
Rapid Diagnostic Pvt. Ltd. ISO 9001:2015
CERTIFIED COMPANY

Calibration Certificate

Customer Name |HealthledgerDiagnostics Pvt Ltd

Shop 6, Ground floor, Maitri Icon, Plot no.

35/36, Sector 19, Kharghar, Panvel, Raigarh-

410210
Dr. Akshay Dhotre

Address

Contact Person

Contact No. +91-9970070083

Instrument Clinical Chemistry Analyzer

Model Star 20 Analyzer

Instrument Serial No. ES1001911P9022

Instrument Status Under AMC

Calibration Done On 18/10/2022

Next Calibration Due On 18/10/2023

Thanking You,

forRapid Diagnostic Pvt. Ltd.

GOS
Rajaram krišhnamurthy

B-32

oG.T.1'
CLHI33

Arvind Singh

National'Service Manager Service Engineer

B-82,G.T.KarnalRoad
Industrial Area,Delhi-110033, Ph.: 91-11-45201100, Fax:91-11-27413437, 45201198

e-mail: driindal@rdgc.in,website: http://www.rapiddiagnostic.in







Rapid Diagnostic Pvt. Ltd. S0 9001:2015
CERTIFIED COMPANY

STAR20-Clinical Chemistry Analyzer

INSTALLATION QUALIFICATION

OPERATIONAL QUALIFICATION

PERFORMANCE QUALIFICATION

(1Q/00/PQ)

(Healthledger Diagnostics Pvt. Ltd.)

Shop No.6, Ground Floor, Maitri lcon, Plot No.35/36,Sector-19,

Kharghar, Panvel, Raigad-410210

By:Rapid DiagnosticPvt.Ltd.

AGNO
oG.T.

KARNAL

B-82,

OELH-33

B-82, G.T.Kanal Road Industrial Area, Delhi-110033, Ph.: 91-11-45201100, Fax:91-11-27413437, 45201198

e-mail:drindal@rdgc.in,
website:

http://www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. ISO 9001:2015
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CERTIFICATE OFINSTALLATION

Customer Name Healthledger Diagnostics Pvt.Ltd.

Shop No.6, Ground Floor, Maitri lcon, Plot No. 35/36

Sector-19, Kharghar, Panvel, Raigad-410210

Address

InstrumentName Star-20 Analyzer

Serial Number : ES1001911P9022

The undersigned performers certify that the Installation Qualification Protocol

has been successfullycompleted for the instrument stated above.

Engineer/Application Person

Signature

Name :Mr. Arvind Singh

apidDesignation :Service Engineer

CompanY Rapid Diagnostics Pvt. Ltd.

Quality Manager

Signature

Name :Dr.Akshay Dhotre

Designation :QualityManager

Copany, Healthledger Diagnostics Pvt. Ltd.

9.7.KARNAL
eoELHI-33

B-82,G.T. Karnal Road Industrial Area, Delhi-110 033,Ph.:91-11-45201100, Fax: 91-11-27413437,45201198

e-mail: drjindal@rdgc.in, website: http:/www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. caras
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CERTIFIED CcOMPANY

INSTALLATIONREPORT

Customer Name Healthledger Diagnostics Pvt.Ltd.

Place Kharghar, Panvel, Raigad-410210o

Department Clinical Biochemistry

Contact Person Dr. Akshay Dhotre

Instrument Name :Star-20Analyzer

Serial Number ES1001911P9022

Date of Installation :04.06.2020

The Analyzer was installed along with the necessary standard accessories.All

basic requirements and adjustments were checked and are found to be
satisfactory. The preliminary standardization of the analyzer and the training
were provided to the complete satisfaction of the customer. The analyzer is

found to be working satisfactorily.

For Rapid DiagnosticsPut, Ltd.

82
odoG.T.KARNAL

Rajaram Krishnamurthy
National Service Maager

B-82, G.T.Karnal Road Industrial Area,Delhi-110 033,Ph.:91-11-45201100, Fax: 91-11-27413437, 45201198
e-mail:

drjindal@rdgc.in, website:
http://www.rapiddiagnostic.in
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INSTALLATIONQUALIFICATION

1QPROTOCOL

1. System Unpacking

2. System Checking For any Damages

3. All accessories as per check List verification

4.Space Requirement

5. Power Requirement

6. Reagents, Control, Calibratorsverification.

1.SYSTEMUNPACKING&2.SYSTEM CHECKINGS

Un packed Star 20instrument carefuly and checked for any physical Damages.

