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Potassium Enzymatic Assay Kit (Liquid Stable)
Catalog Number: BQ 010-EAEL

Intended Use

For in vitro quantitative determination of Potassium homman

serum. Measurements obtained by this device are usedatitor

electrolyte balance in the diagnosis and treatmehtdiseases
conditions characterized by low or high blood psias levels.
For IVD use only.

Clinical Significance

In healthy individuals, an extracellular fluid lévef potassium is
regulated to maintain at 3.5 - 5.5 rhM Small deviations from
normal levels can have severe health consequendésnitoring

serum potassium concentrations is important in othine check
and emergency rooms.

Assay Principle

Potassium is determined spectrophotometrically uginoa kinetic
coupling assay system using potassium dependetmgigr

kinase®>. Pyruvate generated is converted to lactate acanyipg
conversion of NADH analog to NAD analog. The copawding
decrease of optical density at 380 nm is propoalitm the potassium
concentration in the serum.

Materials required but not provided
An analyzer capable of dispending two reagents @ndheasuring
absorbance at 380-405 nm with temperature cor8#51Q3).

Reagent Composition
R1  Liquid Stable Reagent 4 x40 mL
LDH, substrate, NADH analog, azide, and stabilizers

R2  Liquid Stable Reagent 4 x10 mL
Pyruvate Kinase, azide, and stabilizers

Potassium Calibrator 1 1x3mL

Potassium Calibrator 2 1x3mL

Reagent Preparation

Reagents
Reagent 1 and Reagent 2 are provided in readyettiqusd form and
are stable up to expiration date when stored uBdefC

Calibrators
Potassium calibrators included are ready to useaa@dtable up to
expiration date when stored under 2 — 8 °C.

Reagent Stability and Storage

Serum samples should be collected such that testirgperformed
as soon as possible and within 5 days after the sjpmen
collection.

Note: Serum specimens and all materials comingointact with
them should be handled and disposed as if capddi@msmitting
infection. Avoid contact with skin by wearing gles and proper
laboratory personal protective equipment (PP E)eatti

Precautions
This reagent is for professional use only.
Avoid contact with skin and eyes.

DO NONGEST.

These reagents contain lithium azide. Azide compeumay react
with lead or copper plumbing to form potentially péosive
compounds. Flush drains with copious amounts ofewathen
disposing of this reagent.

Potassium controls are human serum based and wstedtand
found negative for HIV1, HIV2, HBV, and HCV usingDA

approved methods. However, they should be handiédpatentially
infectious, using safe laboratory procedures suscthase outlined in
Biosafety in Micro-biological and Biomedical Labtoaes (HHS
Publication Number [CDC] 93-8395).

Assay Scheme

R1:200 pL R2: 50 uL
l Sample: 5 nLb
37°C 1 / ;'
0 380nm 5 6 9 min
Al A2

Assay Procedures for Chemistry Analyzers
Parameter settings for automated chemistry analyaer available
upon request.

Calibration

This assay should be calibrated using the enclé®edand high
potassium standards. Potassium concentration in pleanmis
determined from linear calibration curve using iheuded low and
high potassium standards.

For analyzers that require a zero calibrator, saie be used for that
purpose, and the provided low and high potassiamdstrds are used
as calibrators 2 and 3, respectively. Weekly catibn is
recommended.

Results
Potassium results are printed out in mmol/L.

Quality Control

Good laboratory practice recommends the use ofraontaterials.
Users should follow the appropriate federal, staté local guideline
concerning the running of external quality control.

To ensure adequate quality control, normal and @balbcontrols
with known values should be run as unknown samples.

DO NOT FREEZE.Bio-Quant enzymatic potassium reagents are Reference Rangé

stable when stored at 2 — 8 °C until the expiratiate on the label.
Do not mix reagents of different lots.

Specimen Collection and Handling

The Bio-Quant Potassium Enzymatic Assay is fornealafor use
with non-hemolysed serum. No special handlingretrpatment is
needed.

The normal range of potassium level in human sasufrom 3.5 to
5.1 mM (13.7-19.9 mg/dL). However, it is recommeddhat each
laboratory should establish a range of normal smlder the
population in the country and region they serve.



Limitations
The assay is designed for use with non-hemolysedahuserum
sample.

Serum samples should be collected such that testirgperformed
as soon as possible and within 5 days after the spmen
collection.

There is a possibility that some substances tteanat listed above
may interfere with the test.

Performance Characteristics

All performance studies were conducted using tharplus AU400
automated chemistry analyzer.

