
 25-O
(Vit D

Prod
 
1.0 INTRODUC
 
Intended Use: Th
Vitamin D Concen
Enzyme Immunoas
 
2.0 SUMMARY
 
Vitamin D is a fat so
the management 
required in the m
important forms: c
ultraviolet light and
However, these for
The hormonal act
produced through t
first step in this con
into 25OH-D2 or 25
circulating in blood,
protein (VDBP).  T
compared to other d
in blood and its use
Vitamin D deficienc
bone damage such
be dietarily supplem
D3. The sum of the 
to as total 25OH V
vitamin D is necessa
achieve the optimu
are considered toxic
 
3.0 PRINCIPLE
 
Sequential Compe
The essential reag
enzyme immunoas
antigen conjugate a
antibody, and a who
a binding reaction r
number of insolubiliz
by the following equ

AbCW = Monospecifi
Ag = Native Antigen
AgAbCW = Antigen-A
ka = Rate Constant 
k-a = Rate Constant 
K = ka / k-a = Equilib
 

OH Vitamin D To
D-Direct) Test Sy

duct Code:  9475-3

CTION 

he Quantitative Determin
ntration in Human Serum
ssay, Microplate, Chemilum

Y AND EXPLANATION O

oluble secosteroid hormone 
of calcium and phosphor

mineralization of bone. Vit
cholecalciferol (D3) formed 
d ergocalciferol (D2) found 
rms do not have significant 
tive form, 1, 25-dihydroxy
transformations in the liver 
nversion is an enzymatic re
5OH-D3. These 25OH D fo
, but are primarily bound to

The high binding affinity of 
derivatives of vitamin D lead
e as an accurate indicator o
cy has been associated to d
 as osteomalacia and ricke

mented through the use of Vit
25OH D(2 and 3) in serum or 

Vitamin D. The accurate me
ary in monitoring deficient vi
m dosage and avoid exces

c. 

E 

titive Method (Type 6):  
gents required for a solid 
ssay include immobilized a
and native antigen.  Upon m
ole blood sample containing 
esults between the native a
zed binding sites.  The inter

uation: 
     ka 

Ag + AbCW  AgAbCW 
     k-a 

ic Immobilized Antibody (Co
n (Variable Quantity) 
Antibody Complex 
of Association 
of Disassociation 
rium Constant 

 
otal 
stem 
300 

nation of 25-OH 
 by a Microplate 

minescence 

OF THE TEST 

that is important in 
rus concentrations 
tamin D has two 

in the skin from 
in dairy products.  
biological activity. 

ylcholecalciferol, is 
and kidney.  The 

eaction of D2 or D3 
rms are not freely 
 vitamin D binding 
the 25OH D(2 or 3) 

ds to a long half-life 
f Vitamin D status. 
diseases related to 
ts.  Vitamin D can 
tamin D2 or vitamin 
plasma is referred 

easurement of total 
tamin D patients to 
ssive levels, which 

phase sequential 
antibody, enzyme-
mixing immobilized 
the native antigen, 
ntigen for a limited 

raction is illustrated 

nstant Quantity) 

Afte
enz
with

EnzA
EnzA
 
Afte
sep
The
prop
seve
dos
con
 
4.0
 
Mat
A. V

S
c
c
a
2
*
T
(

B. V
T
c
p

C. V
O
a

D. V
O
p
S

E. V
O
s
a

F. W
O
p

G. S
O
R

H. S
O
S

I. P
 
Not
Not

r
2

Not
 
4.1 
1. P

w
2. D

3
3. M
4. M
5. A
6. P
7. V
8. T
9. Q

 
 
 
 

er removing any unreacted n
yme-conjugated antigen is 

h sites of the antibody unocc

EnzAg + AbCW 
  

Ag = Enzyme-antigen Conjug
AgAbCW = Enzyme-antigen C

er a short second incubatio
arated from unbound antig

e enzyme activity in the an
portional to the native ant
eral different calibrators of
e response curve can be g
centration of an unknown ca

