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STAR 20 —Clinical Chemistry Analyzer

INSTALLATION QUALIFICATION
OPERATIONAL QUALIFICATION
PERFORMANCE QUALIFICATION
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CERTIFICATE OF INSTALLATION

Customer Name . Healthledger Diagnostics Pvt. Ltd.
aitri lcon, Plot No. 35/36

Address Shop No.6, Ground Floor, M

Sector-19, Kharghar, panvel, Raigad-410210
Instrument Name Star-20 Analyzer
Serial Number £S1001911P9022

hat the Installation Qualification Protocol

The undersigned performers certify t
t stated above.

has been successfully completed for the instrumen

Engineer[Application Person

Signature : &«5}:

Name : Mr. Arvind Singh
Designation : Service Engineer

Company : Rapid Diagnostics Pvt. Ltd.

Quality Manager

Signature kel ‘L(":iv
Name - Dr. Akshay Dhotre
Designation Quality Manager

. KPS

L C?‘Wafwy "<\ ¢ Healthledger Diagnostics Pvt. Ltd.
'l(;\r o I

B.82 G.T Karnal Road Industral Area, Delhi-110 033, Ph.. 91-11-45201100, Fax: 91-11-27413437, 45201198
e-mail drjindal@rdge.in, website: http:/iwww.rapiddiagnostic.in I
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INSTALLATION REPORT

Customer Name : Healthledger Diagnostics Pvt. Ltd.

Place Kharghar, Panvel, Raigad-410210
Department Clinical Biochemistry

Contact Person : Dr. Akshay Dhotre

Instrument Name : Star-20 Analyzer

Serial Number £51001911P9022

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 Diaghonigi}fm\ud.
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Rajaram krishnamurmy
National Service Mamager
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INSTALLATION QUALIFICATION

1Q PROTOCOL

System Unpacking

. System Checking For any Damages

All accessories as per check List verification
. Space Requirement

Power Requirement
Reagents, Control, Calibrators verification.

aw s W N

1. SYSTEM UNPACKING & 2. SYSTEM CHECKING

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

3. ACCESSORIES CHECK-

Check all accessories as per check List.

4. SPACE REQUIREMENT ~-

« Checked site for proper space allocation. At least 100 CM on each side
and enough room for the below mentioned dimensions

Dimensions
Parameter Analyzer OV
Width{mm) (W) 300
__ | Depth (mm)(L) 400
’\1' Heigh;’gmm (H) 160
\ { tK)g) 7.5
1A v-l*“"" ,}
\\ o 1,)., th,\ ;.-/. =
i’\.i\—f_ 7

"~ T Kamal Road Industrial Area. Delhi-110 033, Ph.: 91-11-45201100, Fax: 91-11-27413437, 45201138
e-mail drjindal@rdgc.in. website: hitp:iwww.rapiddiagnostic.in
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5. POWER RE UIREMENT -
FRequinmem Acce'ptable Range Observéd“ﬁanzd-— _j
Input Voltage 220+ /-10V 225V J
Line Frequency  SQHZ 50 HZ )
Ambient Temperature 15C-30C 23 T

6.REAGENTS, CALIBRATORS, CONTROL CHECK

QC NAME: Quality Control Level 2-Normal Control

Qc Name | Lot No Expiry I Test Target Range | Result Obtained
Randox | 1543UN | 2025-3-28 | Glucose 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

QC NAME : Quality Control Level 3-Abnormal Control

QcName | Lot No. | Expiry | Test Target | Range | Resuit Obtained
Randox || 1195UF | 2025/4/28 | Glucose 283 240-326 275.23
Control | Urea 122 103-141 105
455 T | SGPT 142 113171 139
=N | gilirubin 565 | 4.47-6.83 5.15
1' 3 /

B-82. G.T Kamal Road Industrial Area, Dethi~110033, Ph.: 91-11-45201100, Fax: 91-11-27413437, 45201198
e-mail drjindal@rdge.in, website: hitp://www.rapiddiagnostic.in
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PRE-INSTALLTION VERIFICATION REPORT:-
PRE-INSTALLATION VERIFICATION REPORT

S/No. Parameter Remark

1 Unpacking Instrument OK

2 System Checking for damages ___OK

3 Accessories check OK R
4 Space Check | 0K

5 Power Check OK

6 Reagents Check 1 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.

0Q PROTOCOL

1. System Connections
2. Reagent & Waste Connections
3. Customizing the Analyzer Software
. System Booting , Initialization & Check
fer@ance procedures.
Frpining — Operation & Maintenance.

