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NORMAL TOTAL HEMOGLOBIN CONTROL 
 
CODE:  HB-110     SIZE:  6X3ML  
LOT:  1-74-28   EXP. DATE:  November 2012  
TARGET VALUE:   13.5 G/DL +/-.5 g/dl 
 
INTENDED USE:  
BGT'S TOTAL HEMOGLOBIN CONTROLS ARE SPECIFICALLY DESIGNED TO TEST THE EFFICACY 
OF HEMOGLOBIN TESTS SUCH AS CYANMETHEMOGLOBIN AND SPECTROPHOTOMETRIC 
MEASUREMENT. ALSO CHECKED ARE REAGENT AND PIPET DILUTIONS. THIS BRINGS THE 
WHOLE ANALYTIC CHANGE INTO THE CONTROL PROCESS. 
 
FOR IN VITRO DIAGNOSTICS USE ONLY  
 
SUMMARY AND PRINCIPLES: THERE ARE TWO COMMONLY USED METHODS FOR THE ASSAY 
OF HEMOGLOBIN IN THE CLINICAL SETTING. THESE ARE: 1. THE SPECTROPHOTOMETRIC 
MEASUREMENT OF OXYHEMOGLOBIN AND 2. MEASUREMENT AS CYANMETHEMOGLOBIN. 
 
IN GENERAL THE OXYHEMOGLOBIN METHOD MEASURES THE AMOUNT OF HGB CAPABLE OF 
CARRYING OXYGEN AND THE LATTER MEASURES THE TOTAL OF ALL HEMOGLOBINS 
PRESENT. THE CYANMETHEMOGLOBIN ASSAY IS THE METHOD COMMONLY USED IN THE 
ROUTINE LABORATORY. THIS ASSAY IS FREQUENTLY STANDARDIZED BY USING A DILUTE 
SOLUTION OF HEMOGLOBIN IN CYANMETHEMOGLOBIN REAGENT RATHER THAN ADDING A 
SAMPLE OF KNOWN HEMOGLOBIN CONCENTRATION TO THE REAGENT. USING THIS 
APPROACH, THE REAGENT IS NOT CHECKED FOR USEFULNESS. COMPOUNDING THIS PROBLEM 
IS THE FACT THAT THE REAGENT IS NOT PARTICULARLY STABLE AND TOWARDS THE END OF 
THIS USEFULNESS MAY NOT FULLY CONVERT THE PATIENT'S HEMOGLOBINS TO THE 
CYANMETHEMOGLOBIN FORM THAT IS PHOTOMETRICALLY MEASURED IN THE ASSAY BY ITS 
ABSORBANCE AT 540 NM. 
 
THE BEST LABORATORY PRACTICE IN THE ANALYSIS OF HEMOGLOBIN IS: 
1. PREPARE FRESH REAGENTS REGULARLY 
2. STANDARDIZE THE REAGENT USING DILUTIONS OF HEMOGLOBIN OF KNOWN 

CONCENTRATION OR A CERTIFIED STANDARD. CHECKING THE REAGENT WITH A 
CONCENTRATED HEMOGLOBIN PREPARATION IS RECOMMENDED BY: 

3. RUNNING A LINEARITY CHECK AT REGULAR INTERVALS. THIS PROCEDURE NOT ONLY 
DETECTS REAGENT AND PROCEDURAL PROBLEMS, BUT ALSO DETECTS 
SPECTROPHOTOMETER PERFORMANCE. COMMONLY SEEN PROBLEMS ARE LIGHT SOURCES 
THAT DIM WITH AGE, THUS REDUCING THE LINEAR 
RANGE AND THE SPECTROPHOTOMETRIC ACCURACY. 

4.  INCLUDE AN UNASSAYED CONTROL WITH ANALYTIC RUNS. THE USEFULNESS OF THIS 
APPROACH IS ENHANCED IF THE DATA IS KEPT AS DAILY PLOTS AND GRAPHS WHICH ARE 
KEPT TO ALLOW VISUAL CHECKING OF ANALYTIC PERFORMANCE. 

 
TO HELP THE USER FULFILL ALL THE ABOVE CRITERIA, BGT OFFERS TWO PRODUCTS. HC-110 
WHICH IS 6 VIALS OF UNASSAYED HEMOGLOBIN DESIGNED TO BE INCLUDED AS A PATIENT 
SAMPLE. THE OTHER PRODUCT IS HC-110LIN (ALSO 6 VIALS) WHICH CONTAINS A HIGH 
CONCENTRATION OF HEMOGLOBIN. THIS IS DESIGNED TO BE SERIALLY DILUTED, ASSAYED 
AND THE RESULTS PLOTTED TO DETERMINE THE LINEARITY OF THE PROCEDURE AND 
REAGENTS BEING USED. 
 
 
REAGENTS:  
TOTAL HEMOGLOBIN CONTROL IS A PREPARATION OF ANIMAL OR NON HUMAN BASED 
HEMOGLOBINS. 
 
MATERIAL PROVIDED:  
TOTAL HEMOGLOBIN CONTROLS 
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STORAGE AND STABILITY:  
STORE UNOPENED CONTROL IN REFRIGERATOR (2-8 c). CONTROLS ARE STABLE UNTIL 
EXPIRATION DATES SHOWN ON LABELS. 
RECONSTITUTED TOTAL HGB CONTROLS ARE STABLE FOR 7 DAYS STORED AT 2-8C. 
 
INDICATION OF DETERIORATION:  
IF THE PRODUCT APPEARS BROWN AND/OR FORM PRECIPITATE WHEN ADDED TO 
CYANMETHEMOGLOBIN REAGENT, DO NOT USE THE PRODUCT. 
 
DIRECTIONS:  
RECONSTITUTION: ADD 3.0 ML OF REAGENT GRADE PURIFIED DISTILLED WATER TO 
CONTENTS OF ONE VIAL. MIX GENTLY FOR 2-3 MINUTES. DO NOT SHAKE. LET STAND FOR 10 
MINUTES BEFORE USING. BEFORE USE EXAMINE PRODUCT TO MAKE SURE THAT ALL 
CONTENT IS WELL RECONSTITUTED. SWIRL AGAIN IF NEEDED. 
 
APPLICATION:  
USE SAMPLE CONTROL AS YOU WOULD WHOLE BLOOD.  
TREAT THIS SAMPLE THE SAME AS RECOMMENDED FOR PATIENT SAMPLE. PRECISION AND 
ACCURACY IS DRAMATICALLY AFFECTED BY TECHNIQUE. MAKE SURE ALL PROPER PIPET 
TECHNIQUES ARE FOLLOWED AS TECHNIQUE AFFECTS ACCURACY AND PRECISION. 
 
SAFETY AND PRECAUTIONS:  
FOR IN VITRO DIAGNOSTIC USE. ALL BLOOD PRODUCTS SHOULD BE TREATED AS 
POTENTIALLY INFECTIOUS. SOURCE MATERIAL FROM WHICH THIS PRODUCT WAS DERIVED IS 
FROM NON-HUMAN SOURCES. 
 
 

l Lagertemperatur  g Chargenbezeichnung 

V Nur für in-vitro 
diagnostische Zwecke  H Verwendbar bis 

h Bestell-Nr.  X Inhalt ausreichend für 
<n> Tests 

i Gebrauchsanweisung 
beachten  M Hersteller 
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