 REAGENTS  

terials Provided: 
Vit D Calibrators – 1ml/vial
Seven (7) vials containing 
calibrators for 25-OH 
concentrations of 0 (A), 5 (
and 150 (G) in ng/ml. A pres
2-8C.   
* Exact levels are given on th
The calibrators can be ex
(nM/L) by multiplying by 2.5.
10ng/ml x 2.5 = 25nM/L 
Vit D Controls – 1ml/vial – 
Two (2) vials containing hu
concentration established 
preservative has been added

Vit D Releasing Agent – 12
One (1) vial containing vit
agents.  Store at 2-8C. 

Vit D Tracer Reagent – 12m
One (1) vial containing 25-O
peroxides (HRP) conjugate
Store at 2-8°C. 
Vit D Light Reaction Wells 
One 96-well microplate coat
sheep IgG and packaged i
agent.  Store at 2-8C. 

Wash Solution Concentrat
One (1) vial containing a 
preservative has been added
Signal Reagent A – 7 ml/vi
One (1) vial containing lumi
Reagent Preparation section
Signal Reagent B– 7 ml/via
One (1) vial containing hyd
Store at 2-8°C (see Reagent
Product Insert 

te 1: Do not use reagents be
te 2: Avoid extended expo
reagents are stable for s
2-8C. Kit and component 
te 3: Above reagents are for 

Required But Not Provided
Pipette capable of deliverin
with a precision of better tha
Dispenser(s) for repetitive de
350µl) volumes with a precis
Microplate washer or a sque
Microplate Luminometer. 
Absorbent Paper for blotting
Plastic wrap or microplate co
Vacuum aspirator (optional) 
Timer. 
Quality control materials.  

native antigen by a wash st
introduced. The conjugate 

upied by the native antigen. 
  ka 

 EnzAgAbCW 
   k-a 

gate (Constant Quantity) 
Conjugate-Antibody Complex

on, the antibody-bound frac
gen by decantation or asp
ntibody-bound fraction is inv
tigen concentration.  By u
f known antigen concentra
generated from which the a
an be ascertained. 

l – Icons A-G 
human serum albumin ref
Vitamin D at approx

B), 10 (C), 25 (D), 46 (E), 
servative has been added. S

he labels on a lot specific ba
xpressed in molar concent
  For example:  

Icons M-N 
uman serum reference cont
(exact value listed on lab
d. Store at 2-8C.   

2 ml/vial – Icon  
amin D binding protein re

ml/vial – Icon E  
OH Vitamin D3 (Analog)-horse

e in a protein-stabilizing 

– 96 wells – Icon  
ted with < 1.0 µg/ml anti-Vita
n an aluminum bag with a 

te – 20 ml/vial – Icon  
surfactant in buffered sa

d. Store at 2-8C. 
al – Icon CA  
inol in buffer.  Store at 2-8°
n). 
al – Icon CB 
drogen peroxide (H2O2) in 
t Preparation section). 

eyond the kit expiration date.
osure to heat and light.  O
sixty (60) days when sto
stability are identified on l
a single 96-well microplate. 

d: 
ng 0.025 & 0.100ml (50 & 
an 1.5%. 
eliveries of 0.100 & 0.350ml 
sion of better than 1.5%. 
eeze bottle (optional). 

 the microplate wells. 
over for incubation steps. 
for wash steps. 

ep, the 
reacts 

 

x 

ction is 
piration.  
versely 
utilizing 
ation, a 
antigen 

ference 
ximate* 
85 (F), 

Store at 

asis 
trations 

trols at 
bel). A 

leasing 

eradish 
matrix. 

amin D 
drying 

line. A 

°C (see 

buffer.  

  
Opened 
ored at 
abel. 

