& i 7% BC-0006 : BC-0006

V1.0 For In Vitro Diagnostic V1.0 For In Vitro Diagnostic
eDiPro eDiPro
f}ﬁﬁﬁl@@@f@%ﬁm (ALP) -IFCC method ALP  -IFCC method
s
H PR AR R I N T H R TR I o
S SEETET
i RIS e 2 | R W A e TR (A2-A1) /minxVtx1000 (Az-Aq) /minxVtx1000
7@5 ;gﬂfr—? : i fg@?jvplpJsm:'%grzt?ugl \ m%ﬁ/ ALP (ULL) = Cpverve AP UL = LpxexVs
TEh A5 4 AN JHL < T < (RITEDE ~ ’éz 1) .
s@éigﬁﬁf%ﬁg’ﬁﬁo (SR = (Az-Aq)min x 2742 = (Az-Admin x 2742
R Vt: ’QTLE:TF&F%%? 1.02 ml, Vs: %ﬁ%‘?ﬁ% 0.02 ml Vit 1.02 ml, Vs: 0.02 mi
o ALP £ SRR R (75 18.6, ALP £ - 18.6,
p-nitrophenylphosphate+H,O0 —— p-nitrophenol + 1000: Jif U/ml 55155 UL, Lp: A (cm) p-nitrophenylphosphate+H,0 —-— p-nitrophenol + 1000:  U/ml UL, Lp: cm
Mg (vellow) g (yellow)
phosphate 2 phosphate
e EE L i TR SR L Er= (UL UL
T[S 4050m i fuA - fi A e 5% 30-130 405nm 30-130
?%Hlﬁ%fﬁl‘%ﬁ%@@ﬁ[‘%}% o Ry~ 20-70 20-70
Bk BRI
1A ot L £ . . B : 1- librat
2 EL9) A AT, o 1- ¢$ﬁ]ﬁ?-%§f "R (calibrator) » bt FRA BT (calibrator)
5 %(}}fg@;%@ : & (control) » E BT & £ Bio-Rad Lyphochek 2 (control) Bio-Rad Lyphochek
/%&} o o control o control
R1  AMP (buffer) pH10.2 413 mmol/L 2. HERHYEFEIHS ;l/lfIFI»F,f{;;g.\: , g’,%:'%gj;@ﬂ:l/ég:g R1  AMP buffer pH10.2 413 mmol/L 2
MgCl, 1.25 mmol/L fily BE o MgCl, 1.25 mmol/L
R2  p-nitrophenylphosphate 32.5 mmol/L 3. Nﬁ%?:’@mf‘fiﬁ“ﬁﬁﬂﬁ‘?ﬁ#ﬁﬁﬁﬁ%fﬁﬁ'l o R2  p-nitrophenylphosphate 32.5 mmol/L 3.
A=Y 4. E}’ﬁ%ﬁﬁ@ﬁl‘ﬁ#@!@iﬁ‘]{kiﬁ? 800U/L g AR 4. 800U/L
2.8 JEA Bl ﬁ%mﬁ% . = R ARCIFREE I AR R 2-8
W S VMR, (EkETERIAT COEPIRE il PR 5 R. 0.7
: s, HE % LRSS K @>0.7 EESE ST B o - '
?ﬁiiﬁfli}ﬁi'*/i & T'ffi"] EDTA - oxalate - citrate % B2 RRERIRIZ LI 0.7 R EDTA oxalate citrate 6.
‘(%m:’-gj@g . 6 I FEECERFN ST - e PIETY 2 PIgnE
7347 -
iﬁéfﬁi‘*’/—ﬁ ) TB] ST B | f4) yEETY L ET IR 7y =H ! %
1. R 405 nm  JEETLS © 660nm 7 LI pOTERE, ) SR AR B 30 5T e 1, 405 nm 660nm
g 37 Pk 0 1.0 om Mk i < THE PRI f 1 SR A PRt 37 1.0cm
2. EMAIESE ) [ S - PRI AT 2 SFFOIRE B2 9 ff - 2. o
gt W 8- % 5’1 lﬁéf"—:ﬂ\ﬂffﬁ@‘@f BRI RS o BT (
A (ml) 0.02 il I_"”TE-‘LJ‘FW'@?J‘?%?% » (PRI G (ml) 0.02 )
R _(ml) 0.8 ARV 2303 Rq (ml) 0.8
= 37 [UE 5 38 I ol - (st (e 37 5 9- (
R (ml) 02 9. e P‘?ﬁ?’w‘*?@?’iﬂ » (FEETRP G R (ml) 02 |
P B T ) e 405nm = 660nm APk if ARV 2 TR R I 405nm __ 660nm 0.
A A=AdosAeco L= BUEL 1 TG IRV 10« ¢ e L A - A A Ados-Aeeo 1
KT Ao SRR 153 S B AR Pk T Ag A 1 A 11 -
11 SRR~ HEF - SREmE BB 5 ARy
rTHF IR B Bk e PR - 12 -

