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Performance Qualification

Instrument Type: Semi auto
chemistry analyzer

Manufacture Name: Mindray

Model Name:Mindray BASSA

Supplier Naimie: Caregenic Medical
Services Pvt Ltd (formally JS Diagnostics)

Installed On: 27/06/2016

Service Engineer: Jibin Joshi

Performance Verification Report

Name of the Customer: Focus

Diagnostics,Rajaji Nagar

instrument Type: : Semi autc
chemistry

Model Number: Mindray BASSA

Serial Number: WR/46015206

of receipt: $5/02/2022

Date of installation: 27/06/2016

Absorbance Check OK
Photometer Calibration C
Aspiration Pump Check OK
Printer Check OK

DEALERS: HEMATOLOGY ANALYZER/BLOOD GAS ANALYSER/ELECTROLYTE ANALYZER/CHEMISTRY
ANALYZER AND COMPLETE LABORATORY SERVICE
#1827,1% floor, SVS Arcade, ACES Layout, A Block,Singasandra ,Bangalore-560068
PHONE: 080-25724161, 9740975499, 9611926909



Caregenic

Medical Services Pvt.Lid

Instrument Type: Semi auto Manufacture Name: Mindray
chemistry analyzer
Model Name: Mindray BA88SA Supplier Name: Caregenic Medical
Services Pvt Ltd (formally JS Diagnostics)
Installed On: 27/06/2016 Service Engineer: Jibin Joshi

Operational Verification Report

Name of the Customer: Focus Instrument Type: Semi auto
Diagnostics, Rajaji Nagar chemistry

Model Number: Mindray BASSA Serial Number: WR/46015206
Date of receipt: 05/02/2022 Date of Installation: 27/06/2018

Operational Check:

Reproducibility Check OK
Standard Results OK
Result:

Operational verification of has been completed satisfactorily and it is ready for the

performance verification

Operations performed by: Jibin Joshi | Checked by: Sunilkumar

Signature: ﬁ_ Signature: M

Date : 8-02-2022 Date : 8-02-2022 =

DEALERS: HEMATOLOGY ANALYZER/BLOOD GAS ANALYSER/ELECTROLYTE ANALYZER/CHEMISTRY
ANALYZER AND COMPLETE LABORATORY SERVICE
#1827,1% floor, SVS Arcade, ACES Layout, A Block,Singasandra ,Bangalore-560068
PHONE: 080-25724161, 9740975499, 9611926909
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Medical Services Pvit.Lid

instaiiation Qualification

Instrument Type: Semi auto
chemistry analyzer

Manufacture Name: Mindray

Model Name: Mindray BA8SA

Supplier Name: Caregenic Medical
Services Pvt Ltd (formally JS
Diagnostics)

Instrument Type: Semi auto
chemistry

Operational Verification Report

Name of the Customer: Focus
Diagnostics,Rajaji Nagar

Serial Number: WR/48015206

Modei Number: Mindray BASSA

Date of Installation: 27/06/2016

Date of receipt: 05/02/2022

Power Check:

Power Supply: OK (234 v)
Earth Voltage OK (0.02 v)
Physical Check of the equipment

Check for damage — —

Visual & functional inspection — —

No damage on internal assembly ) L

System configuration equipment

Positioning of the equipment — flat

stable surface e Ok

Adequate space around the

equipment AR Al

Interference to other equipment i i
4)a8 di

Resuit:

Installed satisfactorily and is ready for operational verification

Installed by: Jibin Joshi

Checked by: SunilKumar

Signature:
Bheutont. <

P4

Signature:

N L

Date: 8-02-2022

[

Date: 8-02-2022

DEALERS: HEMATOLOGY ANALYZER/BLOOD GAS ANALYSER/ELECTROLYTE ANALYZER/CHEMISTRY
ANALYZER AND COMPLETE LABORATORY SERVICE

#1827,1% floor, SVS Arcade, ACES Layout, A Block,Singasandra ,Bangalore-560068

PHONE: 080-25724161, 9740975499, 96119263909
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Resuit:
The performance verification of has been completed satisfactorily and Instrument
is ready to be placed in service. '

Performance Check done in presence | HOD: &l

of : Jibin Joshi Signature:

Date: éi/ :2-}51
Performance check by: Sunilkumar Checked by: Sunilkumar
b
Date: 8-02-2022 Date: 8-02-2022

Installation, Operational and Performance Qualification Certificate
The equipment Serial is installed and commissioned. The operational
and performance verification is done and observations are:

e All system components are working in normal condition

o  All tests were carried out in accordance with qualification protocol

and standard operating procedure.

e  The performance of the is as per the acceptance criteria.