B-82, G.T Karal Road Industrial Area, Delhw-110 033, Ph.: 91-11-45201100, Fax: 91-11-27413437, 45201198
e-mail drjindal@rdge.in, website: http:/iwww.rapiddiagnostic.in
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1. SYSTEM CONNECTION -
SYSTEM CONNECTIONS

S/No. Name ~ Check Remark

1 Pump Tube Installation Operating Manual Ok
Ok

2 Waste Tube Connection Operatin_g’Manual
Ok

4 Printer Paper Insertion Operating Manual

2. REAGENT & WASTE CONNECTIONS -

Please refer to the User Manual and the Kit Literature supplied with the Reagent Kit:

3. CUSTOMIZING ANALYZER SOFTWARE -

CUSTOMIZING ANALYZER SOFTWARE 4
S/No. | Parameters Check Remark _T
1 Date & Time Operating Manual Ok
2 Reagents Operating Manual Ok
3 Reference Ranges ~ Operating Manual Ok
4 Reference Units s ! Operating Manual Ok
/. %ﬁfyn‘mmg format | Operating Manual Ok
] 18 f‘eqﬁpg New User Operating Manual Ok

B.62. .1 Kamal Road Industrial Area, Delhi-110 033, Ph.: 81-11-45201100, Fax:91- 11-27413437, 45201198
¢-mail. drjindal@rdge.in, website: http:/fwww.rapiddiagnostic.in
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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 Range Results Remarks

A/D Value for all filters 35000-59000 Around 45650 Ok

Lamp Volitage 6V 5.9V Ok

Pump Calibration 2748 2748 Ok

Flowcell Temp 37(+ &-)0.2C 37.01 Ok

PRECISION-FOR NORMAL CONTROL( for run of 5 times)

S/No. | Parameter Actual Range Remark

1 SGPT ‘ 4.91% 0-7% Ok

2 1 |Glucose 2.55% 0-5% Ok
o 3.03% 0-5% Ok

4.28% 0-5% Ok

B-82, G.T Kamal Road Industrial Area, Delhi-110 033, Ph.; 91-11-45201100, Fax: 91-11-27413437, 45201198
e-mail drjindal@rdgc.in, website: hitp:/fwww.rapiddiagnostic.in .
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o y EXTFED CONPES
PRECISION FOR ABNORMAL CONTROL(for run of 5 times)
S/No. | Parameter Actual Range CV% Remark
1 |sGPT 3.87% 0-7% Ok
2 Glucose 4.25% 0-5% Ok
3 Total Bilirubin 2.00% 0-5% Ok
& |Urea 3.02% 0-5% Ok

-

FqI Rapid Diag:gﬁj;_?yt. Ltd.
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Rajaram l‘Kgisvhhém_u rthy
National Service Manager

