L_g; Rapid Diagnostic Pvt. Ltd. S

CERTFED (f'.).'l’.'

Calibration Certificate

| Customer Name Heolthledg_er Diagnostics Pvt Ltd
A—ddrzs,_¥— Vel Shop 6, Ground floor, Maitri Icon, Plot no.
\ 35/36, Sector 19, Kharghar, Panvel, Raigarh-
M= - ‘ 410210,

' Contact Person Dr. Akshay Dhotre

Contact No. +91-9970070083

Instrument Clinical Chemistry Analyzer

‘Model Star 20 Analyzer

Instrument Serial No. |ES1001911P9022 e
Instrument Status Under AMC

Calibration Done On 18/10/2022

'Next Calibration Due On | 18/10/2023

Thanking You,

for Vd Diagnestic Pvt. Ltd.
|

§is Sy

ri ’v}.amurthy Arvind ﬁ;\lgh

Rajara

National' Service Manager Service Engineer

B-82,G.T. mwwm, Delhi=110033, Ph- 91-11-45201100, Fax: 91-11-27413437, 45201183
e-mail. drjindai@rdgc.in. website hitp:lwww.rapiddiagnostic.in
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The red row means optical parameters are out of normal range.
Normal range: 1. AD [35000, 59000] 2. offset [0, 4000].
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— CERTIFED COMPANY

STAR 20 —Clinical Chemistry Analyzer

INSTALLATION QUALIFICATION
OPERATIONAL QUALIFICATION
PERFORMANCE QUALIFICATION

(la/0Q/PQ)

(Healthledger Diagnostics Pvt. Ltd.)
Shop No.6, Ground Floor, Maitri Icon, Plot No.35/36, Sector-19,
Kharghar, Panvel, Raigad-410210

By: Rapid Diagnostic Pvt. Ltd.

 B-82, G.T, Kamal Road Industrial Area, Defhi-110 033, Ph.: 81-1145201100, Fax: 91-11-27413437 45201198
e-mail: drjinda@rdgc.in, websile. http:/www.rapiddiagnostic.in
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e o CERTFID COMPANY

CERTIFICATE OF INSTALLATION

Customer Name : Healthledger Diagnostics Pvt. Ltd.

Address Shop No.6, Ground Floor, Maitri Icon, Plot No. 35/36
Sector-19, Kharghar, Panvel, Raigad-410210

Instrument Name Star-20 Analyzer

Serial Number . ES1001911P9022

The undersigned performers certify that the Installation Qualification Protocol
has been successfully completed for the instrument stated above.

Engineer/Application Person

Signature - M_

Name : Mr. Arvind Singh
Designation : Service Engineer
Company : Rapid Diagnostics Pvt. Ltd.

uality Manager

Signature : (ﬁ%
Name . Dr. Akshay Dhotre

. Quality Manager
\ : Healthledger Diagnostics Pvt. Ltd.

8-82 G.T. Karnal Road Industrial Acea, Delhi-110 033, Ph.: 91-11-45201100, Faxc 91-11-27413437, 45201198
e-mal drjindal@rdge in, websile hitp:/iwww.rapiddiagnostic.in
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CIRTFHD COMMANY

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 : 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 Rapnd Daagiosﬂcihn\l.td

S

H 51, KARNAL =
|’\‘\ u.o‘}))//

Rajaran\ Mshnmnhv
National Service Manager

8-82, G.7. Karmal Road Industrial Area, Delhi~110 033, Ph.. 61-11-45201100, Fax- 91-11-27413437 45201138
o-mail drjindal@rdge.in webste hitp:/iwww.rapiddiagnostic.in
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CERTFED COMPANY

INSTALLATION QUALIFICATION

1Q PROTOCOL

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, Calibrators verification.