DEALERS: HEMATOLOGY ANALYZER/BLOOD GAS ANALYSER/ELECTROLYTE ANALYZER/CHEMISTRY
ANALYZER AND COMPLETE LABORATORY SERVICE
#1827,1Stﬂoor, SVS Arcade, ACES Layout, A Block,Singasandra ,Bangalore-560068
PHONE: 080-25724161, 9740975499, 9611926909



Identi Assayed Human Sera Level 1 - Normal Control
Cat No: HN1530

Lot No: 1417UN
Expiry: 2023 - 06 - 28

" Pack size: 1X5 mL

Normal QC
Parameter Method . Mean Range 18D Unit
Glucose Glucose oxidase - 113 96 - 130 85 mg/dL
---- " - . Cholestrol- - L o Cholesterol gxitase - S 156 136 - 176 10 mg/dL
Triglycerides Lipase/GPO-PAP, no co-r:'ection -------- 93.8 78.6 - 109 76 mg/dL :
_HDL-cholesterol Hmuma -------- 56:4- ~47:9 849 - 425 ' mgidL
Urea e kingtic -- -------- 429:----{-; 38 5- 465 -] -"3-.2- S mgidL o
Creatinine Alkaline pierate-ng deproteinization | 1.54 1.23-1.88 .0.16.. |.. ;ni.].}dL
Uric acid- et ese, VIO aSEo S o s | sheah 038 it
AST (SGOT) Tris buffer wio PSP, 37*C 35 - 28 - 42 35 un
ALT (SGPT) Tris buffer w/o PSP, 37*C 36 29-43 3.5 un
Alkaline phosphatase AMP optimised to IFCC 37*C 179 152 - 206" 13.5 UL
Total Proteins Biuret reaction, end point 5.78 4.63-6.93 0.58 g/dL
Albumin Bromocresal green 4.14 3.52-4.76 0.31 g/dL
Total Bilirubin Diazo, with sulphanilic acid 1.73 1.36-2.10 0.37 mg/dL
Direct Biiirubin Diazo, with sulphanilic acid 1.25 0.989 - 1.51 0.13 mg/dL
Cailcium Arsenazo lll 8.86 7.98-9.74 0.44 mg/dL
Phosphorus Phosphomolybdate UV 4.28 363- 4_93 0.33 mg/dL
Magnesium Xylidyl blue 2.09 1.84-2.34 0.13 mg/dL
Amylase 2-chloro-PNPG 3, 37*C 98 83-113 75 UL
GGT Gammaglutamyl-3-carboxy-4-nitroanilide (IFCC) 37°C 52 44 - 60 4 UL
LDH-L L-PIFCC 37*C 213 181-245 16 :JIL
CK NAC CK NAC {IFCC) 37*C 186 153 - 219 16.5 usL
Lipase Roche colorimetric 37*C T3 25-37 3 U/L

Date: 11.10..2021
Place: Chennai

* PLEASE CHECK OVERLEAF FOR IMPORTANT INSTRUCTIONS
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_Wavelength: St

Response:

Conc &G

Test date:
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Reac. curve

Test:

Samp. 1D:
Reac. Type:
Wavelength:
Response:
Caonc: QL
Test date’:‘ !
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Test:

Reac. curve

UREA

Samp. 0. 1
Reac.Type: Fixed-time
Wavelength: 340

Response:

-862

Conc B 432

Test date:
Printfime:

0522-02-08
2022-02-08 17:15:24
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Reac. curve
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Test:
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Reac. curve