8-82, G.T. Kamal Road Industrial Area, Delhi~110 033, Ph.: 91-11-45201100, Fax: 91-11-27413437, 45201198
e-mall. drjindal@rdgce.In, website: http://www.rapiddiagnostic.in
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LEVEL: {ABNORMAL) MONTH: Oct -2022 EXP 2025-04-28 LOT NO.1195UE
DATE/PAR
AMETER ALY GLU UREA T8Il
NAME
MEAN 142 283 122 5.65
HIGHER 171 326 141 6.83
LOWER 113 240 103 447
1 138 275.23 105 515
{“"‘f""‘f(‘l E\y S \,AL\\\")'HO#\" )
! —
7- >
C L\( l.l (_,l b o > (ﬂ M‘w‘{"-:&
Sanple 10): 0005 | Test Mamo: ERBOPOR
Mo : Abs. : 1.1296 Samele |0 0019
Soxt Result AR | Neime:
Univ: ‘dl Sex:
Agoe: ¥ re/dl o
Doctor: Ref., Low: 74.00 Age:
Departpent Ref. High 100.00 Dogtar
Tost Dater 2022-10-07 13:00:45 Department !
Test Mase: ERSGPT
A:,, e _‘3&,.17‘._(_‘ Test Name: ERUREA Test Namo: ERTBILI
Rosult: 1301 Abs. * 0. 1847 Abs. : 0.0000
Unit: Wi ResulL: 105 1 Result: 5.151
Ref. Low: 0 Unit: ng/dl Unit: re/dl
Raf. High: £ Ref, Low: 13 Ref, Low: 0.00
Test Dste: 2022-10-07 13:32:08 Ref. High: 45 Ref. High: 2.00

Test Dute: 2002-10-07 13:365:02 Test nte: 2022-10-07 13:47:29
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LEVEL: 3{ABNORMAL) MONTH: Oct -2022 EXP 2025-04-28 LOT NO.1195UE

DATE/PAR
AMETER ALT GLU UREA TBIl
NAME
MEAN 142 283 122 5.65
HIGHER 171 326 141 6.83
LOWER 113 240 103 4.47
1 138 27523 105 515
2 143 28838 113 52
3 151 26702 113 5.04
a 148 262 35 110 4.94
5 139 26006 109 512
MEAN 1442 270.608 110 5.09
SD 5.585696018 11.50581896 3.31662479 0.10198039
cv 3.873575602 4,251839917 3.015113446 2.003544013
' ' ¢
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£ Mome ERRPOR LEVEL 3

:‘wi 0002 £ Blank Abs.: 0,033 o 10¢ 001
2 s t Homo: ERUREA P@ .
e =0.0%54 AT -0, 1T
3 1301 : 106 1 ,,uha‘ﬂ {‘4)’
(. Low: o te (0: 0] it o ” of
. Waht % 25t Hare: I v 8 AhnoT™
U lste: 2002-10-07 13:11:43 s 1,120 it Duted 2022-10-07 13:35:03
=ulL: 25,231
ik ne/dL

of. Low: 74,00
of. High: 100.00
b Pater 2002-10-07 13:0145 ymple I: R
N ? ERUREA
3 <0, 2050
w 131
it me/dl
wole [0: 0002 af. Lo 13
at Home ERBGPDR, 5. High: 45
ba. 1.1820 L Duter 2022-10-07 13:37:25
wmult: .31
hits me/dl
of. Lows 74.00
of. High® 100. 00
wt Dated 2022-16-07 13:61:16 wote (D3 0003
=t Name: ERUREA
o8, ¢ (), 2056
smulls N3t
| it ne/d\
wele 10¢ 0003 of. Low: 13
=t Nomg: ERBGPIR of . High! 46
6.1 1.0069 st lnte: 2022-10-07 13:39:26 1k
sult: zsu:rz 1 Pos Corme 51«
i ne/d 2
if. Lowt 74.00 5&-.;‘0“«""
f. High* 100,00 ‘ )
0005 it ute: 202-10-07 13:01:46  guple 10 0004
ERSOFT | 25t Name: FRUREA
-0.0640 g, * 0, 1990
149 osulLe 110 1
¥ w I o nit me/dl
f. Lo ) wle JU: of . Lows 13 i
f. High: « ot Neume? ERBOPOR of. Wigh: 4 W ¥y ~
st Dnte: 202-10-07 13:27:14 &5 1.0783 ost Dute: 2022-10-07 13:40:57 4.
‘““‘ Mcm ' |
e me/dl
£, Lows 74.00
f. Might 100.00
0000 st Dates 2022-10-07 13:02:15 905
ERUREA
=0, 1070
100t
i me/dl
wple 10t 13

b Moen * 5
8.3
wlts
- itz
1. Low: 00
1. High? 100,00

st Dte? 202-10-07 mm
{
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LEVEL 2{NORMAL) MONTH: Oct 2022 EXF 2025.00.28 LOT NO_ 1 M3UN