100µl) 

(100 & 

5.0 PRECA

Not for Inte
 
All products tha
non-reactive fo
Antibodies by F
complete assur
serum products
capable of tran
handling blood 
Control / Nation
and Biomedical
No. (CDC) 88-8
 
Safe Disposal 
regulatory and
 
6.0 SPECIME
 
The specimens
usual precautio
accurate compa
serum sample s
in a redtop (with
no anti-coagula
Centrifuge the s
 
Samples may b
five (5) days. I
time, the sampl
to 30 days. Avo
freezing and th
of the specimen
 
7.0 QUALIT
 
Each laboratory
and high range 
should be treat
test procedure
maintained to f
Pertinent statis
trends. The in
performance lim
consistent with
established pe
experimental c
reagents shou
variations. 
 
8.0 REAGE
 
1. Wash Buffe
  Dilute conte

deionized w
can be store

2. Working Sig
Determine t
mixing equa
B in a clean
B per two (
made). Disc
hours after
anticipated, 
of Signal R
accordingly.

 
9.0 TEST P
 
Before proceed
calibrators and 
**Test Procedu
or trained prof
 
1. Format the

calibrator, c
duplicate. R
the aluminu

AUTIONS 
 

For In Vitro Diagnostic 
ernal or External Use in Hu

at contain human serum h
r Hepatitis B Surface Antige

FDA required tests.  Since n
rance that infectious agents 
s should be handled as pot
smitting disease.  Good lab
products can be found in t

nal Institute of Health, "Bios
 Laboratories," 2nd Edition, 

8395. 

of kit components must b
d statutory requirements. 

EN COLLECTION AND 

s shall be blood, serum in ty
ons in the collection of veni
arison to establish normal va
should be obtained. The blo
h or without gel additives) ve
ants. Allow the blood to clo
specimen to separate the se

be refrigerated at 2-8°C for
If the specimen(s) cannot b
e(s) may be stored at tempe
oid use of contaminated dev
awing. When assayed in du

n is required. 

TY CONTROL 

y should assay controls at le
for monitoring assay perfor

ted as unknowns and value
e performed. Quality cont
follow the performance of t

stical methods should be e
dividual laboratory should 

mits. In addition, maximum 
h past experience. Signi
erformance can indicate 
onditions or degradation o
ld be used to determine

ENT PREPARATION 

er 
ents of wash solution to 10

water in a suitable storage co
ed at 2-30C for up to 60 day
gnal Reagent Solution – St
the amount of reagent ne

al portions of Signal Reagent
 container.   For example, a
2) eight well strips (A sligh
card the unused portion i
r mixing. If complete utiliza
within the above time const
Reagent B into Signal R
 

PROCEDURE 

ding with the assay, bring a
controls to room temperatur

ure should be performed b
fessional** 

 microplates’ wells for e
control and patient specim

Replace any unused micro
um bag, seal and store at 2

Use 
umans or Animals 

have been found to be 
en, HIV 1&2 and HCV 

no known test can offer 
s are absent, all human 
tentially hazardous and 
boratory procedures for 
the Center for Disease 

safety in Microbiological 
1988, HHS Publication 

be according to local 

 PREPARATION 

ype, and taken with the 
ipuncture samples. For 
alues, a fasting morning 
ood should be collected 
enipuncture tube(s) with 
ot for serum samples. 

erum from the cells. 

r a maximum period of 
be assayed within this 
eratures of -20°C for up 

evices.  Avoid repetitive 
uplicate, 0.050ml (50µl) 

evels in the low, normal 
rmance. These controls 
es determined in every 
trol charts should be 
the supplied reagents. 
employed to ascertain 
set acceptable assay 
absorbance should be 

ificant deviation from 
unnoticed change in 

of kit reagents.  Fresh 
e the reason for the 

000ml with distilled or 
container. Diluted buffer 
ys.  
tore at 2 - 8C. 

eeded and prepare by 
t A and Signal Reagent 

add 1ml of A and 1ml of 
ht excess of solution is 
if not used within 36 

ation of the reagents is 
traint, pour the contents 
Reagent A and label 

all reagents, reference 
re (20-27C).   
by a skilled individual 

each serum reference 
men to be assayed in 
owell strips back into 
2-8C. 