GLUCOSE

5’ Tesl:

i — samp. Dt 1

feac Type: Endpoint
| —  wavelength: 510

Response: 4008

ailil —  Cone. 104.22

&6 Testdate:  2022-03-29
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Reac. curve Reac. curve o Bt e
———3—  Test GLUCOSE e [ TTEEE GLUCOSE —
Samp.ID: 5 Samp. 10, 1
+—  ReacType: Endpoint ST Reac Type: Endpoint 41 |
Wavelength: 510 Way -imtgth: 510 |
e e bl . Respofise: . 4860 Response: 4114 F i R i
Cone.: 126.61 Conc.: 106.90
| Testdate: 2022-03-30 L Testdste: 2022-03-31  SSSmmm— 1 |
Printtime:  2022-03-30 10:57:36 Printtime:  T022-03-31 08:17%
_ '

2) ‘U?"E—"‘* 2% din@ e 1%-0. . 4
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Reac. curve
Reac. curve

Test: UREA UV e S e |
Samp.1D: 6 Test: UREA UV
”  ReacType: Fixed-time = Sy Samp. 1D: 2 A NS | |
Wavelength: 340 Reac. Type: Fixed-tme
—— "  Response:  -1074  Em— Wavelength: 340 P o T . |
Conc.: 37.1 Response: -1129
Test date:  2022-03-30 e———#‘—-k Cene.! 39.9 ] ¥ |
Print time: 2022-03-30 11:34:34 Test date: 2022-03-31
| TEmEaraE N e d e Printtime: 2022-03-31081934 i |
i e - — 1

-é ) Cmfajwf) [HY Cread— =[]

Reac. curve

Reac. curve Test: creatinin

Sarnp. (D21

Reac. Type: Fixed-time
Reac.Type: Fixed-time e et [ Wavelength: 510

VWavelength: 510 Response: 313

[.2sponse: 319 ~ Conc.. 1.41

rang:d i.44 Test date:  2022-03-01

:stdate: 2022-08-30 Ll S RS Aot Printtime:  2022-03-31 08:09:33

Cfinttime:  2022-03-30 10:13:53

Test: creatinin e it
Samp. 1D =

i g dodd  Hlod| & (2‘@:’*_@»&3’5

S

RHeac. curve

- L - Reac. curve gt i e e
Test: uric acid
Test: uric acid Samp. 10 1
; " samp. ID: 1 Reac.Type: Endpuint e
Reac Type: Endpoint Wavelength: 510
—'*__’—T Wavelength: 510 Response: 2451 S . o

Response: 1961 Cone.: 6.27
& 2 L Conc 0
Test date: 2022-03-31

Print &me 20220321 08:11:07




Reac. curve

P
x;_ﬁ_ﬁhf’@m/‘l

Reac. curve

Test: GLUCOSE
Test: GLUCDSE Samp. ID: 1 o
| Samp. ID: 1 Reac. Type: Endpoint
+ Reac.Type:  Endpoint Wavelength: 510 B
LRSS DR Wavelength: 510 L Response: 3974
‘ Response:  4ps0 TNE T o 103.34 iy
ielle o S0 Cong.; 105.31 Testdate:  2022-04-02
T _‘ Test date: 2022-04-01 Frinttime:  2022-04-02 1950 S5
LA o Print time; 2022-04-01 07:34:23 %
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whiilie = Reac. curve
———— Test: UREA UV
i Samp. ID: 2 —
i Reac. Type: Fixed-time
el Wavelength: 340 ———
Fesponse: -1170
g © Gone: 40.4 —_—
Testdate:  70.02-04-01
i Print time:  2022-04-01071459 ——— |
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e Reac. curve e

LEE Test: UREA Ly E—
Samp.ID: 2

= ReacType: Fixed-time —_—
Wavelength: 340

e Response:  -1110 -
Cone. 38.3

= e Test date: 2022-04-02 et N
Print time: 2022-04-02 112442
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-v—j Test: creatinin T cieatinin

Samp. 1D 1 s Samo b SO

ReacType: Fixed-time Rean Type:  Fixed-ime

Iz T RO = _
Wavelength: 510 Wavelength: 510 et S
Response: 320 Response: 311
: Conc.: 1.44 TS e s e i 1.40
Test date:  2022-04-01 Testdate;  2022-04-02