12 B BRSO -

EL : +886-2-2712-2211 #7822 FAX : +886-2-2717-8381 TEL +886-2-2712-2211 #7822 FAX +886-2-2717-8381
YU {0 TR i IR AR A TR 3 U ’

PA P2

ALER ekl
@ jd“ﬂ [B (=4 201 B ﬁr Website: http://www. foc.com.tw/ @ 201 Website: http://www. fbc.com.tw/



Product number: BC-0006
V1.0

eDiPro

Wiscical Dimgrontic Professdzral

For In Vitro Diagnostic

MeDiPro ALKALINE PHOSPHATASE ALP -IFCC method

INTENDED USE

For the quantitative determination of alkaline phosphatase activity in serum.
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CLINICAL SIGNIFICANCE

Alkaline phosphatases(ALP) in serum is derived primarily
from the liver, intestine and with little amount from bone.
Increase of ALP activities are, therefore, indicators of
hepatobiliary or bone disorder. In hepatobiliary disease,
billary cirrhosis produces exceptionally high levels of serum
ALP. Infiltrative disease and cholangiolitic hepatitis are
accompanied by significant elevations of ALP. Widely
elevated ALP level may also occur in infectious
mononucleosis.

Among the bone diseases, the highest level of serum ALP
activity happens in Paget's disease and bone cancer.
Moderate rises are observed in osteomalacia, rickets, Faconi
syndrome, primary hyperparathyroidism and secondary
hyperparathyroidism. An increase of alkaline phosphatase
up to 2 to 3 times of normal is observed in women in the third
trimester of pregnancy, this enzyme is placental original.
Moderate elevations of ALP may be observed in several
disorders that do not involve the liver or bone. Among these
are Hodgkin’s disease, congestive heart failure, ulcesative
colitis, regional enteritis, and intraabdominal bacterial
infections.

PRINCIPLE ALP
p-nitrophenylphosphate+H>O —— p-nitrophenol +
Mg (yellow)
phosphate
REAGENT
1. Package: please see the reagent box label shown.
2. Components:
Component Conc.
R1  AMP (buffer) pH10.2 413 mmol/L
MgClz 1.25 mmol/L
R2  p-nitrophenyl phosphate 32.5 mmol/L

STORE TEMPERATURE

The standard is stable up to the end of the indicated
expiration date. If stored at 2 — 8 °C., reagent should be
protected from light and contamination should be avoided.
Do not freeze the reagent!

SPECIMEN COLLECTION AND PREPARATION

Freshly drawn serum is the specimen of choices. Avoid stasis
or hemolysis. Heparinized plasma may also be used.
Fluoride and anticoagulants such as citrate, oxalate or EDTA
should be avoided in the collection of specimens due to their
ability to be chelated with MgZ+. Alkaline phsphatase in
serum is stable for at least 7 days at 4C and longer when
frozen.

PROCEDURES

1. Main wavelength : 405 nm
Sub. wavelength : 660nm
Reaction Temperature : 37°C
Optical path length : 1.0 cm

2. This kit contains two reagents, ready to use.

Volume (ml)
Sample 0.02
R4 0.8
Mix,37°C incubate 5 min
R2 0.2

Mix, incubate at 37°C for 1 min, and read the initial
absorbance Ai against reagent blank, then read end
absorbance A; in every 1 min. A= A405-Ass0-

CALCULATION
(A2-A1) /minxVtx1000
LpxexVs
(A2 - A1)/min x 2742

ALP (U/L)

Vt: Reaction total volume 1.02 ml, Vs:sample volume 0.02 ml
€: p-nitrophenyl phosphate molar absorptivity 18.6,
1000: transfer U/ml to U/L, Lp: Optical path length (cm)

REFERENCE RANGE

Age Conc. (U/L)
Child 30-130
Adult 20-70

WARNINGS AND PRECAUTIONS

1. This kit offers an optional calibrator, which is sold
individually. Bio-Rad Lyphochek control is
recommended to use as serum control.