1. SYSTEM UNPACKING & 2. SYSTEM CHECKING

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

3.A IES 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
Widthimm) (W) 300
Depth [mm]j(L) 400
160
15

550 0T Kamal Road Industrial Area, Deihi-110 033, Ph - 91-11-45201100, Fax; 91-11-27413437, 45201198
e-mail drjindal@rdge.in, website: Mtp:/iwww.rapiddiagnostic.in




@ Rapid Dia
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CERTIRED COMPANY
5. POWER REQUIREMENT -
Requirement Acceptable Range Observed Ranged
input Voltage 220+ /-10V 225V
Line Frequency 50 HZ 50 HZ
Ambient Temperature 15C-30C 23
6.REAGENTS, CALIBRATORS, CONTROL CHECK
QC NAME: Quality Control Level 2-Normal Control
QcName | LotNo | Expiry | Test Target Range | Result Obtained |
Randox | 1543UN | 2025-3-28 | Glucose 109 92.4-126 112 ‘
Control Urea 433 36.8-49.8 40
SGPT 42 33-51 38 ’
Bilirubin 152 1.2-1.84 1.38 1
QC NAME : Quality Control Level 3-Abnormal Control
Qc Name | Lot No. |  Expiry | Test Target Range | Resuit Obtained |
Randox " 1195UE | 2025/4/28 | Glucose 283 240-326 27523 \
Control | Urea 122 103-141 105
\ 58 Tir | SGPT 142 113-171 139 l
\ 4, | Bilirubin 565 | 4.47.6.83 5.15

B-82, G.T. Kamal Road Indusirial Atea, Delhi-110 033, Ph.: 1-11-45201100, Fax: 1-11-27413437, 45201198
e-mall. drjindal@rdge.in, websito: hitp:/www.rapiddiagnostic.in
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PRE-INSTALLY ION VERIFICATION REPORT:-
PRE-INSTALLATION VERIFICATION REPORT

S/No. Parameter Remark

1 Unpacking Instrument OK

2 System Checking for damages OK

3 Accessories check OK

4 Space Check OK

5 Power Check OK

6 Reagents Check 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
4. System Booting , Initialization & Check
5. Maintenance procedures.
; rTraining — Operation & Maintenance.

B-82, G T. Kamal Road industrial Area, Dei-110 033, Ph.- 91-11-45201100, Fax: 91-11-27413437, 45201198
a-mail: drjindal@rdge.in, website: hitp://www.rapiddiagnostic.in




® Rapid Diagnostic Pvi. Lid,

1. SYSTEM CONNECTION -

CERTHIED COMPANY ——

SYSTEM CONNECTIONS
$/No. Name Check Remark
1 Pump Tube Installation Operating Manual Ok
2 Waste Tube Connection Operating Manual o3
4 Printer Paper Insertion Operating Manual i

2. REAGENT & WASTE CON

NS -

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

3. CUSTOMIZING ANALYZER SOFTWARE -

CUSTOMIZING ANALYZER SOFTWARE
S/No. | Parameters Check Remark

1 Date & Time Operating Manual Ok
2 Reagents Operating Manual Ok
3 Reference Ranges Operating Manual Ok
4 | Reference Units Operating Manual Ok

Operating Manual Ok

Operating Manual Ok

e-mail. drjindal@rdgc.in. website: hitp:/iwww.rapiddiagnostic.in
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Rapid Diagnostic Pvt, Lid. ’G -]

4. SYSTEM BOOTING, INITIALIZATION & CHECK -

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

5. MAINTENANCE PROCEDURES:-

MAINTENANCE
$/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 Voltage 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
|21 |Glucose 2.55% 0-5% Ok
V13 el Biirubin 3.03% 0-5% Ok
\ z NE 4.28% 0-5% Ok
- Crerns, ‘/,

g llr" Bt/

B-82, G.T. Kamal Road Industrial Area, Delhi-110 033, Ph.. 91-11-45201100, Fax 91-11-27413437 45201198
e-mail: drjindad@rdge.in, website: hitp:iwww.rapiddiagnostic.in

CEATFED COMPANY ——
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PRECISION FOR ABNORMAL CONTROL{for run of 5 times)
$/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

For Rapid Dia . Ltd.
TN faR e V)

