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Installation Qualification (1Q)

Contact Person : \/'V&’S{',Mhdj/‘ﬂz
B7695.16£7753 .

Telephone No. ;

Customer (Name & Add) C,Q.c‘mcai!} ........
Begusart - gsi110l

Telephone NO. ©co oo

ik

Name of instrument: B/ASTIRA C-MS
Serial No.: 22T 290 T¢S$04525

[J ASTIRA CX400

Installation Date : .. \7.[. [0/ 2023

Installation Requirements confirmation List/checks

Item Requirement Specification Qualified Not Qualified Remark
Power Supply 100-240V  50/60 Hz Yes [\~ No []
Grounding condition | Reliable grounding (0 - 5V) Yes [~ No []
Drain Equipment Waste liquid tank is 0.8 m-1m Yes [}~ No []
(ASTIRA C-MS)
Below the host
Drain Equipment 5m within analyzer,
(ASTIRA CX400) Height : below 100 mm Yes [~ No []
Inner diameter: above 50 mm
The ground should be flat, and
Ground the worktable can bear Yes E/ No []
at least 150 kg
Room temperature ~ [Temperature: 15°C - 32°C Yes E}/ , No []
IT humidity Humidity: not more than 75%
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Air-Conditioning Yed J No []
Dehumidifier Yed & No []
Water Water supply: above 5L/h Yed ] No []
Supply Conductivity: below 1us/cm
Equipment
(ASTIRA C-MS)
Water Within 5m from analyzer YesE}/ No []
Supply Water Supply: above 40L/h
Equipment Conductivity: below
(ASTIRA 1us/cm
CX400)
Water Supply Mode Water Tank  []
Purified Water
Equipment [
Water ~Above 5 L/h for ASTIRA C-MS
supply l 0 Lh
Capability Above 40 L/h for ASTIRA
CX400
Yedq~ No (]

Direct Sunlight

Communication

interface

Is there a standard network

interface?

ved V" No []
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Operational Qualification (0Q)

Installation Procedure description Confirmation

Procedure

Unpacking Check before unpacking Yes [ No (]
Packing list Check Yes [ No [J
Missing accessories: N P Yes [] No [

Preparation

before Power on Analyzer horizontal adjusting and fixing Yes [ No [
Peripheral Equipment connection Yes [ No [J
Probe Installation Yes [ No [
Fill Alkaline detergent (1000 ml) Yes [4~ No []
Liquid injection (Cooling Water for ASTIRA CX400) Yes [] No (J
Host computer software installation, LAN connection Yes [ No []
with ASTIRA
Check before power on (pipeline and circuit check) Yes [47 No []
System login from debug Yes (1 No []
Fill pipeline with detergent to expel gas Yes [~ No []
Syringe pump gas expelling Yes (4~ No []

Power on Rinse incubation bath (ASTIRA CX400) Yes [] No []

debugging
Install cuvettes Yes (4~ No []
Confirm and adjust probe and mixing bar position Yes (4 No []
Confirm and adjust rinsing probe position Yes [~ No []
Mechanical action check Yes [4— No []
Tubing leakage check Yes (B— No E]‘/
Light Intensity Check L Yes [& No (J
Cuvette blank Check Yes No []
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Performing Tests |

N
Preparation ﬁ'stem login from main interface Yes [ No []
iarameters, Calibrator & Control data settings Yes D/ No []
Reagent Loading & volume check Yes [ No []
Optional Parts
Confirmation ISE Chosen Yes [J No (&
Reagent Channels
Reagent Channels Open lﬂ/to O
Yes Iﬁ No []
Reagent Channels Closed [] to O
Printer Installed (Printer Model: )| YesO NoDd
Online UPS Power Supply ves No [J

Scanned with CamScanner




T AAKF pa2B81GIZY

- POCT SERVICES

\

Complete Medical Solution

298-281,

pIEe

L R

Transport Nagar, Kanpur Road, Adjacer
Transport Nagar Metro Station, Luckne#- 226023 DIA

. ARAD. AN
Tel.: 08522-24330¢2

E-mail: poctiko@poctsenvices.com  Www poCISEnViCes CO

r::.

Performance Qualification (PQ)

[ Load Calibrator and perform Calibration of ALT, AST 7UREA QC
[ Test for Accuracy

Perform cuvett .
O e blank test (ASTIRA C-MS) : The cuvette blank value of cuvette 1should be in the range of 8000 —

18000, and thos = i
O] Perform cuvett i‘Of cuvette 2-56 should in range of -1500 to+1500. For specific test results, refer to the print report.
v
uvette blank test (ASTIRA CX400) : The cuvette blank value of cuvette 1 should be less than or equal to

18000 i
, and the cuvette blank value of No. 2-120 reaction cuvettes should in range of -800 to+800. For specific test
results, refer to the print report.

Scanned with CamScanner

Parameter Analytical Reagent Lot. | Calibrator Control Name Qc Results
Method No. Lot.No.2,2.1o | and Lot.No. Range
QcC Level -1
ALT U nehe | MLSLT Olbe 2,210 I 8o 206-5S5¢ | LG
AST linche | Assi-e42o| 29 )o | (80 hoo—S27l (<8
ALP e | PRSETOGEE 2290 | 11 8° n2-1¢x | 1200
QC Level -2

ALT e nehe ALSL-0436 | 22]6 2420 e (162 ] eS¢

AST lcirehe | pest-ello | 320 2126 12¢-1-181%57 1< 0
ALP . | pPAsL-oG | 32{o 2476 259 -2%3| 309.0 J
[ Accuracy & Repeatability Test (Use fresh serum sample)

Parameter ALT AST ALP

Test Value 1 (44 -9 450 2049.9

Test Value 2 TR | &S - € 2682

Test Value 3 [ &o ) [G2-? 2060

Test Value 4 | Go! 16S-0 206-9

Test Value 5 [4%-] o 4 2690

Test Value 6 (%29-¢ 144-1‘ 206-6

Test Value 7 626 (&4 ¢ 2059

Test Value 8 [ &%) ”(((-\_O 308'% ]
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Tel.: 0522-2433023
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Test Value 9 1(93-3__ ]2~ 2668 2
Test Value 10 1460.8 [2-2 2062
Mean VAR 142->8 207 - 0L
Standard Deviation 1679 | te <™ | 126
CV% (18 L-olo o-26¥-

*CV % should be <5 %

Qé;larks:

We hereby certify that Instrument validation has been carried out under the Warranty/ AMC. Itis verified
by evaluating controls and obtained results are satisfactory. Instrument is ready for regular use.

Technical acceptance

Date (dd-mm-yyyy) :AQB\.\Q\Q—.Q AL

Service Engineer / Application Person Name Customer Name .24 9q'ce ,’): Hot
Lples Heos [ Gy &ea,q“, .

A K. Snngh

Signature :...... A4
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