Accuracy

The potassium assay was tested on the Olympus Auiiment

and results obtained were compared to an ISE methaeatal of 52

fresh serum samples ranging from 2.7 - 7.7 mM pitas and two
sets of serum based controls were tested in badysasThe above
described accuracy study showed that the Bio-Quasthod had
good correlation with existing ISE method with arretation

coefficient of 0.98 with a slope of 1.07 and -Oi8@rcept.

Precision

The precision of the potassium assay was testeth@rOlympus
AU400 instrument over 20 days with two runs per daith
Bio-Quant controls assayed in duplicate.

Use the following parameters with calibrator folilmation.

Olympus AU 400 Parameters
Temperature 37 °C

General

Test Name: Potassmy: - Type: Serum  Operation: Yes

Sample Volume 3 p.  Dilution 10 pl  Pr-Dilution Rate 1

Reagents:
R1 volume 200 pL Dilution 20 pL
R2 volume 50 uL  Dilution 20 uL

Wavelength: Pri. 380 Sec. 700
Method: Rate
Reaction Slope: -

Measuring Pont 1: First 15; Last 27

Measuring Pomnt 2: First ; Last
Lineanty 50%
No-Lag-Time: No

Calibration Type: 2AB Formula: POLYGONAL Counts: 2 Process: CONC

MinOD MaxOD
1:-2.0000 H:2.5000

Reagent OD Limit:

First L:-2.000; Farst H: 2.500
Last L: -2.000; Last H: 2.500
Dynanuc Range:

L:-999.00 H: 999.00
Correlation Factor
A:1.0000 B: 0.0000
Onboard stability Period

CalNo. OD CONC Factor/OD-L  Factor/OD-H

Point1: 1 CpF
Pont2: 2 Oy
Point 3

Pomnt 4

Point 3

Point 6

Point 7

1-Pont Cal. Point

MB type Factor:

-2.0000 25000
-2.0000 25000

Advanced Calibration: No
Calibration Stability Period:

Within run:
4.46 mM K+ 6.86 mM K+
(20 days, n=80) (20 days, n=80)
Mean 4.62 mM 6.96 mM
%C.V. 1.12% 1.20%
Total:
4.46 mM K+ 6.86 mM K+
(20 days, n=80) (20 days, n=80)
Mean 4.62 mM 6.96 mM
%C.V. 1.77% 1.77%
Linearity

Testing per EP 6-A guidelines indicates that asg&aylinear
throughout the measuring range of 2.0 mmol/L —8m0ol/L.

Detection Limits
The limit of detection (LoD) of the Bio-Quant ligli stable
potassium enzymatic assay per EP 17-A guidelin@sizs mM K.

Interference

The assay is not interfered by the following substs at indicated
concentrations: Na150mM, NH" 0.5 mM, C&" 7.5 mM, P 2.0

mM, ascorbic acid 10.0 mM, 2h0.5 mM, F&" 0.5 mM, Cd" 0.5

mM, triglycerides 1000 mg/dL, hemoglobin 500 mg/dionjugated
bilirubin 20 mg/dL, and unconjugated Bilirubin 15yfdL.
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HITACHI 911 Parameters
Temperature 37 °C

The parameters belolave not been fully validatedfor this analyzer. The parameters are based ofQB&Ent’'s knowledge of the analyzer and
reagents, and should perform adequatelgwever, you should use these parameters as guidas in conjunction with your Quality
Control Program for validation before use.

Use the following parameters with calibrator folilmation.

** ANALYZE **
TEST NAME [K+]
ASSAY CODE - [2POINTEND] [10][]  WAVELENGTH(2™/PRIMARY) [700]/[376]
ASSAY/POINT - [201-[30]-[0]-[0] DILUENT/RGT. STABILITY [w]/[0000]
SERUM URINE
S. VOL. (NORMAL) :[5.0][00][0] [10][0][0]
S. VOL. (DECREASE): [40][0.0][0] [1O][0]]O]
S. VOL. (INCREASE) : [ 10.0][0.0][ 0] [TO][0][0O]
ABS. LIMIT (0] [0] [DECREASE]
PROZONE LIMIT 10] [0] [LOWER]
REAGENT T1 :[200][70][ 00xxx ][0]
T2 (L 010010 0 ]J[0]
T3 [50] [20][00xxx J[0]
T4 [ 0J[O0][0][O]
*#* CALIBRATION **
CALIB TYPE :[Linear] [2] [2]]0]
AUTO TIME OUT  :BLANK [0] SD LIMIT [0.1]
'SPAN  [0] DUPLICATE LIMIT  [1000]
-2 POINT [0 ] SENSITIVITY LIMIT [ 0]
. FULL [0] S1 ABS LIMIT [-32000] [32000]
AUTO CHANGE : LOT [CANCEL] COMPENSATED LIMIT: [ ]
- BOTTLE [CANCEL]
TEST [K+] [00xxx] TEST NAME [K+] UNIT [mmol/L ]
DATA MODE [ ON BOARD ] REPORT NAME  [Potassium]
CONTROL INTERVAL: [0]
INST. FACTOR (Y=aX +b) : a=[1.0] b=[0.0]
EXPECTED VALUE
TECHNICAL LIMIT  [*][*]
STD CONC. POS SAMPLE PRE. DIL CALIB
(1 [*.* cal 1] [*] [5.0] [0 [0 [*]
2 [*.* cal 2] [*] [5.0] [0] [0 [*]
3) [0] [0] [0] 0] [0] T[]
4 [0] [0] [0] 0] 0] T[]
(5) [0] [0] [0] 0] [0] T[]
(6) [0] [0]  [0] 01 o1 [1I