Print time: 2022-04-01 07 0657

Print time: 2022-04-02 11:12:39

Reac. curve e Reac. curve
; Test: T
B o Test: uric acid e G e S :'”C acid
Samp. ID: 1 AP 1L
5 Reac Type: :
R Reac.Type:  Endpain; e Wj\."gie;{r—’;' Fr1dponnt
Wavelength: 510 Res:::-;mog- 2 :joo
Response: 2304 & PONS 2442
M_—_ﬁ S e ————— ~OncC. 625
Conc.: 589 6.25
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Test: UREA UY
Test: UREA UV Samp. ID: 2 I 4
Samp. ID: 2 Reac.Type: Fixed-fime
Reac. Type: Fixed ume P Wavelength: 340 I
Wavelength: 340 Response: -1167 1
Response. -1078 Conc.: 40.3 i
Conc.: 37.2 Test date;  2022-04-04 - I
Testdate:  2022-04-03 i Printtime:  2022-04-04 07:17:36
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Test: creatinin L. DL Sheab =
Samp. ID: | Samp. ID: 1
Reac Type: Fixed-time ] ReACgpR  FEERle s
Wav. ength: 510 Wavelengt: :510
Response: 317 . Eeapange; 31_1 A
Cone.: 1.43 Gare., A0
Test date:  2022.04-03 . Testdale:  2022.04-04 i
Printtime:  2022-04-03 10:52:20 PRI SRRl
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Reac. curve Reac. curve i
Test: uric acid Test: uric acid
——— Samp.ID: 1 Samp. ID: 1 -2
Reac.Type: Endpoint Reac. Type: Endpoint i
———— Wavelength: 510 Wavelength: 510 N
Response: 2 Response: 2302
5 —— Conc.: 5.89 A
2 03 Test date: 2022-04-04
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Reac. curve

Test. GLUCOSE
Zamp. 1D 5

Heac. Type: Endpaint
Wavelength: 510
Response: 4180
Cone.: 108.69
Test date:  2022-04-05
Print ime:

2022-04-05 102451

Reac. curve

Test: GLUCOSE
I Samp.iD: 4 ok 2
Reac. Type: Endpoint
I Wavelength: 510 N
Response: 4345
IT= ‘Gohc,; 112.98
Testdate:  2022-04-06 |
I Printtime:  2022-04-06 08:21:01 B The
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Reac. curve

Beac. curve Test: UREA UV
) Samp. 1ID: 2
Test: UREA UV Reac.Type: Fixed-time
Samp. 1D 4 Wavelength: 340
Reac Type: Fixed-time Response:  -1178
Wavelength: 340 Cone.: 40.6
Response:  -1408 Testdate:  2022-04-06 ;
Cone.: 484 Printime:  2022-04-06 07 59:06 ;
Test date: 2022-04-05
Printime:  2022-04-0% 07:46:29
@ Cyeadhine |6} 7| 4 cheathic 1007
g
Reac. curve Reac. curve
"Ql"est: creatinin Test: creatinin
Samp. ID: 2 Samp.1D: 1
Reac. Type: Fixed-time Reac.Type: Fixed-time
Wavelength: 510 Wavelength: 510
Response: 357 Response: 350
Conc.: 1.61 Cone.: 1.57
Test date:  2022-04-05 lest date:  2022-04-06
Printtime:  2022-04-05 07:19:12 Print fime;  2022-04-06 07:49:43
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Reac. curve Reac. curve
Test: uric acid Test: uric acid
Samp. I1D: 3 Samp. 1D 3 . T
Reac. Type: Endpoint Reac.Type: Endpoint
Wavelength: 510 Wavelength. 510
Respanse: 2063 Response: 2372
Cone.: 5.28 Conc.: 6.07
Testdate:  2022-04-05 Test date:  2022-04-06
Print time: 2022-04-05 07:57:19 202

