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Chem Ultra Fully Automated
Chemistry Analyzer

INSTALLATION QUALIFICATION

OPERATIONAL QUALIFICATION

PERFORMANCE QUALIFICATION
(IQ/0Q/PQR)

(FOR: Sri Spectra Diagnostics, Yelenahalli
Bangalore )

BY  Rapid Diagnostic Pvt. Ltd
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Rapid Diagnostic Pvt. Ltd.

CERTIFICATE OF INSTALLATION

INSTRUMENT NAME : Chem Ultra

SERTAL NUMBER + AES2K1KH03201Y
CUSTOMER NAME : Sri Spectra Diagnostics,
ADDRESS + Sri Ganapathi Complex,

2" Main,
Akshayanagara

50ft Road, Near DLF,
Yelenahalli, Begur Post,
Bangalore-560068

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

H.O.: B-82, G.T. Karnal Road Industrial Area, Delhi~110 033, Ph.: 91-11-45201100, 2?113030_. F_ax; 91-11-27413437, 45201198
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Engineer

il

Signature N

Name

Mr. Vishnu Shaji

Designation  : Service Engineer

Company : Rapid Diagnostics Pvt. Ltd.
Quality Manager

Signature :

Name :  Mr. Raveesh B
Designation ¢ Application specialist
Company : Rapid Diagnostics Pvt. Ltd.
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Rapid Diagnostic Pvt. Lid.

INSTALLATION REPORT

Customer Name :  Sri Spectra Diagnostics,
Place : Bangalore, Karnataka
Department :  Laboratory

Contact Person ¢ Mrs. Shalini M\.B / Mr. Balaji
Instrument Name :  Chem Ultra

Serial Number :  AES2K1KH03201Y

Date of Installation : 14.06.2021

Warranty Expiry + 13.06.2022

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 Diagnostics Pvt. Ltd

Service Engineer

L a\T
N
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CERTIFIED COMPANY ——

INSTALLATION QUALIFICATION

IQ PROTOCOL

1. System Unpacking

2.  System Checking For any Damages

3.  All accessories as per check List
Verification

4.  Space Requirement

2. Power Requirement

6. Reagents, Control, Calibrators
verification.

1. SYSTEM UNPACKING & 2. SYSTEM CHECKING

Unpacked Chem Ultra instrument carefully and checked for any physical
Damages.

3. ACCESSORIES CHECK-

Check all accessories as per check List

H.O.: B-82, G.T. Karnal Road Industrial Area, Delhi-110 033, Ph.: 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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\ 4. SPACE REQUIREMENT -

DIMENSIONS
Analyzer OV
Width 560 mm
Length 750 mm
Height 530 mm
Weight 80 kg

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

5. POWER REQUIREMENT -

PARAMETER

Requirement | Acceptable Range| Observed Ranged
Input Voltage 220+/-10V 225V
Line Frequency 50 HZ 50 HZ
Ambient 15 € ~30/C 23
Temperature

H.O.: B-82, G.T, Karnal Road Industrial Area, Delhi-110 033, Ph.: 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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6.REAGENTS,CALIBRATORS, CONTROL CHECK

QC NAME: Quality Control Level 1-Normal Control

QCNAME | LOTNO | EXPIRY TEST | TARGET | RANGE | p-orl
GLUCOSE 92.00 fgfgt; 84.46
CHOLESTEROL | 143 11?522%' 13333
TRIGLYCERIDS | 124 1&35'%% 112,51
UREA 36.10 ii‘?% 3438
CREATININE | 125 |095-155| 124
SERA | N104211-01R | 05-2023 60T e ?8'%%- 2=
CONTROL N SGPT 40.00 ilg;%% 39.01
AR AR
BII?;?BLIN 117 |087-147| 116
S o | o3 | om
ng;gém 543 | 465-621| 526

H.O.: B-82, G.T. Karnal Road Industrial Area, Delhi-110 033, Ph.: 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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PRE-INSTALLTION VERIFICATION REPORT :-

PRE-INSTALLATION VERIFICATION
REPORT
S/N 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.