3.ACCESSORIES CHECK

Check all accessories asper check List.

apio4.SPACEREQUIREMENT=

.Checked sitefor proper space allocation.At least 100 CM on each side

and enough room for the below mentioned dimensions

Dimensions

Parameter

Width(mm) (W)_

Depth (mm)(L)

HeightlmmH)|

Analyzer ov

300

400

160
7.5

p.T.KARNAL
DELH33

B-82,G.T.Karnal Road
Industrial Area,Detlhi-110 033,Ph.:91-11-45201100, Fax: 91-11-27413437, 45201198

e-mail: drjindal@rdge.in, website: http://www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. ISO 9001:2015
CERTIFIED CcOMPANY

5.POWER REQUIREMENT

Requirement Acceptable Range Observed Ranged

Input Voltage

Line Frequency

220+/-10v 225V

50HZ 50 HZ

Ambient Temperature 15C-300C 23

6.REAGENTS,CALIBRATORS, cONTROL CHECK

QCNAME: Quality Control Level 2-Normal Control

QcName LotNo Expiry Test

1543UN 2025-3-28 Glucose

Target Range Result Obtained

Randox 109 92.4-126 112

Control Urea 43.3 36.8-49.8 40

SGPT 42 33-51 38

Bilirubin 1.52 1.2-1.84 1.38

QCNAME:Quality ControlLevel3-Abnormal Control

QcNameLotNo. Expiry Test
Randox/| 1195UE 2025/4/28 Glucose
Control

Target Range Resuit Obtained

283 240-326 275.23

Urea 122 103-141 105

ST SGPT 142 113-171 139
Bilirubin 5.65 4.47-6.83 5.15

DELH3

B-82, G.T. Karmal Road Industrial Area,Delhi-110 033, Ph.: 91-11-45201100, Fax:91-11-27413437, 45201198

e-mail: drjindal@rdgc.in, website: http:/www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. ISO 9001:2015
CERTIFIED CcOMPANY

PRE-INSTALLTION VERIFICATION REPORT

PRE-INSTALLATION VERIFICATION REPORT
S/No. Parameteer Remark

Unpacking Instrument

System Checking fordamages

ACcessories check

SpaceCheck

Power Check

Reagents Check

OK

OK

OK

OK

OK6 OK

OPERATIONAL QUALIFICATION

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.

0QPROTOcOL
1. System Connections

2. Reagent & Waste Connections

3. Customizing the Analyzer Software

4. System Booting, Initialization & Check

5. Magteranceprocedures.

6stgmerTrpining-Operation & Maintenance.

G.T.KARNA
DELHIL-33

B-82, G.T. Karnal Road
Industrial Area,

Delhi-110 033, Ph.: 91-11-45201100, Fax:91-11-27413437, 45201198

e-mail: drjindal@rdge.in, website: http://www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. ISO 9001:2015
CERTIFIED COMPANY

1.SYSTEM CONNECTION

SYSTEM CONNECTIONS
S/No. Name Check Remark

1 PumpTubeInstallation Operating Manual Ok

Ok
Waste Tube Connection Operating Manual

Ok4 Printer Paper Insertion Operating Manual

2.REAGENT& WASTE CONNECTIONS

Please refer to the User Manual and the Kit Literature supplied withtheReagent Kit:

3.CUSTOMIZING ANALYZER SOFTWARE-

CUSTOMIzINGANALYZERSOFTWARE

S/No. Parameters Check Remark

1 Date&Time Operating Manual Ok

2 Reagents Operating Manual
Ok

Ok
Reference Ranges

Reference Units

Operating Manual

Operating Manual

3
4 Ok

EPORting format Operating Manual
k

reatng New User
KARHAL

Ok
Operating Manual

VEDELHI33

B-82, G.T. Karnal Road Industrial Area, Delthi-110 033,Ph.:91-11-45201100, Fax:
91-11-27413437, 45201198

e-mail: drijindal@rdgc.in, website: http://www.rapiddiagnostic.in



Rapid Diagnostic Pvt.Ltd. 1SO 9001:2015
CERTIFIED COMPANY

4.SYSTEM BOOTING,INITIALIZATION&CHECK

Power ON System and check for successful initialization of the instrument.

