Quality Club™ Total IgE

Directions for Use 52-5221-EN/14

INTENDED USE
Quality Club Total IgE is a quality assessment program for InmunoCAP Total IgE users. The
individual laboratory's continuous performance is monitored by comparison of test results
generated from other InmunoCAP Total IgE users.

PRINCIPLE OF THE PROCEDURE
This kit includes reagents for a period of four months. Each month two of the control samples
are assayed and the results are registered online. After a statistical evaluation of all the results,
a laboratory specific report is made available.

REAGENTS AND MATERIAL
The two digit suffix (-xx) on the article number may vary between countries. All kits are not
available in all countries.
The expiration date and storage temperature are stated on the labels. Do not use reagents
beyond their expiration dates. Make sure to check the expiration date of all reagents before
use.

Reagents for Phadia instruments
. Quality Club Total IgE (Art No 10-9297-01: 8 x 0.4 ml)

Details of reagents

Quality Club Total IgE

Control samples Ready for use. Store at 2 — 8 °C until
Sodium azide 0.05% expiration date.

Quality Club Total IgE Controls are prepared from selected pooled human samples.

&Precautions

. For in vitro diagnostic use. Not for internal or external use in humans or animals.

. The reagents are manufactured from human blood components. The source materials
have been tested by immunoassay for hepatitis B surface antigen, for antibodies to
HIV1, HIV2 and hepatitis C virus and found to be negative. Nevertheless, all
recommended precautions for the handling of blood derivatives should be observed.
Please refer to Human Health Service (HHS) Publication No. (CDC) 93-8395 or other
local/national guidelines on laboratory safety procedures.

PROCEDURES
Quality Club control samples should be treated in the same way as patient samples and run
in accordance with the Directions for Use valid for the assay used. Make sure to transfer the
Quality Club controls to the same type of tubes that are used for the patient samples.
The original Quality Club control vials must not be used in the instrument.
The kit contains eight vials of control sample, two vials for each month during the cycle period
of four months. The month during which the analysis should be performed is printed on the
vial labels.
The results obtained should be registered online before the last day of the month.

Technical support
If you need any technical support, please contact our local sales office or Phadia AB at
qualityclub.idd@thermofisher.com.

LIMITATIONS OF THE PROCEDURE
This program is intended for Quality Assessment of the individual laboratory’s performance
compared to other laboratories and not for control of day-to-day variation.

WARRANTY
The performance data presented here was obtained using the procedure indicated. Any
change or modification in the procedure not recommended by Phadia AB may affect the
results, in which event Phadia AB disclaims all warranties expressed, implied or statutory,
including the implied warranty of merchantability and fitness for use. Phadia AB and its
authorized distributors, in such event, shall not be liable for damages indirect or consequential.
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Patents/Trademarks

The following designations are trademarks belonging to Phadia AB:

ImmunoCAP, Phadia, Quality Club.

Trademark change:Phadia AB has changed the trademarks of the instrument platforms from
"UniCAP®" and "ImmunoCAP®" to "Phadia®". The new name has been applied to the
instruments and related items, e.g. Software and User Manuals. The trademark "ImmunoCAP®"
has been removed from the System Reagents. This is a trademark change only; the change
has no impact on performance or safety.

Addresses

AUSTRIA Phadia Austria GmbH
Donau-City-Strafie 1

AT-1220 Vienna

Tel: +43-1 270 2020 Fax: +43-1 270 202020
BELGIUM Phadia NV/SA

Pontbeekstraat 2

BE-1702 GROOT-BIJGAARDEN

Tel: +32-2 749 55 15 Fax: +32-2 749 55 23
BRAZIL Phadia Diagnésticos Ltda.

Rua Eugénio de Medeiros, 303 cj 1101C
05425-000 Sao Paulo — SP

Tel: +55 11 2730-3134 Fax: +55 11 2730-3009
CHINA Thermo Fisher Scientific (China) Co., Ltd.
Building 6-7

No. 27 Xin Jin Qiao Road

Shanghai 201102

P.R. China

Tel. +86 800 810 5118 Fax. +86 400 650 5118
CZECH REPUBLIC Phadia s.r.o.
Drahobejlova 1019/27

19000 PRAHA 9

Tel: +420 220 518 743 Fax: +420 220 518 743
DENMARK Phadia ApS

Gydevang 33

DK-3450 ALLER@D

Tel: +45-70 23 33 06 Fax: +45-70 23 33 07
FINLAND Phadia Oy

Ratastie 2

P.O. Box 100

FIN-01621 VANTAA

Tel: +358-9 3291 0110 Fax: +358-9 3291 0531
FRANCE Phadia S.A.S.