OQ PROTOCOL

1.System Connections

2.Reagent & Waste Connections

3.Customizing the Analyzer Software

4 System Booting , Initialization & Check

5. Maintenance procedures.

6.Customer Training - Operation & Maintenance.

H.O.: B-82, G.T. Karnal Road Industrial Area, Delhi-110 033, Ph.: 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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Cartificars ®o D0 UABLE T AUKES

1. SYSTEM CONNECTION -

CERTIFIED COMPANY ———

SYSTEM CONNECTIONS
S/N NAME Check Remark

1 | Computer connected Operating Manual Ok

2 | LAN Cable connected Operating Manual Ok
DI Water Tube

3 | Connected Operating Manual Ok
Waste Tube

4 | Connected Operating Manual Ok
External Printer

5 | Insertion Operating Manual Ok

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
S/N | 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
5 | Printing format Operating Manual Ok
6 | Creating New User Operating Manual Ok

H.O.: B-82, G.T. Karnal Road Industrial Area, Delhi-110 033, Ph.: 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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Cortificats No- JOMITIAIO0VAIKIEN

Rapid Diagnostic Pvt. Lid.

4. SYSTEM BOOTING , INITIALIZATION & CHECK

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

5. MAINTENANCE PROCEDURES: -

MAINTENANCE
S/N | Parameters Check Remark
1 Using Maintenance Menu ?Aii:i}lmr OK
PERFORMANCE QUALIFICATION-
Parameter Range Results Remarks
A/D Value |20000- Around OK
for all 60000 46000
filters
Lamp 6V(+/-)0.2V 5.9v OK
Voltage
Cuvette 37(+ &-)0.2 |37.01 OK
Temp [4

H.0.: B-82, G.T. Karnal Road Industrial Area, Delhi-~110 033, Ph.: 91-11-45201100, 27113030, Fax; 91-11-27413437, 45201198
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PRECISION-FOR NORMAL CONTROL( for run of 5 times)

S/N | PARAMETER Actual |Range Remark

1 SGOT 0.98 <5% In Range
2 CREATININE 1.85 <5% In Range
3 URIC ACID 2.76 <5% In Range

DIRECT .

4 BILIRUBIN 1.04 <5% In Range
5 |GLUCOSE 1.12 <5% In Range

PRECISION FOR ABNORMAL CONTROL(for run of 5 times)
s/N | PARAMETER Actual |Range CV% Remark
1 |SGOT 0.41 < 5% In Range
2 |CREATININE 1.31 <5% In Range
3 | URIC ACID 0.74 <5% In Range
DIRECT "
4 BILIRUBIN 0.83 <5% In Range
5 |GLUCOSE 0.52 < 5% In Range

H.0.: B-82, G.T. Karnal Road Industrial Area, Delhi~110 033, Ph.; 91-11-45201100, 27113030, Fax: 91-11-27413437, 45201198
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First Line

Second Line
Tl - 20L]

s e A N SR

Emmm) Test Target Value SD Value Sum. Count  Sum Mean  Sum SD Sum. CV(%)
CONTROL UREA 36 10 1130 I 16 62 547 1493
CONTROL TG 103 00 15.00 7 191 42 1215 615
CONTROL DBIL 132 033 6 105 025 17
CONTROL SGPT 115.00 13.00 6 11587 1082 934
CONTROL SGPT 40 00 4.50 9 19.03 159 921
CONTROL CREAT 125 015 14 1.76 223 126 53
CONTROL TP 7.39 019 7 737 053 122
CONTROL CHOL 183.00 15.00 6 189 04 1207 638
CONTROL SGOT 39,00 450 10 4143 384 926
~ CONTROL ALKP 29000 20.00 9 351,92 7032 1998
- CONTROL GLU 233 00 19.00 6 249.57 17 61 7.06
- CONTROL ALB 3.59 043 8 437 215 49.24
- CONTROL CREAT 369 038 7 321 I 56 48 60
- CONTROL TP 543 039 7 5.45 0.19 352
- CONTROL GLU 92.00 9,00 10 93.12 412 442
; "TROL UA 8.47 0.90 7 9.07 051 5.60
g C oL LDHL 162.00 16.00 5 163 44 1.90 116
~ CONTROL UA 468 0.38 12 5.17 1.60 30,92
~ CONTROL SGOT 170.00 14.00 8 163.18 2891 17.72
~ CONTROL ALKP 89,00 7.50 7 112.85 69.70 61.76
~ CONTROL LDHL 279.00 27.00 4 282.69 25.58 905
- CONTROL ALB 470 0.44 5 6.46 3.19 4939
*  CONTROL UREA 96.60 10.20 7 95.94 6.07 633
~ CONTROL TBIL 3.38 038 6 292 0.55 18.95
~ CONTROL TG 124.00 10.50 10 115.87 403 347
CONTROL CHOL 143,00 7.60 10 14830 441 2.97
CONTROL DBIL 0.53 0.10 8 0.49 0.07 1495
CONTROL TBIL 1.17 0.15 8 115 0.12 10.30
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First Line

