Cod. 65352 - 15ml conical test lube PP with cap, graduated serigraphed,

Cod. 5975/E - 4m test lubes with separaling granules, in PMMA, with green

God. 5976/E - 5ml lest tubes with separating granules, in PP wilh green cap

Cod. 65352/SG - 15mi conical test tube PP with cap, graduated serigraphed,

Cod. 66001 - Macro tips Gllson type, vol. 2,000-10,000ul, neutral,

Cod. 5978/E - 5ml test tubes in PP with separating granules with green

Cod. 86005 - Macro fips Biohil type, vol. 2,000-10,000ul, neulral,

Cod. 5984 - Seac Clol S2 cuvettes

Cod, 6840 - Test lubes rack hermetic lid for n°40 tubes @12-16 mm,




- 50mi conical test lubes in PP for light-sensilive materials,

Cod. 9603 - Filter tips Gilson type, 2-100ul beveled grad, neulral,

Cod. 70461/3G/CS - 50ml conical test tubes in PP for light-sensitive malerials,

Cod. 9505 - Filter tips Gilson type, 2-30ul beveled gradu, neutral,

Cod. 70462/SG - 15ml conical test lubes in PP, for light-sensitive materials,

Cod. 9606 - Filler tips Gilson type, vol. 2-200ul beveled, neutral,

Cod. 70462/SGICS - 15ml conical test lubes in PP, for light-sensitive malerials,

Cod. 80461/SG - 50ml conical lube PP with base for light-sensitive malerials
Cod. 80461/SG/CS - 50ml conical tube PP with base for light-sensitive materials,

 Cod. 9610 - Filter tips Gilson type, vol. 0.1-10 ul, neutral,
Cod. 9615 - Filter lips Gllson lype, vol. 101-1000 ul, neutral,

Cod. 9620 - Filter lips Eppendorf type, 20-300 ul graduated, neutral,

Cod. 81 - Petri dishes @ 80 mm, without triple vents, in PS,

Cod. 81/N - Pelri dishes in PS @80mm, without vents, no sterile

Cod. 9520/NS - FILTER TIPS EPPENDORF UNIVERS, NEUTRAL 20-300UL BAGS
1000 PCS

Cod. 91 - Petri dishes @ 90 mm, with triple vents, in PS

| Cod. 91/AN - Petrl dishes @ 90 mm, with iriple vents, in PS

"Cod. 9620/3 - STER, FILTER TIPS UNIVERSAL NEUTRAL 20-300UL - BAGS 1000
Cod. 9701 - Filter tips Universla type, vol. 100-1000 ul, neutral,

Cod. 91/B - Pelri dishes @ 90 mm, with lriple vents, in PS,
Cod. 91/SAC - Petri dishes @ 90 mm, wilh triple vents, in PS

Cod. 9702 - Tips for gel loading in PP, vol. 0.1-200 ul, neutral,

Cod. 9703 - Filter tips Universla type, vol. 50-1000 ul, graduated,

Cod. 91/5G - Petri dishes @ 90 mm, with triple vents, in PS

Cod. 9710 - Filter tips Gilson type, vol. 0.1-10 ul, neulral,

Cod. 91/SG/AN - Petri dishes @ 90 mm, with triple vents, in PS

Cod. 9711 - Filter fips Universal type, vol. 2-200 ul, neulral,

Cod. 91/SG/B - Peln dishes @ 90 mm, wilh tiple vents, in PS,

Cod. 9712 - Filter lips universal type in PP, vol. 2-30 ul, neutral,

Cod. 91/SGISAC - Petri dishes In PS @80mm, with vents, sterile

Cod. 9713 - Filter tips universal type in PP, vol. 2-100 ul, neutral,

| Cod. 9402 - Filter tips Tor Biohit m-Line/Proline Plus, 0,1-10ul, neutral, rack

Cod. 9801 - Macro tips Gilson type with filter vol. 1000-5000 ul, blue

Cod. 9501 - Filler tips Eppendorf type, vol, 101-1000 ul, neulral, _
Cod. 9501/NS - FILTER TIPS EPPENDORF NEUTRAL 101-1001 UL - BAGS OF 1000
PCS

Cod. 9802 - Macro tips Eppendor ype wilh filter vol, 1000-5000 ul,

Cod. 9803 - Macro tips Finnpipette type with filter, vol. 1000-5000ul,

Cod. 9810 - Macro tips Gilson type with filter, vol. 2000-10000 ul,

Cod. 9501/S - Filler tips Eppendorf iype, vol. 101-1000 ul, neutral,

Cod. 9811 - Macro fips Biohit type with filter, vol. 2000-10000 ul,

Cod. 9502 - Filter fips Eppendorf type, vol. 5-100 ul, neutral,

Cod. 9901/8 - GreenTip neutral lips 0.1-10ul, universal type, in rack

Cod. 9503 - Filter fips Eppendorf type, vol. 0.5-10 ul, neutral,

Cod. 9902/B - GreenTip neutral tips 2-100ul, universal type, in rack

Cod. 9503/NS - FILTER TIPS EPPENDORF CRISTALL NEUTR, 0,5-10 UL BAGS OF
1000

Cod. 9903/B - GreanTlp neutral tips 100-1000ul, universal type, in rack

Cod. 9920/8 - GreenTip neulral filler tips 0,1-10ul, universal type, in rack

Cod, 9503/S - STERILE FILTER TIPS 0,5-10 UL NEUTRAL EPP.CRISTALL BAGS
1000

Cod. 9921/B - GreenTip neutral filter tips 2-100ul, universal typs, in rack

Cod. 9504 - Filter lips Eppendorl type, vol. 2-20 ul, neutral colour,
Cod. 9504/NS - FILTER TIPS EPPENDORF NEUTRAL 2-20UL - BAGS OF 1000 PCS