Print tme
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Reac. curve

Test: GLUCOSE =
Samp. 1D: B
Reac.Type: Endpoint S e |

Wavelength: 510

Response: 4184

Reac. curve

(R o GLUCOSE
Samp. |ID: 2
_ Reac. Type: Endpoint

Wavelength: 510
Response: 3864

Cone.: 108.80 Cone.: 100.48
Test date: 2022-04-07 B Test date: 2022-04-08
Print time: 2022-04-07 09:31:12 Print ime: 2022-04-08 08:29:C-
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Re: : curve Reac. curve
Tast: UHE A UV ZBST-‘ UREA UV i
Samp. 1D: 5 Samp. 1D: 1
Reac.Type: Fixe.l-time Reac.Type: Fixed-time 1
Wavelength: 3¢ Wavelength: 340
Response:  -1054 Response; -1258 el
Conc.: 367 Conc.: 43.3
Test date:  2022-G3-07 Testdate:  2022-04-08 A
Printtime:  2022-04-07 09:26:13 E Printime:  2022.-04-08 07.56:54
— e — e e e _s
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Reac. curve Reac. curve |
Test: craatinin — SR
Samp. ID: 1 ) B
e ’ Samp. 1D: ) i
Reac Type: Fixed-time Reac.Type: Fixed-time
/o . 5
Wavelength: 510 Wavelength: 510 A
Response: 351 . 3
: Respanse! 286
Conc.: . i 58 ' Cone.: 120 A
Test date: 2022-04-07 Test date: 2022-04-08
Print ime: 2022-04-07 07:13:02 Print time: 2022-04-08 07 0510 D -
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Reac. curve
= Reac. curve 4
Test: uric acid _ A i
Samp. 1D: 1 Test: uric acid
Reac.Type: Endpaint Samp.1D: 3 A
Wayelength: 510 Reac,Typei. Endpoint
Response: 2100 z \é\s’aveleng’ih. ?;23 —Ad
Conc.: 5.38 esponse:
Testdate:  2022-04-07 Conc.: 5.04 .
Printime: 2022-04-07 0927:18 Test date: 2022-04-08

2022-04-08 08:19:30
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i Testivps
Patient; Reac. curve
3 D: 1 Type: 5
= = o i ionl . Fast: GLUCOSE
Gerder: Age: Ahyear Samp. ID: 4
il RMN: “ndpoi
! MRMN " ] Reac.Type: Endpoint
ialdil Wavelength: 510
S Test Reault ~ Hesponse: 4180
Reference  Unit Cone.: 108.69
i = - o408 Test date: 2022-04-10
GLUCOSE 84, i | G e
Printtime:  2022-04-10 12:51:
i 760011000 mgd - R10G
! ! i
Breo= 1K = “Is Zf
- Reac. curve
) ~
! ieac. curve Test: UREA UV
Test UREA UV —— Samp. 1D} 2
i Samp. 1D 1 Reac. Type: Fixed-time
"~ ReacType: Fixed-time ——  wWavelength: 340
! Wavelengin: 340 Response: 1156
Response:  -1028 —  Cone.: 309
! Conc.: 35.5 Test date:  2022-04-10
Test date: 2022-04-09 - Prnttime:; 2027 24-10 07:38:17 _
Printtime:  2022-04-09 07:40:32
Reac. curve
L = Reaz. curve
Test: creatinin ! SR
Samp. 1D 1 i - 1
—_— S el
Reac Type: Fixed-time ) :
eac. e Fixed-time
Wavelength: 510 Aed Tvp
. by ——— Wavelength: 510
Response: 297 Response: 321 -
Cone.: 1.34 e3ponse.
Test date:  2022-04-09 g i 0
PHFEIG:  T022-04-00 07703 Testitbles  BREeclien
e e | Printfime;  2022-04-1007:19:14
—— ] e o = = —3
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ofe desd | 59
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Reac. curve

Test: uric acid

Samp. 1ID: 1

Reac. Type: Endpoint
Wavelength: 510

Response: 1914

Conc.: 4.90

Test date:  2022-04-09

Print ime: 2022-04-09 0741233

Reac. curve
Test: uric acid
Samp. ID: 2
Reac. Type: Endpoint
yavelengtn: 510
Response. 1962
Cone: 5.02
Test date: 2022-04-10