Second Line

flugunt - 201

!If:i
w Qcﬂ"“ﬂle-lm) Test Target Value SD Value  Sum Count Sum Mean Sum SD  Sum. CV(%)

£ _-_"""-—-.___

= ggNTROL UREA 36 10 330 13 13 46 259 775

RS CONTROL TG 193 00 15.00 12 182 14 702 185

B  ooaa DBIL 132 033 10 115 011 923

g CONTROL SGPT 115.00 13.00 12 103 58 6.16 595

= NTROL CREAT 125 0.15 9 112 0.10 861

s CONTROL SGPT 40,00 4.50 13 39 11 341 871
™ 7.39 019 6 7.36 0.05 0.74
CHOL 183.00 15.00 12 183.53 312 1.70
SGOT 39,00 4.50 13 4143 2,61 629
ALKP 290.00 20.00 5 290.02 21.41 738
GLU 233.00 19.00 12 238 85 544 2728
ALB 350 043 10 352 0.05 135
CREAT 369 0.38 8 337 0.29 848
TP 5.43 039 9 5.49 0.10 188
GLU 92.00 9.00 13 92.03 1.96 213
UA 8.47 0.90 13 8.01 036 455
LDHL 162.00 16.00 3 142.05 447 315
UA 4.68 038 12 455 0.44 9.69
SGOT 170.00 14.00 12 174.16 10.93 627
ALKP 89.00 7.50 7 82.62 9.04 10.94
ALB 4.70 0.44 7 434 0.33 762
UREA 96,60 10.20 12 91.26 7.65 838
TBIL 338 0.38 12 332 0.37 11.01
TG 124.00 10.50 12 113.09 7.69 6.80
CHOL 143.00 7.60 13 143.68 3.70 258
DBIL 0.53 0.10 1 0.53 0.02 452
TBIL 1.17 0.15 12 121 0.07 5385