2. Pipette 0.025 ml (25 µ
Vitamin D calibrator, c
well. 

3. Add 0.100 ml (100 µl) o
to all wells.  

4. Mix (Note 3) the m
homogeneous. 

5. Cover and incubate for 
6. Discard the contents 

aspiration. If decanting
paper.  

7. Add 0.350 ml (350 µl) o
Section), decant (tap a
additional times for a to
or manual plate w
manufacturer’s instru
bottle is employed, 
container (avoiding a
Decant the wash and r

8. Add 0.100 ml (100 µl) o
all wells.  

DO NOT SHAKE
9. Cover and incubate for 
10. Discard the contents 

aspiration. If decanting
paper.  

11. Add 0.350 ml (350 µl) o
Section), decant (tap a
additional times for a to
or manual plate w
manufacturer’s instru
bottle is employed, 
container (avoiding a
Decant the wash and r

12. Add 0.100 ml (100 µl) 
Always add reagents
reaction time differenc
DO NOT SHAKE (MIX) TH

13. Incubate at room temp
14. Read the relative light 

seconds. The results 
minutes of adding the 
 

Note1: Do not use the
older than 36 ho

Note 2: Do not use reag
bacteria growth

Note 3: Cycle (start an
seconds/cycle i
(20-30 seconds
plate mixer ca
cycles. 

Note 4: It is extremely i
correct volume
adding near th
angle while touc

 
10.0 CALCULATION O
 
A dose response curve is 
25OH-vitamin D in unknow
1. Record the RLUs obtai

reader as outlined in Ex
2. Plot the RLUs for e

corresponding Vitamin 
graph paper (do not av
before plotting). 

3. Connect the points with 
4. To determine the conce

locate the average RLU
the vertical axis of the g
curve, and read the 
horizontal axis of the g
may be averaged as in
average RLU (39853) 
20.3ng/ml Vitamin D co

 
Note:  Computer data redu

may also be used for t
utilized, the validation 

L) of the appropriate extrac
control or specimen into th

of the 25-OH Vitamin D Relea

microplate for 20-30 sec

30 minutes at room tempera
of the microplate by dec

g, blot the plate dry with

of wash buffer (see Reagent 
and blot) or aspirate. Repe
otal of three (3) washes. An

washer can be used. F
ction for proper usage. If 
fill each well by depre

air bubbles) to dispense 
repeat two (2) additional tim
of 25-OH Vitamin D Tracer 

E THE PLATE AFTER ADDITI
30 minutes at room tempera
of the microplate by dec

g, blot the plate dry with

of wash buffer (see Reagent 
and blot) or aspirate. Repe
otal of three (3) washes. An

washer can be used. F
ction for proper usage. If 
fill each well by depre

air bubbles) to dispense 
repeat two (2) additional tim
of working signal reagent t

s in the same order to
ces between wells.  
HE PLATE AFTER SIGNAL A
perature for 5 minutes in th
units (RLUs) in each well fo

should be read within 
 signal reagent solution. 

e working signal reagent 
ours. 
gents that are contaminat
. 

nd stop) mixing (4 cycle
s more efficient than one c

s) cycle to achieve homo
an be used to perform t

mportant to accurately dis
e with a calibrated pipet
he bottom of the microw
ching the side of the well. 