\ ‘};‘/‘. e wit )=l
Rajaram Krishnamurthy
National Service Manager

B.82.G.T Karnal Road Industrial Azea, Defi-110 033, Ph.- §1-11-45201100, Fax- 91-11-27413437, 45201198
a-mail: drjindal@rdgc.in, website http-iwww.rapiddiagnostic.in
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LEVEL: JABNORMAL) MONTH: Oct -2022 EXP 2025-04-28 LOT NO.1195UE
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LOWER 13 240 103 447
1 135 27523 105 515
Perstormed 57 r = Shabbonyg,
Checked by o~ Ehell
=7 : Test Nase! ERBGPIR
:"-'o § o Abs. 1,129 [
Ne
e Resut: .23 1 Nome
Ago Unigs mg/dl Sex!
foctor Ref. Low: 74.00 Agn!
’ . Ref. High 100.00 floctor :
Uesartment : . .4 ] X D
Test Date: 2002-10-07 13:00:& Uepertaont |
Test Nomo: ERSGPT : : . .
Abs_: «0.07TR4 lest Nome! EPREA est Some!
Result! 13t A Q. 1857 Abs. i
Unit: wl Resuli: ICE 1 Besult:
Rof. Low: 0 Umit: w/dl l.n-it:.‘
Bof . Hight © Ref ow: 13 an;i Low:
Test Dnte: 2022-10-07 13:22:08 Ecf. nign: 45 Rof. High:

Test Date: 2022~

1
1

007 13:3:13

Test Datg: ¢

0019



L"~'_r- SO0

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

DATEPAR
AMETER ALT GLU UREA e
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MEAN 142 283 122 5.65
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5 135 260 06 108 512
MEAN 1442 270.608 110 5.0
SO 5585696018 1150581896 331662479 0.10198039
v 3. 873575602 4.251839917 3015113446 2.003544013

f,.lnrn«(r_‘ L?'

( neek et

by

1 |
SN ls non
u

Q;. s ::9—1: :J




. ! [ LAE
vt RS
0.0/
Mt Il'l 7
' [T}
- law 0
{ Wight P
C Dates 2002-10-07 13714143
wo e L2 o3
T Manc ERSCFT
O, (s
Wit 31
s L}
f. Low 0
I, digh Y
1 atos NE2-10-07 13:17: 30
e Ib 004
1 Mamp: BRSFT
51 0.0
eu L 151 1t
s [
1. Low: 0
1. Migh: E Y
Miet 021007 120
wlo 1D )
L Mo’ ERSGPY
5 1 -0.0840
sl iL: pLiY
it wl
1. Lowt 0
f. High: o
o1 Dute: XE2-50-07 13:27:18
ale 1Y O
ot Name mp':
-, '0.07!4
aulls % 1|
At 'l
A, Liwt 0
f. High! £
wt [ete: 2002-10-07 131321
’——-—’-'

ok Naso!

ERRGFIR
BT e iU Blons At 003}*

wolg b 0001
wE Naeg EREGAR
. 1125
mulLl 215.231
11 % =g d\
. Lows 4.0

. High: 10000

wt Date! 2002-10-07 13:00:45

we le D0 002

wl fapet ERBGAUR
.t 11820
sult: BEB Y
AL ol
of. Lowt 7400

o . High! 100,00

=1 Dated 2022-10-07 13:01716

we le 104 003

“l Mg EXBGHN
B, 100

walt: 7.1
pits mel

. Lows 74.00

. Wigh 100,00

wt Dete: 2002-10-07 13:00:40

wle 1D 004

ot Mame! ERRGHR
.t 1.0783
jalt: .61
jits =/dl

L ' 4.0
7. High: 1000

st Dste: 2022-10-07 13402415

wle 1D e

ot Bt ERECPIR
=.! ]‘lm
t,,_.p,, 260,06 1
it re/dl
. Lovt 74.00

{, Wigh! 4000

of tte! AEZ-WAIT 1342:43

}-m 10t ol
it N ERURTA
- 0. 187
wmule 1051
Vite w4l
o, Lt 13

o, Wigh: aH

wi (ate: X02-10-07 13:35:00

molo |0 o0
=t Nawo: ERWREA
%] 0. 2080
sult! nir
Wit m/dl
. L 13

o . Wigh: 45

=t Data: 20020007 13:37:35

wolo 1D 003
st Nome ! ERIREA
0%, 3 -0, 2086
saltt 1137
siet weol
. Lowi 13

»f. Hight &

at Doted 20022-10-07 J3135126

mp le I 0004
pot Snee: ERRIA
bs. T 0. 1990
asulLs 101
nit! m/dl
af. Low 13

of, High: 45

g6t Niste: 202-10-07 13:40:57

nepio 1D: axs

2ot lw ERUSEA

bt -0, 1570
Lt 1

it - dl

1. L) 13

f. Wigh! &

L Mte: XE2-30-07 13:42:m

e ————————

LEVELY 2
pe -

pwd & {‘vr
A&nnﬂnq

Por ‘0"""‘1 b\’ i
Shulghasg!