DATE/PARA

METER ALY GLY UREA THil
NAME
r._ﬁht a2 109 41 152
HIGHTR s1 126 ) 1.8
LOWIR n 7.4 L) 1.2
. 12 40 1 308
2 4 148 4 1.40
y w 112 a4 190
1} 4 41 | 4B
5 1 114 39 4 1A%
NMLAN M2 1440 a4 1.42
0 19 9 10 00
o X 2.8 4 310
) ot By, — Shubhan b 4,
Peuferr v ¢




Somote 10!

Soxt |
Asa'
[
Ui tmnnt !
Tout Nome! IRSGPT
Abei. 0, 0000
Rowu (L k]
l. whh :/ |
of, |
Ref. Nigh! W0 J

Tost Datai A2-10-07 14:22:04

Savnlo D1 0z
Numo *
Sox!
Ax:
[octor:
Dovurtment:
Tost Mime! ERSGPY
Abs, 0.0000
Result: Qe
Unite Wl
| Rof . Lows 0 1
| Pt Highs a0

Tomt ot 20021007 14:522:0

N 102 ooz
Nage:

Sexs

A

'...""'

toscr el

ot Mo ERSGPT
LI 0.,0000
Remy (L2 3
Unitt Wi
Ref . Low: 0
Fof . High: L]

Test Mota: 2022-10-G7 14*3!16‘

Py el ' Sowa o 101 004

Tost. Mo otk e 1 i
Abs. t 0.0000 Sox:
Kesult 112,00 1 y
::{" Onit: /d ::{u—:
) Kof, Low: W00 ;
;‘;w Ref . Wigh! 100,00 Doowr-tawnt
s Toat Dute! 2002-10-07 14114154 Goa A ERBGPOR
Abg ! 0.0000
Tost Hawo! RSP Remulte 14,26 1
Ay 0, 0000 ‘:"l‘ me/dl
Res 1L n of . Low: 74,00
nits W Y W Rof . Wighi 100.00
Rof . Lows 0 Sox! Toat (oto: 2072-10-07 14:17:10
M. Hight 0 Ao
Teut fatoi 2022-10:07 1023118 (o
Depar Lnont ¢
Tost Nuvo ERNGPOR P@-“vd-l_
Abs, | 0.0000
Rosu (t! 115.00 1 3o oo
Unlt! ne/d| f?" o W
Ref. Low! 74.00 F‘, ‘J.m
Ref. Might 100,00
Tost Dnte: 2022-10-07 14:15:21
Somo e 102 0008
Numeo
Soxt
Age
oetor:
[hapartment :
o @ 1 :
>t st Name ERBGPOR
P"P ' Abs, ¢ 0, 0000
Shw “'"‘MJ Rosults 112.00 1
Unjts ng/dl
Ref. Lowt 4.0
Ref. Night 100,00

chestard BY -

@t

Sump e 10:
Namo *

Test Nater 2022-10-07 14:15:54

000a
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—.m URICA

FRCREA

N

B (ERBCAI

w:... “_ RCHOI
o |ERTRIG
M ERGLUC
|
|

ERPROI
ERALBU
ERSGOT

_i- ERSGPT

' [ERALKPI

s M

' IFRUREA |

[ ypor f » a b 'S

—Wﬂ._i.. | rwar T 00 T_.. 1504

o _-, iw .. Conc. 1 Aba. 18 / 0.1804%




Type B

_N Point Linear ToSo

ML -fnafm

_Ilﬂi.