OF RESULTS 

used to ascertain the conc
wn specimens.   

ned from the printout of the
xample 1. 
each duplicate calibrator 

D concentration in ng/m
verage the duplicates of the

 a best-fit curve. 
entration of Vitamin D for a

U of the duplicates for each u
graph, find the intersecting p

concentration (in ng/ml)
graph (the duplicates of th

ndicated). In the following ex
intersects the dose respons
ncentration (See Figure 1). 

uction software designed for 
the data reduction.  If such s
of the software should be as

cted 25-OH 
e assigned 

asing Agent 

conds until 

ature 
antation or 

absorbent 

Preparation 
eat two (2) 
 automatic 

Follow the 
a squeeze 

essing the 
the wash. 

mes. 
Reagent to 

ON 
ature. 
antation or 

absorbent 

Preparation 
eat two (2) 
 automatic 

Follow the 
a squeeze 

essing the 
the wash. 

mes. 
to all wells. 

o minimize 

DDITION 
he dark.  
or 0.2 – 1.0 
thirty (30) 

solution if 

ed or have 

es) for 5-8 
continuous 

ogeneity. A 
the mixing 

spense the 
te and by 

wells at an 

entration of 

e microplate 

versus the 
l on linear 

e calibrators 

n unknown, 
unknown on 
point on the 
 from the 
e unknown 
xample, the 
se curve at 

CLIA assay 
software is 
scertained.



Sample 
I.D. 

W
Num

Cal A 
A
B

Cal B 
C
D

Cal C 
E
F

Cal D 
G
H

Cal E 
A
B

Cal F 
C
D

Cal G 
G
H

Pat# 1 
A
A

 
* The data presente
only and should n
prepared with each 
have been normal
(greatest light outp
caused by efficienc
to measure light out

Note:  Multiply the h
 
11.0 Q.C. PARA
 
In order for the ass
criteria should be m
1. The dose resp

parameters. 
2. Four out of six

established rang
 

12.0 RISK ANAL
 
The MSDS and Ris
on request from Mon
 
12.1 Assay Perform
1. It is important t

constant to achie
2. Pipetting of sa

minutes to avoid
3. Highly lipemic

specimen(s) sho
4. If more than one

the dose respons
5. The addition of

reaction; therefo
sequence to elim

6. Failure to rem
aspiration or de
replication and s

7. Use components
from different ba

0

20000

40000

60000

80000

100000

120000

0

R
LU

s
EXAMPLE 1 

ell 
mber 

RLUs 
(A) 

Mea
RLUs

A1 99015 
1000

B1 100985 
C1 81052 

811
D1 81166 
E1 65035 

632
F1 61538 
G1 33130 

339
H1 34759 
A2 19529 

207
B2 21887 
C2 12959 

127
D2 12472 
G2 6783 

656
H2 6352 
A3 38221 

398
A4 41486 

ed in Example 1 and Figure 
ot be used in lieu of a dos
assay. In addition, the RLU
ized to 100,000 RLUs fo
put). This conversion min
y of the various instruments
tput. 

horizontal values by 2.5 to co

AMETERS 

ay results to be considered 
et: 

ponse curve should be w

x quality control pools sho
ges. 

LYSIS 

sk Analysis Form for this pro
nobind Inc. 

mance 
hat the time of reaction in 
eve reproducible results.  
mples should not extend 

d assay drift. 
c, hemolyzed or gross
ould not be used. 
e (1) plate is used, it is recom
se curve. 
f signal reagent solution 

ore, the solution should be a
minate any time-deviation du
move adhering solution a
ecantation wash step(s) m
spurious results. 
s from the same lot. No inter

atches.  

Patient 

50 100

Vit D Values in ng/ml

Figure 1

an 
s (B) 

Value 
(ng/ml) 

000 0 

09 5 

66 10 

44 25 

08 46 

15 85 

67 150 

53 20.3 

1 is for illustration 
se response curve 
s of the calibrators 
r the F calibrator 
imizes differences 
s that can be used 

 
onvert into nM/ml. 

valid the following 

within established 

ould be within the 

oduct are available 

each well is held 

beyond ten (10) 

sly contaminated 

mmended to repeat 

initiates a kinetic 
added in the same 
ring reaction.  

adequately in the 
may result in poor 

rmixing of reagents 

8. A
t
A
r

9. A
i
b
u

10. 
R
w
m

11. R
f
v

 
12.2
1. M

p
2. L

p
p

3. T
f
p
r
o
p
M

r
c
f

4. F
m

5. 
w
i

6. 
r
t

  
13.
 