2. Each laboratory has to perform the quality control
test to assure the results being reliable before
running the specimen tests.

3. This kit is for professionals and in vitro diagnostic
use only.

4, To ensure the accuracy of result, the absorbance
should be measured within 30 minutes after sample
addition. Red cells contains lots of alkaline
phosphatase than serum, if specimen hemolyzed, it
will interfere with the result.

5. The test is developed to determine alkaline
phosphatases concentrations up to 800U/L. When
values exceed this range, samples should be
diluted with normal saline and calculate the results
by multiplying the dilution factor.

6. Reagent R2 shall be clear light yellow solution.
Please don't use when it becomes muddy or blank
OD over 0.7.

7. The above-mentioned procedures are suitable
either for the general semi-automatic,
full-automatic biochemical analysis instrument or
manual operation.

8. Since all specimens are potentially infectious, they
should be handled with appropriate precautions
and practices in accordance with Biosafety level 2
as recommended by USA NIH manual Biosafety in
Microbiological and Biomedical Laboratories, and
in accordance with National or local regulations
related to the safety precautions of such materials.

9. Waste management please refers to the local legal
requirements.

10. Please refer to the manufacturer's safety data sheet
and the product labeling for information on
potentially hazardous components. (MSDS could
be obtained from local dealer.)

11. According to the technical suggestion, the volume
of reagent and specimen could be adjusted in a
ratio for full-automatic biochemical analysis
instrument use. It won't affect the absorbance and
the result.

12. Validity please see the reagent box label shown.

REAGENT CHARACTERS

1. Precision (Within run)

N=15 Mean[U/L] SD [U/L] CVI[%]
Sample1 85.80 0.63 0.74
Sample2 378.8 3.61 0.95
Sample3 382.1 31 0.81
2. Linearity
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This kit has a good linearity up to 900U/L.

3. Interference

Interference Influence effect

Hemoglobulin No interference was observed by
hemoglobulin up to 150mg/dL

Ascorbic acid No interference was observed by
ascorbic acid up to 50mg/dL

Bilirubin No interference was observed by

(free form) bilirubin up to 40mg/dL

Bilirubin No interference was observed by

(conjugate form) bilirubin up to 40mg/dL

Intrafat No interference was observed by

intrafat up to 2.0%

4. Stability

Expire day 1 year
Open vial stability 14 day
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PARAMETER SETUP
Hitachi 7170/917 Applications
TEST [ALP]
ASSAY CODE [Rate A: [19]-[34]
SAMPLE VOLUME [4]
R1 VOLUME [160]
R2 VOLUME [40]
WAVELENGTH (nm)  [660][405]
CALIB. METHOD [Linear]

Hitachi 7150/717 Applications
TEST [ALP]
ASSAY CODE [Rate A]: [30]-[50]
SAMPLE VOLUME [6]
R1 VOLUME [240]
R2 VOLUME [60]
WAVELENGTH (nm) [660][405]
CALIB. METHOD [Linear]

ORDERING INFORMATION

Cat. No. Product Package

BC-0006M MeDiPro ALKALINE R1 6x20ml
PHOSPHATASE TEST R2 3x10ml

BC-0006A MeDiPro ALKALINE R1 4x60ml
PHOSPHATASE TEST R2 2x30ml

BC-0006B MeDiPro ALKALINE R1 4x100ml
PHOSPHATASE TEST R2 2x50ml

BC-0006C MeDiPro ALKALINE R1 2x300ml
PHOSPHATASE TEST R1

BC-0006D MeDiPro ALKALINE R1 2x500ml
PHOSPHATASE TEST R1

BC-0006G MeDiPro ALKALINE R2 2x200ml
PHOSPHATASE TEST R2
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