5.MAINTENANCE PROCEDURES:

MAINTENANCE
S/No. Parameters Check Remark
1 Using Maintenance Menu Operator Manual Ok

PERFORMANCE QUALIFICATION

|Parameter
A/D Valueforallfilters

Lamp Voltage

Pump Calibration

Flowcell Temp

Range Results Remarks

35000-59000 Around 45650 Ok
6V 5.9V Ok
2748 2748 Ok

37(+&-)0.2 C 37.01 Ok

PRECISION-FOR NORMALCONTROL( for run of 5times)
S/No.Parameter

SGPT

Actual Range
0-7%

Remark1 4.91% Ok

Glucose 2.55% 0-5% Ok
33 TotalBilirubin

AOKa 3.03% 0-5% Ok
4.28% 0-5% Ok

DELH33

B-82,G.T.Kamal RoadIndustrial Area,Delhi-110033,Ph.:91-11-45201100, Fax:91-11-27413437, 45201198
e-mail:

drjindal@rdgc.in, website:
http://www.rapiddiagnostic.in



Rapid Diagnostic Pvt. Ltd. 1S09001:2015
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PRECISION FOR ABNORMALCONTROL(for run of 5times)
s/No. Parameter

SGPT

Actual Range CV% Remark

3.87% 0-7% Ok

0-5% Ok4.25%
2.00%

Glucose

Total Bilirubin
0-5% Ok

3.02% 0-5% Ok
4 Urea

For Rapid DiagnostiEPvt. Ltd.

AGT.KAPNAL:
OELH-83

Rajaram Krishnamurthy
National ServiceManager

Rapid

B-82,G.T.Karnal Road
Industrial Area, Delhi-110 033, Ph.:

91-11-45201100,
Fax:

91-11-27413437,
45201198

e-mail: drjindal@rdgc.in,
website: http://www.rapiddiagnostic.in
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Leve) 3 ac.Dadq

LEVEL: 3ABNORMAL MONTH: Oct -2022 EXP 2025-04-28LOT NO.1195UE

DATEPAR
AMETER ALT GLU UREA TBILI

NAME

122
141

MEAN 142 283 5.65
6.83HIGHER 171 326

LOWER 113 240 103 4.47

5.15139 275.23 105
Performed 5y Shubhong

bChe eked

Test Name

Abs
Result:

Samp Le ID: 0006 ERBGPOR

Name: 1296 Sample ID: 0019

275.23 T

mg/

74.00

Name

Sex

Age
Doctor

Department:

Sex:

Age:

Doctor:

Unit:

Ref. Low:

Ref. High:

Test Date: 2022-10-07 13:00:45

Department: 100.00

Test Name: ERSGPT

-0.0784Abs.
Test Name: ERUREA

Test Name ERTBILI

Abs
Result
Unit:

0.1897 Abs. 0.000
Result
Un it:

139 T

105 Resu lt .15 1

P/L

Ref. Lov: 0 m/dl Unit mg/dl

Ref. Low
Ref. High:

Test Date: 2022-10-07 13:47:29

Ref. Low: 13 0.00
Ref. High:

Test Date: 2022-10-07 13:32:08

40
Ref. High: 45 2.00

Test Date: 2022-10-07 13:35:03



Preei Sicn toy Abnov mal

LEVEL: 3ABNORMAL)MONTH:Oct-2022 EXP 2025-04-28 LOT NO.1195UE

DATE/PAR
AMETER ALT GLU UREA TBILI

NAME

5.65MEAN
HIGHER

122
141

142 283
171 326 6.83

240
275.23
288.38
267.02
262.35

260.06

4.47

5.15
5.2
5.04
4.94
5.12

LOWER 113 103

139
143
151
149
139

105
113
113
110
109

MEAN 144.2 270.608 110 5.09

5.585696018 11.50581896

3.873575602 4.251839917 3.015113446 2.003544013

3.31662479 0.10198039

fefomee by.
shubhangi

Cheek eed by: mels



ERBGPDR EVEL 3est Name

cagent Blank Abs.
0.0338Mp le 1D:

stName:

s.:

sult:

amp le ID:

stName
s.
esult

it

0002

ERSGPT

0001

ERUREA

-0.1897 P0.0784

139 1051
prtum foit:

mg/dl

13

/
amp le ID:

est Name :
0001

ERBGPDR

1.1296

Low 0 f. Low: Abnormf.High:
st Date: 2022-10-07 13:11:43

40 f. High: 45

bS. 2st Date: 2022-10-07 13:35:03

9sult 275.23

nit: /dl
.00ef. Low:

af.
High

ast Date: 2022-10-07 13:00:45

100.0

mp le ID:

st Name

S.