Cod. 9922/B - Neutral tips 2-200ul, sterile with filter, Universal type,

Cod. 9923/B - Tip with filler universal type , vol, 100-1000 ul, in rack in

Cod. 9940009146 - Gradualed urine container with screw cap, PP, 58x72, 150ml

Cod. 95045 - STER. FILTER TIPS 2-20 UL EPPE NDORF NEUTRAL - BAGS 1000
PCS

Cod. 9949009146 - Graduated urine container with screw cap, PP, 58x72, 150ml

| Cod. 9601 - Filter tips Gilson type, 2-160ul beveled grad, neutral,

Cod. S10110/PR - Test tubes @12x86mm in PP, with 0.2ml NA Cilrate, for

[ suddetti prodotti, in base all’art. 4 della direttiva 98/79/CE, sono di libera circolazione e possono essere messi
in commercio in Italia ¢ in tutto il territorio dell’Unione Europea.
Si rilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e per I'esportazione.

The above mentioned products, according to the art. 4 of 98/79/EC directive, can freely circulate and can be
commercialized in Italy and in the whole of the European Union.
This certificate is issued on the interested company’s request according to the law and for exporting.
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CERTIFIED COMPANY UNI EN ISO 9001 & UNI CEI EN ISO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE
13.02.2018

MADE IN ITALY

CODICE ARTICOLO:
ITEM CODE: 3771/E/TB

DESCRIZIONE /| DESCRIPTION

Provetta cilindrica @16 x 100 mm prodotta in Polipropilene medicale
(PP), infrangibile, translucido ed inerte, Le provette contengono gel
separatore con aggiunta, per migliorare la separazione, di granuli
separatori in polistirolo (inerti, tondeggianti e privi di asperita al fine
di evitare la rottura delle cellule durante la centrifugazione) per 10,0
ml di sangue i quali formano una sufficiente barriera ermetica tra
plasma e siero in seguito alla centrifugazione (raccomandiamo di
non superare RCF 1.500 x g). Corredate di etichetta autoadesiva
applicata e tappo a pressione in polietilene (PE) di colore rosso a
presa bassa a perfetta tenuta. Centrifugabili a max 5.000 RPM.
Dispositivo latex free

Cylindrical test tube @16 x 100 mm in medical Polypropylene (PP),
unbreakable, translucent and inert Test tubes contain separating
silicone gel and, for a better use, PS separating granules (inert and
smoothly rounded to avoid cells breakage during centrifugation) for
10.0 ml of blood, forming a hermetic barrier between plasma and
serum following to centrifugation (it is recommended not to
centrifuge at more than RCF 1,500 x g). Supplied with applied label
and polyethylene (PE) cap, red colour, low grip, perfectly tight. The
test tubes can be centrifuged at max 5,000 RPM. Latex free device

Prodotto con marchio CE - conforme alla Direttiva 98/79/CE e al D.Igs 332 del 08/09/2000
CE Marked product - manufactered in compliance with 98/79/CE Directive and D.Igs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI
NON STERILE / NOT STERILE

Stato microbiologico

TECHNICAL FEATURES
Microbilogical status

Materiale impiegato provetta

POLIPROPILENE / POLYPROYILENE

Raw material — test tube

Materiale impiegato tappo

POLIETILENE / POLYETHYLENE

Raw material — cap

Temperature tollerate provetta

MIN-10°C MAX +121°C

Temperature range - test tube

Temperature tollerate tappo

MIN -50°C MAX +75°C

Temperature range - cap

Volume nominale (ml)

10 ML Nominal volume (ml)

Dimensioni provetta (mm)

@16 X 100 MM Dimensions — test tube (mm)

Validita del prodotto

2 ANNI/ YEARS Shelf life
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~ APTACA

Nuova Aptaca Srl Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione d’'uso € quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” atto a contenere un campione biologico
umano (sangue) al fine di effettuare analisi diagnostiche di laboratorio.

Il dispositivo in oggetto & destinato esclusivamente ad uso professionale.

Classificazione Nazionale dei Dispositivi Medici (CND) > W050101010201 (Provette con additivi o separatori di
siero per raccolta di sangue)

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1246044/R

Classificazione EDMA: 51011001 - Tubes for serum (without anticoagulant)

The intended purpose is "IN VITRO DIAGNOSTIC MEDICAL DEVICE" able to contain a human biological sample
(blood) and in order to carry out analysis of laboratory diagnosis. For professional use only.

National classification of medical devices (CND - For Italian law) > W050101010201 (Blood collection, tubes with
additives or serum separator)

EDMA code: 51011001 - Tubes for serum (without anticoagulant)

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla fiamma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, lontano da fonti di calore e non esporre alla luce diretta del sole.
Store in dry place, far away from heat sources and not to expose to the direct light of the sun.

Smaltimento: utilizzare gli appositi D.P.l e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

IMBALLO / PACKING
Quantita (pz):

1.000 Confezione interna (pz): 50 pezzi in rack polistirolo espanso  QUANTITA MINIMA VENDIBILE

Quantity (pcs): Internal packing (pcs): 50 pieces in styrofoam racks MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (Kg): Volume (m3):
External box dimensions (cm): 56 x 23,5 x 43 Weight (Kg): 9.0 Volume (m3): 0,056

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS

Data di fabbricazione : Data di scadenza Consultare i documenti accompagnatori

Manufacturing date Expiry date Please consult accompanying documents
ot Numero di lotto Monouso

Lot number Disposable
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