BP 610

FR-78056 ST QUENTIN-EN-YVELINES CEDEX
Tel: +33-1 61 37 34 30 Fax: +33-1 30 64 62 37
GERMANY Phadia GmbH

Postfach 1050 DE-790 10 FREIBURG

Tel: +49-761 47 805-0 Fax: +49-761 47805-338
HONG KONG

Thermo Fisher Scientific (Hong Kong) Limited
Unit 11-15, 9/F Tower 1

Grand Central Plaza

138 Shatin Rural Committee Road, Shatin
New Territories, Hong Kong

Tel: +852 2885 4613 Fax: +852 2567 4447
INDIA Phadia India Pvt. Ltd

Unit No.07, 10 & 11, ground floor,

Splendor forum, plot no 03

Jasola, District Centre,

NEW DEHLI-110025

Tel: +91 11 461 075 55 / 56 Fax: +91 11 461 075 57
IRELAND Phadia Ltd. (Irish Branch)

27 Oakhill

Moate

Co. Westmeath

Tel: +44 1800 625 167 Fax: +44 1800 625 168
ITALY Phadia S.r.l.

Publ i shed 2016-07-01

Via Libero Temolo, 4

IT-201 26 MILANO

Tel: +39-0264 163 411 Fax: +39-0264 163 415
JAPAN Phadia K.K.

NBF Ueno Bldg 9th Floor,

4-24-11, Higashi -Ueno Taito-ku,

Tokyo 110-0015, Japan

Tel: +81-3-5826-1660 Fax: +81-3-5826-1692
KOREA Phadia Korea Co. LTD.,

20 FI, IT Mirea Tower

60-21, Gasan-dong Geumcheon-gu

Seoul 153-801

Tel: +82-2-2027-5400 Fax: +82-2-2027-5404
THE NETHERLANDS Phadia B.V.

Postbus 696

NL-3430 AR NIEUWEGEIN

Tel: +31-30 602 37 00 Fax: +31-30 602 37 09
NORWAY Thermo Fisher Scientific

Phadia AS

Postboks 4756, Nydalen

NO-0421 OSLO

Tel: +47-21 67 32 80 Fax: +47-21 67 32 81
PORTUGAL Phadia Sociedade Unipessoal Lda
Lagoas Park - Edificio n°11 - Piso O
PT-2740-270 PORTO SALVO

Tel: +351-214 23 53 50 Fax: +351-214 21 60 36
SOUTH AFRICA Laboratory Specialities (PTY)
A Phadia Company

P.O. Box 1259

Ferndale 2160

Tel: +27 11 792 6790 Fax: +27 11 793 1064
SPAIN Thermo Fisher Scientific

Phadia Spain SL.

Avda. Alcalde Barnils n° 70 Planta 2

Edificio Onada

08174 Sant Cugat del Vallés, Barcelona

Tel: +34-935 765 800 Fax: +34-935 765 820
SWEDEN Phadia AB,

Marknadsbolag Sverige

P O Box 6460 SE-751 37 UPPSALA

Tel: +46-18 16 60 60 Fax: +46-18 16 63 24
SWITZERLAND Phadia AG

Sennweidstrasse 46

CH-6312 STEINHAUSEN

Tel: +41-43 343 40 50 Fax: +41-43 343 40 51
TAIWAN Thermo Fisher Scientific Taiwan Co., Ltd.
6F-1, No. 85, Jhouzih St., NeiHu District
Taipei City 11493

Tel. +886 2 8751 6655 Fax. +886 2 8751 5353
UNITED KINGDOM Phadia Ltd

16 Shenley Pavilions, Chalkdell Drive
Shenley Wood, Milton Keynes, MK5 6LB

Tel: +44-1908 76 91 10 Fax: +44-844 324 94 95
USA Phadia US Inc.

4169 Commercial Avenue

Portage, Michigan 49002

Tel: +1 800-346-4364 (Toll Free) Fax: +1 269 492-7541
OTHER COUNTRIES Phadia AB,

Distributor Sales

P O Box 6460, SE-751 37 UPPSALA

Tel: +46 18 16 50 00 Fax: +46 18 16 63 65

Phadia AB,
Rapsgatan 7P, P. O. Box 6460, 751 37 Uppsala, Sweden

Tel: +46 18 16 50 00 Fax: +46 18 14 03 58
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