sult:

it:

f. Low:

f.High
st Date: 2022-10-07 13:17:29

0003 amp Le ID: 0002

ERSGPT ERUREA
pst

Name:

s.
esult
hit:

-0.0806 -0.2050

143 113

mg/dl

13

45

/L
0002

ERBGPDR

amp le ID: ef. Low
ef. High:40 est Name

S. 1820 est Date: 2022-10-07 13:37:25

sult 288.38

mg/dl

74.0

it
f.Low:
f. High: 100.00

st Date: 2022-10-07 13:01:16 0003
mpLe ID:

st Name:

s.
sult:
it:

f.Low:

0004 amp le ID:

ERSGPT est Name ERUREA

.0854 ps. -0.2056

151 T esult 113

nit: mg/dl

mp Le ID: 0003 ef. Low:

ef.
High

est Date: 2022-10-07 13:39:26

0 13

f. High:
st Name ERBGPDR 45

st Date: 2022-10-07 13:22:31 S. 1..0969

PerFormed by.sult: 267.02 T

it
f.Low
f. High:

/dl
74.00

100.00

Shubhanj

mp le ID: 0005
st Date: 2022-10-07 13:01:46 amp le ID: 0004

st Name: ERSGPT est Name: ERUREA

-0.0840 bS. 0.1990S.

sult: 149 esult 110 T

it nit mg/dl

0004 13
ef.

Low:

ef. High:

est Date: 2022-10-07 13:40:57

f. Low 0 mp Le ID:

ERBGPDR 15st Name
s.
sult

f. High: 40

1.0783st Date 2022-10-07 13:27:14

262.
g/dl

74.00

35

it:

f. Low:

100.0f. Hish
st Date: 2022-10-07 13:02:15

0006 amp le ID: 0005
mp Le ID:

ERUREA
est Name

bs.

esult

hit

ef. Low:

High:

st Name ERSGPT
-0.1970

-0.0784s.
sult: 139 T

109 T

ing//dl

13
it 0005

ERBGPDR

mp le ID:
f. Low

f. High: 40 st Name: f. 45

1.0692
est Date: 2022-10-07 13:42:28s.

st Date: 2022-10-07 13:32:03
260.06 1

sult

it
Low

f. High
st Date: 2022-10-07 13:02:43

mg//dt

74.00f.

100.00



Samp le ID: 0024

Name
Sex:

Age

Doctor:

Department:

Test Name: ERTBILI

Abs. 0.0000

Result
Un it:

5.15 T

mg/dl

Ref. Low

Ref. High
Test Date: 2022-10-07 11:09:29

0.00

2..00

0023Samp le ID:

Name

Sex
Age

Doctor

Department

Test Name: ERTBILI

Abs. 0.0000

Result: 5.20

mg/dl

0.00

Unit:

Ref. Low

Ref. High: 2.

Test Date: 2022-10-07 11:09:58

0009

ERTBILI

0.2399

amp Le 1D:

est Name

s.
5.04

mg/dl

0.00

2.00

2sult

hit

f. Low:

f. High:

st Date: 2022-10-07
13:48:06

0024
Samp le ID
Test Name

Abs.

ERTBILI

0.2018

4.94
Result
Unit: /dl

0.00
Ref. Low:

Ref. High:

Test Date: 2022-10-07 11:01:55

2.00

amp le 1D: 0011

st Name: ERTBILI

0..2438S.
sult 5.12 1

it: mg/dl

0.00
ef. Low

f. High:
2.00

st Date: 2022-10-07 13:49:05
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Test
Namid ERBGPDR

Samp le ID: 0010

Name
Sex:

Samp le ID: 017 Abs. 0.0000
Samp le ID: 0024Name Result: 112.00

Sex Name Age:
Un it: mg/dl

74.0
Sex
Age
Doctor

Departmernt:

Doctor

Department:

Age Ref. Low:

Doctor Ref. High
Test Date: 2022-10-07 14:14:54

100.00

Department:

Test Name

Abs.

ERBGPDR

0.0000Test Name

Abs

ERSGPT

0.0000
Test Name ERSGPT Result: 114.25 1

mg/dl
74.00

Abs. Unit:
Ref. Low:

Result: 38 0.0000

Result
Unit

Ref. Low:

Unit: 37
Samp le 1D:

Name
Sex:

0007
p/L Ref. High

Test Date: 2022-10-07 14:17:10

Ref. Low: 100.00

Ref.
Hish

Test Date: 2022-10-07 14:22:04

40
Ref. High: 40

TestDate: 2022-10-07 14:23:15
Age:

Doctor:

Department:

Test Name: ERBGPDR Pe-Leve-2Samp le ID: 0022 Abs. 0.0000

Preunm
0uty

fo Nom
Name
Sex:

Result 115.00

Un it: /dl
74.00Age

Doctor

Department

Ref. Low:

Ref. High: 100.00

Test Date: 2022-10-07 14:15:21

Test Name
Abs.