Pada 1~
(EE




coy2sda voce

I‘ ~

Serw

Ago:

oo s

lwatyr Lsort !

1""' Nm: iumlL'
- 0.0000
RESSS §.15 1
ke we/dl
Rel. Low 6.0
Rof. Nigh 2w

Test, Dete: XR2-10-07 11:08:Z)

Sume e 02 s
e

Sex!

Aze

Doctor

(epar Laont :

Togt. Nasa: EXTBILL
fon, : 0,000
Musits 5,20 1
miLs sa/dh
Ref . Lowt O.w
Rof. Hight 2.0

Test Dute: 2002-10~07 11:09:58

: 000
':ili.ﬂ £RTRILI
o 0,220
it 5.08 ¥
yitd w'dl
1, Lowt ('17'0’;
. High

mt Dnto’ :‘I':'l':"\.'? '13;“'--'1.)

Test Powe: ERTRILI
Aos., ; 0.2018
fosult: .08 1
Uni g w/dl
M- Low? 0.00
M. "iﬁ: zw

lost Datot X02-10-07 11101165

wole 100 @11
w0t Nose: ERTHILI
s, ! 0.24%
wulls 512t
Mt i
o, Low! 0.00
o Righ' 200

ot Dover 2022-1007 13:415:05




METER ALT Gl UREA TR
.I$ 1) 08 a5 152
HIGHER $1 126 498 1482
LOWER 33 .4 ) 12
3 » "2 &) 136

1 4 "o L) L)

3 . "2 “ %

A “ 196 12 4 ca

> xr 1425 ‘e 145
WMLAN m2 114474 A4 142
50 19 i 18 00
Cv a3 14 4.3 10

fPeafer™
ﬁ\‘\rr od O\Q .. il

\1\ Q% f mrﬂrfﬁbaw ¢




:

o A wl

Lo Swmnlo D 04
See Nime .
Age Sax:
e toe kgo
losar teond et !
Dot Lo
Lot Mowe ! RYP1 - ) )
Al 0000 o5t Bume ERSGP!
Keaw it & Abs, ! 0.0000
Un it wit Resull! n
Unit: Wi
Ref. Low 0
Fef, Nigh! 4 Ref , Ll')v-‘ 0
lest Ontol XQ2-10-07 14:22:04 Rl Nigh ®
Tent [wte: 2022-10-07 14:23:45
Spic 12 ez
Niwe:
Sex
Rgc!
Joctir:
Dopartaent !
fost Mo ERSFT
Abs. * 0.0000
Res! 21
U wi
‘ » 0
- 40
NO2-1007 122
oz ’
P”f" ot Gy -
Shalbheng
e “/ QJ ¢
Tl e 125 c‘,
Abs. | 0. 000 .
Result X
Unit! W
Baof, Lov: 0
Vol Righ! &

Teut Dute: J02-10-07 14:38:40

"aele 1k ®z1
Masc -

Sax 4

Age -

Doctanr

Uepuriment !

Test Mose! ERSLPT
Abg, 0.0000
Ressults ¥
Unig: wit
¥ef . Lowr 0
fiei. Hight 40

Tast. tite: 20021007 14:23:37

Tost Mo ERRGHTR :':'"' ti w0l

Aby, 1 0. 0000 S"”

Ressufe 132.00 7 ;

Unit: w/dl i
lector:

Rl Lowt .00 Dacar taent

Kof . Hight 100,00

Tost Dutet X02-30-07 14:14154 Test Meme: EXBGITR
L 0,0000
fesalt: 118,25 1
Unit: w/dl

_ Ref. Lov: 74.00

syl Lo Ref. High: 100.00

55 Tost Dotet 2022-10-07 14:17:10

g

Doctor:

lepartaent !

