ANGIOTESINE CONVERTING ENZYME (ACE)
FAPGG Method

CLINICAL SIGNIFICANCE :

ACE is a hydrolase that transforms Angiotensin | (quite inactive)
in Angiotensin Il (a very strong vasoconstrictor). ACE does also
inactivate bradykinin. Elevated levels of ACE occur in patients
with active sarcoidosis, tubercolosis, Gaucher’s disease and in
many other pathological conditions of lung and liver diseases.
Serum ACE activity can be a useful parameter for monitoring
the effect of these hypotensive medicine inhibiting ACE.

TEST PRINCIPLE :

ACE catalyzes the hydrolysis of FAPGG*, forming
furylacryloylphenylalanine (FAP). The decrease of the
absorbance at 340 nm is proportional to the activity of the ACE
and is measured kinetically

ACE
FAPGG —> FAP + GG
* FAPGG = furylacryloylphenylalanylglycylglycine
REAGENTS COMPOSITION :

REAGENT 1 : Angiotensin 5mmol/L,

Boric acid buffer 200mmol/L, FAPGG - <1.0 mmol/L and
Stabilisers

KIT CONTENTS :

CODE No. ACEO01
Pack size : (2 x 10 ml),
Reagent 1 : 2x10 ml

All the components of the kit are stable until the expiration

date on the label when stored tightly closed at 2 -8 °C,

and contaminations prevented during their use. Do not use

reagents over the expiration date. Once opened the reagent
is stable for 25 days with proper storage at 2-8 °C during use.
Reagent is liquid stable and ready to use.

SAMPLES : Serum (Unhemolysed and non lipemic)

As per published data Serum ACE activity shall be
stable for 7 days at 2-8 °C if contamination avoided.

MATERIALS REQUIRED BUT NOT PROVIDED :

ACE Calibartor FAPGG method and Control (Use of assayed QC
sera is recommended to validate test result).

In general ACE Calibrator is available in lyophilised 1.0 ml
format and stable upto 7 days at 2-8°C after reconstitution.

INTERFERENCES

The following analyze were tested up to the levels indicated
and found not to interfere with

- Bilirubin: no interference up to 3 mg/dL

- Hemoglobin: no interferences up to 12.5 mg/dL

- Intralipid: no interference up to 150 mg/dL

ASSAY CONDITIONS: (Semi Automated Analyser)

Wavelength : ..... 340 nm
Cuvette: ..o 1 cm light path
Constant temperature ................ 37°C

Reaction (Mode).........cccceeevnneen. Fixed Time
Calibrator Conc.... Conc. See on Vial
Delay time............ 90 sec

Read time...........ccc........ 510 sec
Linearity.......coccovevveiiiennns 150 U/L
UNit.ccceee e U/L
Blanking.........cccovevieeeiiieeeiee e D. Water
Slope of reaction...........cccccuvevnen. Decreasing

& DIATEK

Pipette into test tubes labeled Calibrator (C) and Test (T) as follows:
For Serum / Plasma

C T
Reagent R1 | 1000ul | 1000w
Specimen 80ul 80ul

Mix and read the change of absorbance (AA/mint) between
90 sec and 510 sec at 37°C

Assay Procedure summary (Serum/Plasma): Fully Automated Analyser

Reagent R1: 225 pl
Calibrator / Sample : 18 pl
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CALCULATIONS :
A Abs. of T
ACE in U/L = -=-—--memmmmmeeeeo x Calibrator Conc.
A Abs. of Calib.
REFERENCE RANGE :

Serum/plasma : < 68 U/L

The above reference range is guideline and all the laboratories
must establish their own Age specific normal reference range.
Final diagnosis should be made with correlation of clinical
factors.

TEST SPECIFICATIONS:

Precision: n=11 n=11
Inter-assay | Level-1|Level-2| | Intra-assay [ Level-1|Level-2
Mean (U/L) | 47.0 96.6 Mean (ULL) | 52.3 | 912
Std. Dev. [2.9 8.7 Std. Dev. 1.2 1.9
%CV 6.2 9.0 %CV 22 20

SENSITIVITY
When the sample concentration is 66.2 U/L, the change

of absorbance (AA/min at 340 nm 37°C)>0.010

PRECAUTIONS :
1. Use clean glassware and microtips while pipetting

3. Avoid contamination of the reagent during the assay process.
3. Before the assay begins, bring all the reagents to room temperature.

4. Do not freeze or expose the reagents to high temperature and
protect from direct sunlight as it will affect the performance of the kit.

5. Programmes for specific autoanalysers are available on request.

6. For accuracy of results, the assay procedure, reagent preparation
and storage has to be meticulously followed.

7. As with all the diagnostic procedures, the physician should evaluate data
obtained by the use of this kit in light of other clinical information.

LINEARITY AND DETECTION LIMIT :

The linearity limit of the standard serum procedure is up to an
ACE activity of 15-150 U/L.

At higher activities the sample has to be diluted 1part + 4 part
with normal saline, the result multiplied by 5. The low detection
limit for serum samples is equal to 15 U/L.
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