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CALIBRATION CERTIFICATE

N ~ Hematology AnalyzerifialiScamé0®y
ga;ne-lz - Mahee;lwaram Hospital & Research Pvt. Lid. g
?'Addrees 3 C/o Post Box No. 20, i
_Place \ DEOLI (TONK) 304804 |
Eerltact Person Dr. Mahesh deat Centact No 01434 230059, 232585, 9{
Instrument ldentlflcatlon
.;du:ehlﬁ = éel!hshc;n 60 Date _of---Callbration : 28.04.2021 N _T ﬁ(?;{threh_or: LP_t-.ls;_ed Y/N f
'sr. No. 801214180492  |Calibration Expiry: 21.042022 | Yes
Inspection List (Revelent Information should be fill in) Eaal
= | ' Yes / No
The Vu{tage of Instrument shoutd be 220 V + 'Iﬂ% Yes
Ground Voltage shuuld be less than 10 volts | | o Yes
Ne Intel-terence found near Instrument ........ | . Yes
Reagems = Ok . e Lobit i -
Before Cattbratlon mstrument Passed Background test. - | : Yes .
Fresh Sampte used Rl o : Yes
*{ain of WBC and REC Chamber within Range. - | Yes
Callhratur - Target Value " Control Range  Obtained Value Remark
WBC 77 ~ 89-85 ; 75 OK
RBC N s z. £2-478 | 47 0K
HGB 133 ; / 12 8-13.8 135 0K
MCV . 80.0 | 76 Bl; 81.2 oK
PLI | 255.0 215 - 295 _ 258.0 OK
it = e - =TT N TR T
= - ca"b"atl?ﬂ. '33.“?995 . _!“,5_ __| Remwke = Vem
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Quality Manager
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OPERATIONAL QUALIFICATION

_ The Operational Qualification Procedure Specifies the Methodology for Installation of Specified
System after Successful Installation Qualification. Successful Completion of Procedure ldentifies that
System is Ready for Operation and Subsequent Performance Analysis.

0Q PROTOCOL
1.0 System Connections.
20 Reagent & Waste Connections.
3.0 Customizing the Analyzer Software.

4.0 System Booting, Initialization & Check.
5.0 Maintainance Procedures.
6.0 Customer Training -Opearation & Maintenance

4 = i

SerialNo. | Name Check Remark
| 1 Main Unit ‘ Op. Manuai Page No.: 4
[~ EInput Power Supply Connected Page No. 4

1.3 Prmter Connection (lf External Prlntel Op Manual Page No. 116

2.0 Rmmn&ﬂasimnnedinnL

Serial No. [ ' Name | __ Check Remark

21 Dilﬁent | Op. Manuel Page No.: 8

2.2 Lyse Op. Manuel Page No.: 8

23 Rinse Op. Manual Page No. : 8

2.4 Waste Connection _ Op. Man’ual Page No.: 8

30 Cust Analyzer re:

Serial No. Parameters | ' Check Remark
31 | Date &Time | Op. Manual Page No. : 82
32 Reagents Op. Manual Page No. : 98
= 33 | Reference Ranges Op. Manual Page No. : 47

3.4 Reference Units Op. Manual Page No.: 93

35 Printing Format Op. Manual Page No. : 49

3.6 Creating New User Op. Manual Page No. : 26

4.0 i itializin k:

Power On System and Check In alization Successfully. Check Following Paramet
41 Temperatur
Serial No. Actual Range
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411 Reagent Temp. 28 30 - 50
412 Room Temp. 28 30 - 45
413 RBC Gain 29 15-75
41.4 WBC Gain 35 15-85
415 PLT Gain 1 1-100
41.6 HGB 54 20 -125
4.2, Normal Background Check
Serial N.o. Parameter Actual Remark
421 WBC 0.00 <03
422 RBC 0.00 <0.03
423 HGB 0.00 <01
£2.4 MCV 0.00 <01
425 PLT 0.00 <10
5.0  Maintenance Procedures:
Serial No. ‘_ Parameters Check Remark
5.1 _Using Maintenance Menu Op. Manual Page No.: 103
5.2 'Replacing Priming Reagents Op. Manuél Page No.: 98
53  Cleaning ' Op. Manual Page No. : 105
54  Maintenance Op. Manual Page No. : 103
5.5 Overall Maintenance Op. Manulal Page No.: 103
56 Version Information 0p. Manual Page No. : 115
57  Gain Window Op. Manual Page No. : 99
58  Touch Screen Calibration Op. Manual Page No. : 109
5.9 Servicing the Flﬁidics Op. Manual Page No.: 106
510 I'{Voltage ' Op. Manual Pége No.: 114
6.0 t r Traini -___rti d
Serial Nc;. = Pa.rarneters“ | Check Remark
6.1 ; Gain Voltage - Op. Manual Page No. : 99
6.2 Error Messages & Recommendations Op. Manual Page No. : 115
Technical Ser\;ice Department : Quality Manager
Name: D VE/UD/?A Name : Ganesh Prajapati

Designation : Manager Se Designation :

-
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PERFORMANCE QU ATION (PQ)

CARRY OVER
Serial No. Parameter Actual Range Remark
1 WBC 0.34 0.50%
7 RBC 0.26 0.50%
3 HGB 0.42 1%
4 MCV 0.42 1%
5 PLT 0.31 1%
REPRODUCIBILITY CHECK
Serial No. Parameter Actual Range CV % Remark
1 _ ol WBC : 2.30% 3
2 RBC 1.90% 2
3 HGB 1.50% 2
4 MCV 1.6 0* 2
5 PLT 3.20% 4

Checked and found all the control parameters to be within the acceptable CV limits and in range.Checked and
found all controls to be within the acceptable SD

G Y R ® biacnosTics

(TAN CE, 150 9001:2008, ISO 10002:2014 & IS0 13485:2016 )

Quality Manager
Name : b é Vg)\) b}?/f }/ﬁf{ﬂlg Name : Ganesh Prajapati
Designation : Designation :
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Serial No.
3.1
42,
23
3.4
4

Serial No.

41
42
43

b

5
Serial No.
____51

53
5.4
5.5
5.6
5.7
6

Sel"iai. No. = 4

6.1
6.2
6.3
6.4
6.5
6.6

Tecﬁnical Service Department :

DEVEN P

Name:
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Installation Qualification (1Q)
I PROTOCOL
System Unpbck‘mg & System Checkin§ :
All Accessories as per Check List Verification.
Space Requirement. '
Power Requirement.
Reagent'. Control, Calibrators Verification.

System Unpacking & System Checking.

Unpack Cell Scan 60 Instrument Carefully and check for any physical Damages

Accessories Check :

Check all Accessories as per Check List.

Space Requirement :

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

~~ Parameters i Analyzer ov Additional item (If Supplied)
Width (mm) 400mm
Depth (mm) 300 mm
Height (mm) N 440 mm
. Weight(Kg) 22Kg.
| Requirement :. _ f Amp!aﬁh Range : Utsarvod Ranga ~ Remarks
TnpkRange. | - ssndapv 230 Volts '
_Line Frequency ; : = 850 Hz : 50 Hz
Humidity i 85 % @5 %
__Amhient Temp. - 15C-30C 26C
ngm.ﬁnmm;amﬂmm |
Name s i cq_iqck_ : R_em_ark
."J..-l'a?n.t TR e O
~ Lyse _ | : 0K
'Probe Cleaner OK
Conc. Cleaner OK
Control Normal OK
Control High OK
JCOUBEHIr i 0K
Pre Installation Verifi l' R '
~ Parameter L Check Remark
Unpackmg Instrument 0K
System Checking for Damages 0K
Accessories Check 0K
Space Check 0K
Power Check 0K
Reagents Check OK

Quality Manager
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