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Calibration Certificate of LifeDX HBPro
HPLC based Fully Automated HbAlc Analyser

Customer Name Medray Clinics Pvt Ltd
Customer Address Indiranagar, Bangalore, Karnataka
Analyser Model LifeDX HBPro
Serial No. 102F00000861
= | Next Calibration Due on 21%, July 2024

This is to certify that LifeDX HBPro HPLC based Fully Automated HbA1c instrument bearing Sr. No. 102FO0000861 has been

validated from July 18" to July 22", 2022 and calibration of the instrument and all other values have been found within
the limit.

Criteria 1 — Accuracy Check Study

LifeDX HBPro : Accuracy Check Study ! S g g’
Date L1Qc L2Qc Accuracy Check Study '
18.07.2023 5.9 10.4 1 R e
19.07.2023 6.1 10.6
10 - —— e e e e — el
20.07.2023 6.3 10.7 oL g O o
21.07.2023 58 10.4 6 o
322.07.2023 5.5 10.2 . S e Ged o NN ‘
d Deviation | 0.303315018 | 0.194935887 :
Mean 5.92 10.46 0 : A e S i il s |
%CV 5.123564489 | 1.863631806 1 2 3 4 5 %
Target Range 5.8 10.3 !
Remark Accepted gt {1 |
e i iy |
Criteria 2 - Calibration Details
HbA1c HbF
Cl S 5.3 0.9 1
c2 9.5 9.6 1.3 1.3 |
Remark Accepted
Validation Criteria % Bias should be in the range of + 10%
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' preclslon check study

oK HBPro: Precislq_n Stucjy |
g L1.OC L2 ac
5.5 102,
5.6 10.4 : e .
‘ 5 10.4 1
i 10.3 - Precision Study
‘ 5.8 10.3 e—
| 10.4 o — |
;. | 103 e
' 5.6 103 g
gy it T 103 VS i
- 5.8 10.4 |
std Deviation 0.099442893 0.067494856 -
Mean. 5.69 10.33 o
1.747678253 0.653386794 Hm |
‘Target Range 5.8 10.3 L
Accepted

Acceptance Criteria: Accuracy of level 1, level 2 : Bias% should be in the range of £ 10%.

Qerpretation: LifeDX HBPro Calibration done successfully.

Prepared, Reviewed and approved by
Name : Devan S
Iz Service Engineer
Sy 22072023

Websits : www.immunashop :
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2022-12-22

mn. C: 555 Time: 14:05:56
imn. T: 34.9°C ID: C1
ition: 1# Type: Diluted blood

HA1a 13.8 25 705 0.6
bA1b 18.1 51 2452 2.2
bF 25.5 21 10 52 =10
;\1c+ 377 23 2422 | 21 |
bA1c 50.4 48 5961 Fiiss |
IbAO 80.9 2378 | 100783 |_ 'é..a.gw !
_Win - | - =
G(ADA) = 5.8 rr:r;{;ixi_ E ioa e

104.1 mg/dl
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