endnotes
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i First Line

Second Line SenPETEN - 0L 1
QC(Name-Lot) Test Target Value SD Value  Sum Count Sum Mean Sum SD  Sum CV(%)
CON-N--N104211-01R UREA 36.10 330 19 1479 172 493
- CON-P+-P204212-02R TG 193 00 15.00 18 174 49 448 257
¢ CON-P+-P204212.02R DBIL 132 033 15 1.09 029 26 96
« CON-P+-P204212.02R SGPT 11500 13.00 18 95 81 23 41 24 43
«  CON--N-_N104211-01R CREAT 125 015 14 120 0.07 595
CON-—N-——-NINzII-OIR SGPT 40.00 450 17 38.11 2.15 564
CON-P+-P204212-02R TP 739 0.19 16 634 2.40 37.90
CON-P+-P204212-02R CHOL 183.00 15.00 19 177 64 285 160
CON--N--N104211-01R SGOT 39.00 4.50 18 38.97 247 634
CON-P+--P204212-02R ALKP 290.00 20.00 18 281 45 71.00 25.23
CON-P+-P204212-02R GLU 233.00 19.00 18 228 43 3.10 136
CON--N--N104211-01R ALB 359 043 12 342 0.02 068
CON-P+-P204212-02R CREAT 3.69 0.38 17 339 0.18 523
~N—N104211-01R TP 543 0.39 10 5.35 0.15 287
N-—N104211-01R GLU 92.00 9.00 18 84.67 1.49 1.76
CON-P+-P204212-02R UA 8.47 0.90 20 934 0.70 751
CON-N-—-N104211-01R UA 468 038 3 5.05 0.53 10.56
CON-P+--P204212-02R SGOT 170.00 14.00 19 164.69 7.86 477
CON—-N-—N104211-01R ALKP 89.00 7.50 14 89.68 5.58 6.22
CON-P+—P204212-02R LDHL 279.00 27.00 5 1.85 228 122.90
CON-P+—P204212-02R ALB 470 0.44 15 3.78 1.48 3924
CON-P+-P204212-02R UREA 96.60 10.20 20 91.63 3.25 354
CON-P+—P204212-02R TBIL 338 038 18 3.23 0.80 24 87
CON--N—N104211-01R TG 124.00 10.50 17 110.53 464 420
CON-N—N104211-0IR CHOL 143.00 7.60 18 135.60 3.57 263
CON-N—N104211-01R DBIL 0.53 0.10 16 0.52 0.01 241
CON-N—N104211-01R TBIL 1.17 0.15 17 1.13 0.05 484
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First Line

Second Line

0CTORAR- 201 ]

QC(Name-Lot) Test Target Value SD Value  Sum. Count Sum Mean Sum SD Sum. CV(%)
CON--N---N104211-01R UREA 36.10 330 16 3397 251 7.45
CON-P+--P204212-02R TG 193.00 15.00 ) 179 47 601 335
CON-P+-P204212-02R DBIL 1.32 033 16 1.29 025 19.57

3 CON-P+--P204212-02R SGPT 115.00 13.00 14 97.72 418 428
= CON--N-—-N104211-01R SGPT 40.00 4.50 9 3530 284 803
- CON-N--N104211-01R CREAT 1.25 0.15 5 1.12 0.06 5.11
!;-'r_\ CON-P+--P204212-02R TP 739 0.19 11 613 290 4722
. CON-P+-P204212-02R CHOL 183.00 15.00 16 18351 346 188
~ CON-N--N104211-01R SGOT 39.00 450 15 40.56 1.28 315
~ = CON-P+-P204212-02R ALKP 290.00 20.00 10 291 .66 17.44 598

- CON-P+-P204212-02R GLU 233.00 19.00 16 236.40 4385 205
CON--N—N104211-01R ALB 3.59 0.43 8 3.59 0.04 1.14
CON-P+-P204212-02R CREAT 369 0.38 11 3.39 0.44 13.12
CON--N---N104211-01R TP 543 0.39 7 5.62 0.13 230
CON-N-—-N104211-01R GLU 92.00 9.00 15 87.89 275 3.12
CON-P+--P204212-02R CAL 12.40 0.70 1 0.00 0.00 0.00
CON-P+-P204212-02R UA 8.47 0.90 18 9.72 0.22 224
CON--N--N104211-01R UA 4.68 0.38 1 5.40 0.00 0.00
CON-P+-P204212-02R SGOT 170.00 14.00 16 178.49 392 220
CON--N-—-N104211-01R ALKP 89.00 7.50 9 90.63 923 10.19
CON-P+-P204212-02R ALB 4.70 0.44 13 427 1.24 28.90
CON-P+-P204212-02R UREA 96.60 10.20 16 93.71 3.56 3.79
CON-P+-P204212-02R TBIL 338 0.38 13 3.44 041 11.96
CON-N-—N104211-01R TG 124.00 10.50 13 113.24 348 3.07
CON-N—N104211-01R CHOL 143.00 7.60 15 141.89 438 3.09
CON-N-—N104211-01R DBIL 0.53 0.10 11 0.53 0.04 7.00
CON-N-—N104211-01R TBIL 1.17 0.15 15 1.13 0.11 10.18
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