X: Value input by operator
XXX: Assay Code should match bottle assay code



SIRRUS/BIOLIS 24i Parameters
Temperature 37 °C

Use the following parameters with calibrator folilmation.

Units [mmol/L] Dec. P [1]

M[HI

Calibration FIHI

Type[Linear]

Stb [7] Co-ordinate

L [*] Y+[1.000]X + [0.000]

2. "] Mon. Span[3.000] ZeroP[1]
Method- Read Main[33]{42]

Type [RATE] Sub[ I 1

Color [380]-[700]

ABS [0.000]-[3.000]
Lin. [99]EPLmt[ ]

N-Range Serum
MI[ 1] Factor: Blank Cor. [1]
F LH]

N-Range Urine ProZone
M[H]I Read 1[ 1 ]

F LM 20 H

N-Range Plasma EIREE
M[H] Limit 2[1]-[ ]

F [H] S 1

N-Range CSF
MI[IH] Auto Rerun
F LM SW O]

N-Range Dhalysis Range (Result)
M[H] Low-SW [Off]
FILH] Serum [ ]

N-Range Other Urine [ ]
MI[H] Plasma [ ]
FIHMI CSF [ ]

Dhalysis[ ]

E-Kind [2] Other [ ]
5-Vol [4.5] High-SW [Off]
R1-Vol [175] R2-Vol [45] Serum [ ]
R1-Stb [60] R2-Stb [60] Urine [ ]

Plasma [ ]

Panic-Range Serum CSF [1]
MIH ] Dhalysis[ ]
FILIHMI Other [ ]

Panic-Range Unine Absorbance
M[H] Low-5W [Off]
FILHI High-SW [Off]

Panic-Range Plasma Prozone-SW [On]
MI[H]

FIHI Bottle Size

Panic-Range CSF 36 Items
MITI{] REAGENT2 R1 [25]
FIHI REAGENT2 R2[13]

Panic-Range Dialysis
M[H]I
FILHI

Panic-Range Other



ADVIA 1650 Parameters
Temperature 37 °C

The parameters belolave not been fully validatedfor this analyzer. The parameters are based ofQBEnt’'s knowledge of the analyzer and

reagents, and should perform adequatelgwever, you should use these parameters as guids in conjunction with your Quality
Control Program for validation before use.

Use the following parameters with calibrator folilmation.

Analytical conditions Sub param. # - 1 Up Down
R1 volume 150.0 Sub-analytical conditions Dhgits 2
R2 volume 38.00 Name K+ v
R1 diluent volume 0.000 M-wave L. 410nm v
R2 diluent volume 0.000 S-wave L 694nm v
Serum reac.s.vol 4.00 Analy mthd 2PA v
Serum dil. method none | v MSTD v
Serum dil. 5. vel 0.0 Qualit judg Not do v Qualit set
Serum dil. volume 0.0 Real-time correct. form.
Serum dil. posnt &
Unne set Reanalysis conditions
Reaction time 10 min o Serum reac.smp.vol (u) 4.00
Reagent 1 stir Weak v Serum dilut.mthod (u) None v
Reagent 2 stir Weak v Serum dil smp.vol (u) 0.00
Serum diluent vol (u) 0.000
Serum diluent pos1 (u) 0
Serum reac.smp.vol (d) 4.00
Serum dilut method (d) None v
Serum dil smp vol (d) 0.00
Serum diluent vol (d) 0.000
Serum diluent posi (d) 0
Urine set Remun cond.




Multi-Standards Set

Proc.test.no. *E Save |

Formula Line Graph | v Axis No convert. Points

Tray No. 98 99 Dil samp v Dilue vol Dilue posi
Posi. Coeff (FV) Dil Method

STD-1 o *#% | No dilution hd 0 0 0

STD-2 *E *#% | No dilution A 0 0 0

STD-3 No dilution v 0 0 0

STD-4 No dilution v 0 0 0

STD-5 No dilution v 0 0 0

G

*Value input by operator