ERSGPT

0.0000

Result 42 1

Unit:
Samp le ID: 0008

Ref. Low:
Name
SexRef. Hish

TostBte 2022-10-07 14:22:26

40

Age:

Doctor:

Department:

Peafor ne y.
Shubhan9

0022
Test Name

Abs.

Resu lt:

ERBGPDR

0.0000

112.00

Unit: mg//dl

Ref. Low: 74..00
coara Ref. High: 100.00

cheH y, Test Date: 2022-10-07 14:15:54

Test Haie ERSGPT

0.0000Abs.

Result: 39

Unit: /L
Ref. Low:

Samp le ID: OO09
Ref. High: 40

Name

Sex:
Test Date: 2022-10-07 14:38:46

Age
Doctor:

Department:

SampLe ID: 0021

Name Test Name ERBGPOR

0.0000

119.12 T

Sex
Age

Doctor
Departmernt:

Abs.

Result:

Un it:

Ref. Low:

mg/dl

74..00
100.00Ref. High:

Test Date: 2022-10-07 14:16:46Test Name
Abs.

ERSGPT

0.0000

Result 40
Un it: H/L

Ref. Low:

Ref. High:

Test Date: 2022-10-07 14:23:37

40



Samp le ID: 0011
Samp le ID:

O001
Name

Name 0023Samp le ID:

Name

Sex:

0005
Sex:

Samp le ID:

Sex: Namc

Age:

Doctor:

Age
Doctor:

Sex

Age
Doctor

Age:
Department

Department Doctor:

Department: Test Name: ERTBILI
Depar Lnent:

Test Name: ERUREA

0.0000

Abs. 0.0000
Abs. Test Name: Test Nane ERTBILIERUREA

0.0000

Result: 1.38
Result: 40 Abs.: Abs.: 0.0000

Unit: mg/c

0.00
Result

Unit:

Unit Resu lt: 1.45
mg/dl

13

44 Ref. Low:
Ref. Low: Unit: mg/dlmg/dl

13
Ref. High: 2.00

0.00Ref. High:

Test Date: 2022-10-07 14:14:08

45 Ref. Low:
Test Date: 202-10-07 14:1/:3

Ref. High:

Ref. Low

Ref. High
Test Date: 2022-10-07 14:11:31

45 2.00

Test Date: 2022-10-07
14:21:09

Samp le ID: 0002

Name
Samp Le iD O014

Name
Sex:

Sex

Age
Doctor
Department:

Age:

Doctor

Department:

Pe 2eve2
Test Name ERUREA

0.0000

Pothom
0ah

Nom

Test Name: ERTBILI
Abs.:

Abs. 0.0000
Resu lt

Un it:

43
Result

Unit:

.40
/dl

Por/dl
Ref. Low: 3

0.00

2.0

Ref. Low:
Ref. Hish:

Test Date: 2022-10-07 14:12:53

45
Ref. High
Test Date: 2022-10-07 14:18:22

Sample ID: 0003

Name
Sex

Age

Doctor

Samp le ID: 0013

ferfo-m 6
Shuhang

'
Name
Sex

Age:
Department:

Doctor

Department
Test Name: ERUREA

0.0000Abs.

Resu lt: 44
cheue Test Name: ERTBILI

Unit: /dl Abs. 0.0000
Ref. Low: 13

Result
Unit:

1.39
Ref. High
Test Date: 2022-10-07 14:12:16

45
mg/dl

0.00Ref. Low:

Ref. High
Test Date: 2022-10-07 14:20:08

2.00

Samp le ID: 0004

Samp le ID:

Name

Sex

Age
Doctor:

Name: 0015

Sex:

Age:

Doctor:

Department

Department:

Test Name ERUREA

0.0000 Test Name

Abs.

Abs. ERTBILI

Resu lt:

Un it:

41 0.0000

Resultmg/dl

13

1.48

Ref. Low: Unit:

Ref. High

Test Date: 2022-10-07 14:11:08

mg/dl

0.00

2.00

Test Date: 2022-10-07 14:20:34

45 Ref. Low:

Ref. High:
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