Print time

—
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Reac. curve
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Reac. curve

Test: GLUCOSE

Samp. ID: 1 Test: GLUCOSE 3

Reac.Type: Endpoint Samp. 1D 1

Wavelength: 510 - Reac.Type: Endpoint

Response: 3734 Wavelength: 510

Cane.: 97.10 Response: 3742

Testdate:  2022-04-11 Cone.: 97.30

Printtime:  2022-04-11 10:21:00 Testdate:  2022-04-12 ",
Printime:  2022-04-12 1153:46
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U av.o- 382 OV o =N
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Reac. curve Reac. curve
at: Y,
Test: UREA UV jash SREDLY
Samp.ID: 3 - i Samp.ID; - E_- _
Reac Typa:  Fixed-time Heac‘Type._ Fixed-time
Wavelength: 340 Wave!engt.h_ 34:)7 _Ae
Response:  -1109 Flespo_n‘;e. -1231
Conc.: Seme . s glesiesemes Conc.: 425 iy
Testdate:  2022-04-11 Aot d_ﬂ‘f&_ 2032-04“32 N
Printtime:  2022-04-11 11:19:57 Printtime:  2022-04-12 14:16:47 .
BE
Owarn 1'UZ e ah o |26
Reac. curve 5
Test: creatinin
Samp. ID: 1 Reac. curve i
Reac.Type: Fixed-tme Test: creatinin
VWavelength: 510 Samp. 1D: 1 AR
Aiaiee., 915 Aeac.Type: Fixed-time
Garks - Wavelength: 510 ¥
Test date:  2022-04-11 Response: 281
Print time: 2022-04-11 10:04:30 R 1 26 Al
Test date:  2022-04-12
S e Print ime:  2022-04-1211:41.03 .
-
S = % 3 ‘
unc oid. 5.96 Unc posd GOL
‘Q_P
Reac. curve
. i
" Test: uric acid Reac. curve
. il Test: uric acid &
Reac.Type: Endpoint Samp.ID: 6
Vianelengt; 10 i Reac. Type: Endpoint il
Hesbanise:  2ie Wavelength: 510
Gonc.. i Response: 2039
Test date: 2022-04-11 PR Conce.: 5 02 =
Printime: 2022-04-11 15:1558 Test date:  2022-04-12
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Glucoge, 5625 |

Reac. curve =D A N T
Test: GLUCOSE
T ———— Samp. ID: 1 —¥—————¥¥—1——¥\f¥—ﬁ
Heac.Type: Endpoint
T ———— T Wavelength: 510 —1—‘\-¥%—\\—ﬁ
: Response: 3702
TR b e 96.26 ‘i__—;_;_;—i—\_;_f_;__—i__
Testdate:  2022-04-13
Printtime:  2022-04-13 13:04:08
eefeis S e
' %ﬁﬁ_;_i_____u_l___
e} - S SN
e _I_ﬁ‘—iiil‘___i__
TR S <
_ Reac, curve o e e e W
Test: UREA Uy i
T Samp. ID: 4 —R-—i—k—l_iia—_i_
Reac Type: Fixed-time
T ——— L Wavelength: 349 E\\—i——ﬁ
Response: -1036
T———————" Conc: 357 iﬁ——ﬁ—ﬁ*l_‘hj————i__i
Test date: 2022-04-13
——j__i_ Print time : 2022-04-13 125301 =——e |
, HELE

e e o
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g

R
Test:

creatinin
Samp. ID: » (ST = hey
Reac. Type: Fixed-time
Wavelength: 510 S T
Response: 313
Cone.: 1.41 P
Test date: 2022-04-13
Print time- 2022-04-13 12:40:19
forav ey, Soen]

e4ac. curyve

LY C oid 54

Reac. Clrve
Test: uric aejg
Samp, ID: 2
Reac. Type: Eno‘poi nt
Wave!erzgth: 510
Response: 1975
Cong. - 5.06
Test date: 2022.04. 13
Pripg fime -

20220415 13:01:20
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