EXCEL MEDINET INC.

Deals in All Kind of Medical E s, Soft & Service Support

o i

We Serve the Life Line

E-Mail: doepakagarwal_y{@yahoo.com

Installation Qualification

MODEL: Diachem 240 41 [?r No CAI&DC!.SDSDDIJZBJ 1 Version: 1.0.0.6 J Date: 30.01.2019 4]

Installation of Diachem 240 (Fully Auto Biochemistry Analyser) at DIAGNOSTIC POINT PATH LAB DILSAD GARDEN
DELHI-110095

The installation checklist is as given below:

=S5 No. Position | Action | Reference [ status
Unpacking 1. Unpack the Complete system Chapterl | Ok 5
2 Inventory 2. CheckAccessories As per the list | Ok |
3.1 Installation of Cuvettes Chapter 2.1-2.3
3 Instaligtion 32 Connectilon of Pipeline. ‘ Chapter 2.4 ok \
3.3 Connection of the Equipment Chapter 2.1-2.3
3.4 Installation of Software = et Chapter29 —
—PJ Action/Hardware Test Chapter 4.9.1 ] |
- 4.2 Prime Chapter 4.9.1
- -t ‘ 4.3 Check Blank/Optics/Cuvettes Chapter 4.9.1 ‘ oK |
o s4ParameterProgam | (Chapterd8l |
5.1 Start Work Procedure Chapter 4.1.1
5.2 Check Reagent & DDW Chapter 4.4.2 |
5.3 Blank Test Chapter 5.1.13
B S 5.4 Run QC Chapter 5.1.15 2 ||
5.5 Run Samples/Check Reproducibility Chapter 5.1.16 !
. e 5.6 Stop Work Procedure _Chapter53.4 | l =

Tested Checked By:

—
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EXCEL MEDINET INC.

Deals in All Kind of Medical Equipments, Softwares & Service Support
E-Mail: deepakagarwal_y@yahoo.com

Operational Qualification

MODEL: Diachem 240 Sr. No CA24-DC160800020 l I Version: 1.0.0.6 | [ Date: 30.01.2019 J

Operational Qualification Protocol:

Description [ staws ,.
Blankf_Op-ti.cs Passed
Assays(Parameter) Calibration _ _ Passed
Assay(Parameter) Control __ Passed

Assay(Parameter) Samples/Patient _ Passed |

Imparted Operator’s Training & Maintenance Completed i ]

| confirm that the above specified analyzer Diachem 240(Fully automated Biochemistry Analyser) is installed properly
and its performance is within the specifications.

Tested By: Checked By:
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' EXCEL MEDINET INC. 3

We Serve the Life Line Deals in All Kind of Medical Equipments, Softwares & Service Support
E-Mail. deepakagarwal_y@yahoo.com

Performance Qualification

MODEL: Diachem 240 PLUS I 1 Sr. No CA24-DC160800020 1 [ Version: 1.0.0.6 I B:u: 30.01.2019 \

PQ is performed

According to the assay results that are comprised in this document the Diachem 240 system can be
roved for the routine operation.

System released for routine operation.

o _ PERFORMANCE CALIBRATION DONE BY CALIBRATOR 5 ol ot
LOT No: 280035 | Exp Date: = o i}
TEST [TARGET _ | RANGE | RESULT SD oV (%) FACTOR |
1 291 | |
GLU 2 291 261-321 295 | 2085 | o071 | 100
(End Point) ) | 293 B
1 T 103
UREA 2 99 93105 | 101 | 3.606 3.61
(Fixed Time) R 96
1 a7 | .
CRE 2 4.9 4454 4.83 0.111 237 : |
( Fixed Time) | 3=l 4.62 -
1% 91 |
URICACID | 2 9.7 9.0-10.4 9.3 0.115 125 0 ‘ ,
(End Point) 3 [ 92 | 3
1 83 | ‘ z
W | 2 84.2 76.5-91.5 85 2.682 3.24 +00 -
( End Point ) 3 80 \ |
1 95 N (
CHO 2 | 957 88102 | 99 | 200 2.06 &0
| (End Point) 3 97 ‘
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