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CALIBRATION CERTIFICATE
Biochemistry Analyzer ENSdichem Plus®’

EName-: EMaheshwaram Hospltal & Research Pvt. Lid. B i
éAd.dre.s.s : IC/o Post Box No. 20, |
HPlau:ﬁ.- ” ‘DEIJLI (TONK) 304804 . . L
(Contact Person:  Dr. Mahesh Jindal Contact No.: 01434 230059, 232585, 941
— Instrument Identlflcatlon
E;;c:d:lu_ S lh;ed;chem Plus iDale of Callbrat:on I 02.2022 : Calibration Passed Yfl_\i ]
E..S_L,”ﬁ m | ESI001401P68 (Calibration Expiry:  31.01.2023 ! ' Yes :
Inspection List (Revelent Information should be fill in) =
Yes / No
The Vollage uf Fnstrument shuuld be 220 V + 10% Yes
Ground Voltagashould be less than 10 Volts DR AL e U N Yes
No Imerference fnund Near Ins!rument L - - ”m{es.
Ajnvaiue w“h mRange S e e e s Ye._.-, i
apnca[ [:aubrauon passeﬁ DL b | . : Yes -
Asmmm System 2 ux Ll e el s " Yes
e used. R s AR A Y_es_
g Eélihratnr__._ ~ TargetValue Control Range Obtained Value Remark
Glucose : 130 | 964-130 ms : oK
g,[.mhm Tmal 20 157 239 -y 7 ]% TSP OK
U;-ea uv 41 a 355 431 M” V. N ox
sgg'f 360 290 5,30 i 3'”_ S e ox
5,3p1- __________________ : “330 ks 300 450 : ..._372 _ ey
P - = FUl Calibration Results : Yes Remarks ~Yes |
GYR@DlABNosms
001:2008 COMPANY)
Technical Service Depart Quality Manager

Service Engineer : Name :
Designation : * ‘JJ}A
b E\}E}JD/? 3 Designation
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Installation Qualification (1Q)
10 PROTOCOL
System Unpac‘king & System Checking
All Accessories as per Check List Verification.
Space Requirement.

Power Requirement.

2 T R T N

Reagent, Control, Calibrators Verification.

1 System Unpacking & System Checking.

Unpack Medichem Plus Instrument Carefully and check for any physical Damages
2 Accessories Check :

Check all Accessories as per Check List.
3 Space Requirement :

Checked Site for proper Space Allocation. At Least 100 CM on Each Side and Enough Room on Below the
Cuuntertop to accommodate the Reagents and Pneumatic Unit and Waste Containers.

Serial No. e Parameters Analyzor ov Additional ltem (If Supplied)
31 ; Width (mm) | 300mm
g - Depth (mm) | 450 mm
— 33 -_ Height (mm) 205 mm
|36 = | o weomke | | 7:51“.9?, __
! 4.1 Input Range | 220 +!— 10 V 230 Volts
- i) Line Frequency 50 Hz 50 Hz
| 43 'Hur'ni[?i__ty T amsw <85 %
|44 Ambient Temp. _ | wc-sc 2 b
5 MMMBMMMMJ
Serial No. ; Name ; Check ‘_,-': Relha_rk :
. 5| Raagant Klt Expiry =) . oK Ek . |
| 5.2 -Reagem Kit Storage Temp (2-8 Degree) OK | |
53 Prewarm of Reagent OK ot i
f 5.4 Incphator Temp 37 Degree. =) 0K l
| 55 -Opllcal Calibration 0K
E. 5.6 'Penstaltlc Calibration oK
|57 Calibrator & Control N oK
6 Prelnstallation Verification Report: .
s‘_:;llnl No. .__=:I Parameter - _ Check Remark
— } 6.1 .Unpacklng Instrument ' 0K
6.2 System Checking for Damages 0K
63 Accessories Check 0K
64 Space Check 0K
6.5 Power Check 0K

6.6 Reagents Check OK
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PERFORMANCE QUALIFICATION (PQ)

-
'

CARRY OVER
Serial No. Parameter Actual Range Remark
1 GLUCOSE 0.72% 1%
2 Bilirubin Total 0.51% 1%
3 Urea UV 0.37% 1%
4 SGAT 0.54% 1%
5 SGPT 0.81% 1%
REPRODUCIBILITY CHECK
Serial No. . Paral:néter | \.(aiue 1 Value 2 Value 3
[ i GLUCOSE \ _ . I'I"II.'iU ”1-12.5- =R 1129_ =
2 _ | “ Bilirubin Total : 1.94 193 1.94
] 3 | Urea UV | MJ.?h 394 413 '
.: .4 | SGOT | ST.Ib 36.9 i 37.6 . :
y — SGPT | 3690 1 s |

Checkeﬂ and found all the control pararheters to be within the acceptable CV limits and in range.Checked and

found all controls to be within the acceptable SD
G Y R® nbiacnostics
3 (AN CE, 180 9001:2008, 1SD 10002:2014 & ISO 13485:2016 )
Name : DG\J GN.DM Nﬂ(“ ""\L | Name : Ganesh Prajapati
Designation : S@N'\ Ge Gﬂ‘} Designation :
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OPERATIONAL QUALIFICATION (0Q)

The Operational Qualification Procedure Specifies the Methodology for Installation of Specified
System after Successful Installation Qualification. Successful Completion of Procedure Identifies that
System is Ready for Operation and Subsequent Performance Analysis.
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Technical Service Department :
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0Q PROTOCOL
System Description
Software
Service & Maintenance
Trouble Shooting
System D inti
Name Operation Manual Page No. Remark
‘Main Screen 7
Input Panel Functions 10
External USB Mouse & Keyboard n
Ei;ht'e_!_rnal USB Printer i2
.." - 7 :
Name Operation Manual Page No. Remark
Tes.:;:t ! 13 -22 P ;
View Results 23-30
Tesﬁ Setup 31
Qc Setup 34 - 36
System Setup 37-40
Ma?nienance 41- 44
Service & Maint _
' Parametérs I OBerai:f;n Manual Page No. Remark
Wash Flowcell 47
Printer Paper Installation 48
Touch Screen Calibration 49
IPump Hose Replacement. a0
Trouble Shooting
Appendix ,
Paramel.ers Operation Manual Page No. Remark
Technical Specification 53
Calculation Methods 54
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