Bas
ass
 

LE
V
S
V
S
O
U
O
V

 
It is
valu
a po
of fa
the 
reas
exp
hou
with
loca
 
14.
 
14.1
The
Acc
thre
valu
thes
 

150 200

Accurate and precise pipett
time and temperature requ
Any deviation from Monob
results. 
All applicable national st
including, but not limited to, 
be strictly followed to ensu
usage.  
It is important to calibrate 
Readers, Washers and/or 
with this device, and t
maintenance.  
Risk Analysis, as required b
for this and other devices ma
via email from Monobind@m

2 Interpretation 
Measurements and inter
performed by a skilled indi
Laboratory results alone are
patient care and should no
particularly if the results conf
The reagents for the tes
formulated to eliminate 
potential interaction betwee
reagents can cause erroneo
often cause these interactio
problems for all kinds of im
MC.  ‘Heterophilic antibodies
Clin.Chem. 1988:3427-33)
results from this assay sho
clinical examination, patien
findings. 
For valid test results, adequ
must be within the listed ran
If test kits are altered, such 
which could produce false
incorrectly interpreted, Mono
If computer controlled data 
results of the test, it is impe
the calibrators fall within 10%

0 EXPECTED RANGES

sed on the published literatu
igned. These ranges shoul

 
TA

Expected Values fo
EVEL 
ery severe vitamin D deficien
evere vitamin D deficiency 
itamin D deficiency 
uboptimal vitamin D provisio

Optimal vitamin D level 
pper norm 

Overdose, but not toxic 
itamin D intoxication 

s important to keep in mind
ues, which can be expected 
opulation of "normal” person
actors: the specificity of the 
precision of the method in th
sons, each laboratory sho
ected values established by
se range can be determined

h a population indigenous to 
ated. 

0 PERFORMANCE CH

1     Precision 
e within and between assay 
cuLite® CLIA Test System 
ee different levels of pool c
ue, standard deviation and 
se control sera are presented

ting, as well as following the
uirements prescribed, is ess
bind’s IFU may yield inac

tandards, regulations and 
good laboratory procedures

ure compliance and proper 

all the equipment e.g. Pi
the automated instruments
o perform routine preve

by CE Mark IVD Directive 98
ade by Monobind, can be re

monobind.com. 

rpretation of results mu
ividual or trained professio
e only one aspect for deter
ot be the sole basis for th
flict with other determinants.

st system procedure have
maximal interference; ho

en rare serum specimens a
ous results.  Heterophilic ant
ons and have been known

mmunoassays. (Boscato LM
s: a problem for all immunoa
. For diagnostic purposes
ould be used in combinatio
nt history, and all other 

uate controls and other para
ges and assay requirements
as by mixing parts of differe
e test results, or if resu
obind shall have no liability. 

reduction is used to interp
erative that the predicted val
% of the assigned concentrat

S OF VALUES 

ure the following ranges hav
d be used as guidelines on

BLE 1 
or the Vit D-Direct CLIA 

RANGE (ng/m
ncy < 5 

5-10 
10-20 

on 20-30 
30-50 
50-70 

70-150 
> 150 

d that establishment of a ra
to be found by a given met

ns, is dependent upon a mul
method, the population test
he hands of the analyst.  Fo
ould depend upon the ran
y the manufacturer only unti
d by the analysts using the m
the area in which the labora

HARACTERISTICS 

precision of the 25-OH Vita
were determined by analys

control sera.  The number,
coefficient of variation for e
d in Table 2 and Table 3. 