ERBCAL
ERCHOL
ERTRIG w

3.0700¢
ERGLUCQM | 5%
" |ERPROT il | 150
. [ErscoTi |o= 2=
MM ERSGPT ool e

ERALKP
_ |[ERUREA




CKAGD
Gépd

EMGLU
AMY
LIPAGD

lipase

ERBACRIE

2 Type B K
_wvosnrsmﬂ _o.owma T~o.88_

Point _N i ii Conc. / Abs. —Nm.oo /0.0441

X(Concentration), Y(abs.)




albration Data

mpozm»,wﬁ
ERURICAR
ERBCAL | M

ERCHOL |5
ERTRIG L

ERSGOT &
ERSGPT |
ERALKP

ERTBILI X

Type

B K

_w Point Linear _o 0000

ot B Curve-

_-%m.wwao,_

Point T

_ d .v‘-
,

Conc,

X(Concentration), Y(Abs.)

.c_m..,...om_
-0.8400
-1.1600
-1.4800
-1.7800
-2.1100
-2.4300
-2.7400
-3.0600

0.100C
? t:__% +

0.00




ERCREAT
ERURICZ
ERBCAL |
mnn:orxh
ERTRIG N
mzmrcnez,
ERPROT .\ __
ERALBUK
m_ﬂmmo._..
ERSGPT
ERALKPH

ERUREA (¥

Type

? ki _o.uNmm

ot B Lunve—

G dtuh et iyt by

2.8300
2.5900
2.3400
1.5500
1.6100
1.3600

O.wﬂag- Em
0.620

--.-;.\ﬁ.-:; :

0.00
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URICA

ERCREAT (/]
mnCngnn;
ERBCAL |
mzn:or

Type B KT a b c

_N Point Linear ﬁoooo —Hm.wooo — —

g

Fromt 2 Curve

Point _ 2

Conc. / Abs. T .0 \.Q.mmwm

¥{(Concentration), Y{(ABs.)
3.0700¢ W i & .
- e 1 4

2.4400

2.1200

1.8000
1,4900 ="
1.1700 , — _
0.8500 g~ Cahi !
0.5300 ® 7 |

0. Hm__ok - | *
0,090

0.00 850.19 ~

ERU _~m>




Type

mznzm>::
mzc_zn}w
mxmn>r ,

ERUREA e

Soint & Cury

W_oo.:" Linear [0.0000 waow _ [ _

. v_4

conc. / Abs. Wao /0.7472

ERTRIG (88 || 50700 —— e
2.7500 " A

m_NO_.CO. 2.4400 ._ |
2.1200 i _

ERPROT | w w.m...wm_m_ t.

ERALBUN RSt > |
0.8500 |
0.5300

manOﬂ. MHSaE

ERSGPT | der 23.22

ERALKPH. TR




C—NH n > Farameter

Type B K :
ERCREATS _~ Point Linear _o.oooo _mmm.:wu |
E —NC_NHﬁh $9} uoSn m. Curve |
ERBCAL .& 85.“ ﬂ .i‘

.

ERCHOL
ERTRIG 30700
ERGLUCC ww%
ERALBU 1.1700 | [T
0.8500 SR PRV e .
ERSGOT Mwwm...ww Wi Rl
ERSGPT i %3

ERALKPF
ERUREA




bration Data

! th

URICA B
Type B kil .

E & _N Point Linear  0.0000 —Mm.m..mm [

ERURICARM | B

ERBCAL | s

mﬂOIO_r — jlﬂii conc. f Abs.

ERIRIG | 3.0700 X{Concentration), ibuw.tw

mzmrcn: > 4200 B

ERPROT | Imm T

m_~>_.mC_ Lo I

ERSGOT o.Le = ks

ERSGPT .00 =

ERALKP A

ERUREA
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bration Data

AGDCAL E

CKAGD | B Al a b _ :
2 Point Linear 0.0055 298.1900

G6pd v _ + | | | | E :

AMMONI} 2 | i 5] Conc. / Abs. [100.00 \o.AwﬂW.w

ddimer | _ . ii _ | 3

mszc | SO4EN ¥{Concentration), ,r.Ww...w_

AMY o ! S==-
2.1200 : .

LIPAGD JMDM 3 _

‘HDL | MM% nain _

._:Ummm G50 | \f\-‘..\\\

|
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