Test Mama! ERSGPER p@,Levd‘z‘

Abs. ! 0, 0000

Result: l‘s.m 1 » oy o

Unit: ee/dl pre g5 v,

Ref. Low: 74,00 par PY L

Ref. Wigh: 100,00

Test Date: 2002-10-07 14:15:21

Saaple [1): Q008
Wi -

Sex:

hgo:

logtor s

[epartment

Test Mape: ERBOPIR
Mo 0.0000
Resuln: J12.00 1
Unit: m/dl
Ref, Lowi 74.00
Rof. High! 100.00

Test Mate: 2022-30-07 14:15:54

omele 1Dt Q08
Name

Sex:

Ago!

Doctor:

Doporteent !

Tost Mame: ERECPR
Abs, ¢ 0, 0000
RosulL: a2
Unitr m/dl
Rof. Low: .00
Rof, High! 100,00

Tost Dater 2022-10-07 14: 3640




Seple D )
N

Aae

(i

Hewr Lment

Test Nsme! ERLREA
L 0.0000
Sowult! w
it g dl
Kof. Lot 13
fcf. Nigh &

Test Duize: A022-10-07 1841448

Sewle [0t oxe
Hamo :

Sen!

bge!

Doctor:

Uesartsent :

Test Meew:: ERUREA
Abs. ! 0. 0000
Fesult: 4a
Unig: ‘fql
Rof., Lowi 13
Rof. Wigh: ()

Tost Qute: 2002-10~07 14:12:53

Sasslo = W03
Mgl

Sox:

Az

loctor

lepnrtant -

Test Myme: ERUREA
Abs, : 0, 0000
Resylt: 4
Usig: mdl
Rof. Lowi 13
Rof, Hight &

Teut Dnte! X022-10-07 14:12:16

Samele 1D 0004
Howmw ©

Soxt

L

loetors

Lepartaent :

Tent Nune: FRUREA
Aos. 0,0000
Reselt! 41
Unite m/dl
Ref. Lowt 13
Ref. Mign: &

Teut Dute: AC2-10-07 14:1]:08

Samle D¢ o6
Mowmo

Sex:

Age:

octor

leportannt :

Tost. Mase! FRIREA
Abs, ¢ 0,0000
Rosu bt N
Unit: wmdl
Ref, Lowt 13
Ref . High: &

Tost (wte: 2022-10-07 14:11:3)

ft'f"'md 8y -
Shulhang

¢ hewxt? AN

(il

AT A (AN

Hiec e
S hiw
Asc Sexi
otort S

Ao !
Lesurteent el

et

Test Nuso: ERrplL|  Dererteen
Ats. 1 b SO ERTBIL|
Bunu i Ren. 0, 0000
UniL: m/dl fesullLi 1.48
Wed . Low! 0,00 Unie? /dl
et Night 2 -3.(12 . Peofl. Luw 0.0
Test Dute! 2032-10-07 1411715 Bof. Kigh! 2.00

Tost Dote! 2022<40-07 18:21:(K

Stow g Sl "

Phowme 1

Sexi

Ape:

Ioetor |

Dopariment.: PQ [e.d“z
Test Nuns: ERIRIL| L pat
Abs. ! 0,000 pat U Hem A
Rosult 1.9 Mo
tits v/l fer

Ref. Low: 0.00

Fef. Hight 2.0

Test lbte! ARZ-HGT 144182

Sowle 1) Wil
N ©

Sext

Aot

Doctor |

Depar-Lment

Tast. Nyme: EXIBILI
L 0, X0
Roouins 1.3
it wmdl
Rof . Lows 0.00
Ruf, High! 2.0

Tost Duter 2022-10-G7 14120208

Sample 10: oL
[T

Sex

Agu

Dogtor:

Dosar tment |

lTest Mms! ERTRILY
ftss, 0,0000
Kestulti 1.8
Uit wmdl
Yof. Liw! o.m
Hof . Wigh 2.0

Test Dater C2-10-07 14120134




URITCA

I ype H » R
FRCREA . -

.ﬁ...l...-!i T::s: Ts 1504 — — —

Posat —l ” .. Conw. | Abs. TssO.g

ERBCAI
ERCHOI
ERTRIG
ERGLUC
ERPROT
ERALBU
ERSGOT
ERSGPI

ERALKPI *
' [ERUREA ¥ l




ERBCAL
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