 
 
 

e exact 
sential. 
ccurate 

laws, 
s, must 
device 

ipettes, 
s used 
entative 

8/79/EC, 
equested 

ust be 
onal. 
rmining 
herapy, 
 

e been 
owever, 
nd test 
ibodies 

n to be 
M Stuart 

assays’ 
s, the 
on with 
clinical 

ameters 
s.  
ent kits, 
lts are 

pret the 
ues for 
tions. 

e been 
nly: 

l) 

ange of 
hod for 
ltiplicity 
ed and 
r these 
nge of 
l an in-
method 
atory is 

amin D 
ses on 
, mean 
each of 

Serum  
1 
2 
3 

Serum 
1 
2 
3 

 
14.2 Sensitivity
The sensitivity 
method was as
calibrator and u
the minimum do
0.517 ng/ml of V
 
14.3   Specifici
The % cross-r
selected substa
substance to a 
reactivity was 
interfering subs
displace the sam
 

Substance 
25-OH Vitami
25-OH Vitami
Vitamin D2 
Vitamin D3 
D2 Active 1,3
D3 Active 1,3

 
15.0 REFER
 
1. Holick, MF. 

and Clinical 
2. Morris H. A. 

is enough?” 
3. Bikle D. D. 

2010, 28, 11
4. Zerwekh J. 

Clin. Nutr. 2
5. Moyad M. A

2009, 21, 25
 

Effective Date:
MP9475 
 

Size 

R
ea

ge
nt

  (
fil

l) 
A) 
B) 
C) 
D) 
E) 
F) 
G) 
H) 

TABLE 2 
Within Assay Precisio

N X 
20 23.74 
20 36.50 
20 87.61 

 
TABLE 3 

Between Assay Precis
N X 
33 24.28 
33 38.58 
33 90.38 

y 
of the Vit-D Direct AccuLi

scertained by determining t
using the 2σ (95% certainty
ose. The test system has an
Vitamin D concentrations. 

ity 
reactivity of the 25-OH V
ances was evaluated by 
serum matrix at various con
calculated by deriving a r
stance to dose of 25-OH 
me amount of labeled analog

TABLE 5 

in D2 
in D3 

3,25-Hydroxy Vitamin D 2 
3,25-Hydroxy Vitamin D 3 

RENCES 

“Vitamin D Status: Measu
Application”. Ann Epidemoil
“Vitamin D: A Hormone for A
Clin. Biochem. Rev., 2005, 
“Vitamin D and the skin”. J

17-30.  
E. “Blood biomarkers of vita
008, 87, 1087S-91S.  
A. “Vitamin D: a rapid rev
5-30. 

: 2018-Jan-10 Rev. 2 
Pro

96(A) 192(B) 

1ml set 1ml set 
1ml set 1ml set 
1 (12ml) 2 (12ml) 
1 (12ml) 2 (12ml) 
1 plate 2 plate 

1 (20ml) 1 (20ml) 
1 (7ml) 2 (7ml) 
1 (7ml) 2 (7ml) 

on  
 %C.V. 

1.90 8.02 
3.32 9.08 
6.07 6.92 

sion  
 %C.V. 

2.88 11.87 
5.14 13.31 
7.68 8.5 

ite® CLIA test system 
the variability of the ‘0’ 
ty) statistic to calculate 
n analytical sensitivity of 

Vitamin D antibody to 
adding the interfering 

ncentrations. The cross-
ratio between dose of 
Vitamin D needed to 

g.  

Cross Reactivity 
1.0000 
1.0000 
0.0076 
0.0039 
1.9000 
1.1500 

urement, Interpretation 
l. 2009, 19(2):73 - 78  
All Seasons-How Much 
26, 21-32.  
J. Bone Miner. Metab., 

tamin D status”. Am. J. 

view”. Dermatol Nurs., 

DCO: 1275 
oduct Code: 9475-300 

480(D) 960(E) 

2ml set 2(2ml set) 
2ml set 2(2ml set) 
1 (60ml) 2 (60ml) 
1 (60ml) 2 (60ml) 
5 plate 10 plate 

1 (60ml) 2 (60ml) 
1 (30ml) 2 (30ml) 
1 (30ml) 2 (30ml) 

 


