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BioCLIA Allergy Specific IgE Calibrator and Control Set 
 
MY01315  

 

SPECIFICATION 

CAL:0.5mLx7; CON:1mLx2; CR:2mLx1 

 

INTENDED USE 
BioCLIA Specific IgE Calibrator and Control Set is used for calibration 
and quality control purpose for allergen specific IgE parameters 
performed on BioCLIA 6500 and BioCLIA 500.  
For professional in vitro diagnostic use only. 
 

PRINCIPLE OF THE PROCEDURE 
BioCLIA Allergy Reagent Kit is a two-step immunoassay. The allergen 
of interest is biotinylated, it reacts with the specific IgE in patient 
sample and form a IgE-allergen complex with streptavidin beads. 
After incubation, a washing step removes the unbound reagents and 
sample matrix. Subsequently add enzyme conjugated anti-human IgE 
antibodies and bind to the IgE-allergen complex. After incubation, a 
second washing step removes the excess enzyme conjugates. Then 
addition of substrate results in the emission of light and RLU is 
measured. RLU is proportional to the amount of allergen specific IgE 
present in the sample. To evaluate the test results, RLU is 
transformed to concentration with the use of a calibration curve. 

 
WARNINGS AND PRECAUTIONS 
 For professional in vitro diagnostic use only. 
 Used on BioCLIA 6500 and BioCLIA 500 instruments only. 
 Do not use any reagents beyond the expiration dates. 
 Liquid waste and solid waste taken from BioCLIA 6500 and 

BioCLIA 500 should also be handled in accordance with the 
appropriate biosafety practices same as stated above. 

 Once opened, the reagent cartridge must be stored in the 
instrument’s reagent carousel. For the first placement of 
reagent into the instrument, please take care to avoid spilling 
the reagents. 

 Spilled reagents should be cleaned up immediately. Comply 
with all federal, state and local environmental regulations when 
disposing of wastes.  

 Improper cleaning or rinsing of the instrument may lead to 
chemical contamination of the reagents. Residues from 
common laboratory chemicals such as formalin, bleach, ethanol, 
or detergent can cause interference in the assay. Be sure to 
follow the recommended cleaning procedure as outlined in the 
BioCLIA 6500 and BioCLIA 500 User’s Manual. 

Precautions:  

 Curve reagent and Controls contain ProClin300 0.1% as 
preservative and may cause an allergic skin reaction by skin 
contact. Avoid contact with skin. Wear protective gloves, 
protective clothing and take eye protection. 

 Any serious incident that has occurred in relation to the device 
shall be reported to the manufacturer and the competent 
authority of the Member State in which the user and/or the 
patient is established. 

 

 

 

 

MATERIALS SUPPLIED 
•  Curve Reagent  
1 X 2mL Biotinylated anti-human IgE antibody in 0.01 M PBS (pH 7.4
±0.2) containing stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Control 1  
1 X 1 mL human IgE in 0.1 M Tris (pH 7.2±0.2) containing stabilizers. 
 
Preservatives: 0.1% Proclin 300. 
•  Control 2 
1 X 1 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing stabilizers. 
 
Preservatives: 0.1% Proclin 300. 
•  Calibrator 1  
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 2 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 3 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 4 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 5 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 6 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
•  Calibrator 7 
1 X 0.5 mL human IgE in 0.1 M Tris (pH 7. 2±0.2) containing 
stabilizers. 
  
Preservatives: 0.1% Proclin 300. 
 

Target value and acceptable range for the controls are indicated on 
the card provided in each kit. 

      
STORAGE CONDITIONS 
 Store the kit at 2-8 °C. It is stable until the expiration date when 

stored and handled as directed. 
 The shelf life of the unopened kit is 18 months from day of 

production. 
 Vial opened reagents or onboard reagents could be used during 

28 running days. The BioCLIA 6500 and BioCLIA 500 software 
monitors the onboard (in-use) expiration of the reagent 
cartridge. The system will not allow use of a reagent which has 
expired. 

 Avoid repeated freezing and thawing. 
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ASSAY PROCEDURE 
Detailed information about operating the BioCLIA instruments can be 
taken from the Instrument User’s Manual. 
 
Note that, it is important to perform all routine maintenance 
procedures for optimal performance. 
Assay Calibration 
The BioCLIA Allergy Reagent Kit utilizes seven points of calibrators to 
get the Working Calibration Curve. The calibrators information is 
uploaded into the instrument via the barcode provided in the BioCLIA 
Allergy Specific IgE Calibrator and Control Set. The Working 
Calibration Curve is generated and is used to calculate the analyte 
concentration (IU/mL) from the RLU obtained for each patient. 
 
For each new lot of reagent, please calibrate prior to the first time 
use, and every 28 days thereafter. The software will not allow the lot 
to be used if the above requirements are not meet. 
 
Programming and Running Samples  
1. Put the reagents into the corresponding position of the reagent 

chamber of the fully automatic chemiluminescence analyzer. 
The information of the reagents can be uploaded into the 
instrument system through the scanning of reagent barcode, 
and can also be set through the supporting software of the 
instrument. 

2. The information of calibrator / quality control is identified by 
scanning the calibrator / control barcodes, and the position of 
calibrator / quality control is assigned in the instrument system. 

3. The sample to be tested is placed on the instrument sample rack 
chamber, and the corresponding test information is edited 
through the instrument supporting software. 

4. Start the operation procedure, and all calibrator / quality control 
/ sample processing steps will be automatically executed. 

 
Control 
The control procedure could be done before running the specimens 
every day. Users also can adjust the control procedure period 
according to their own lab frequency. 
 

PERFORMANCE CHARACTERISTICS 

APPEARENCE 
Kit components are complete with no liquid leakage, no precipitation 
or floc in liquid reagents. Packing labels should be clear and easy to 
identify. 

TRACEABILITY 

sIgE calibrators and controls in this kit can be trace to WHO 

International Standard Immunoglobulin E (IgE), human serum. NIBSC 

code: 11/234. 

 

LIMITATIONS 
This kit subjected to the limitations of the assay system. Deviations 
may indicate possible problems with one or more components in 
the test system. 
 
 
 
 
 
 

SYMBOLS 
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CONTACT INFORMATION:  

TEL (+86)512-69561996 
Fax (+86)512-62956652 
WEBSITE: www.hob-biotech.com 
CUSTOMER SERVICE: TEL (+86)4008601202 
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EUROPE REPRESENTATIVE: Emergo Europe 
ADDRESS/LOCATION : 
Prinsessegracht 20, 2514 AP The Hague, The Netherlands  
 

 
The eIFU is available on Website: 
http://en.hob-biotech.com/usercenter/login.aspx  

 

TECHNICAL ASSISTANCE 
For technical assistance, contact your National Distributor. 
 
Date of issue: 15th Nov. 2021 
Change Control Number: CN19056E 
Version: A/0 (EN) 


