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FUJIFILM

VALIDATION REPORT
Equipment Name : Biochemistry Analyzer
Equipment Make : Fuji DRI-CHEM
Equipment Model No. : FDC NX600
Equipment Serial No. : 16621197
Manufacturer : FUNIFILM
Supplier : Fujifilm India Pvt. Lid

Contact Name & Address

FUNFILM INDIA PRIVATE LIMITED
Bagistened Office - C-1114 Tos o
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: Fujifilm India Pvt. Ltd
Vatika Business Park,
7% Floor, Block-One,
Sohna Road, Sec-49,

Gurgaon, Haryana-122001.
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FUJIFILM
L. Avproval of 10/00 Procedure

Both Lupin Diagnostics, Solapur and Fujifilm India Pvi. Lud. are jointly responsible for
the Installation of FDC NX600i Serial No. 16621197  in the Biochemistry Laboratory.

Validation Team From Vendor

Name : Mr. Akash Daingade
Designation - Service Engineer
Signature !

Date : 12-11-2021

Company ¢ Lifetime Diagnostics (Channel Partner FFIN)
Yalidation Team From Clinical Lab

Name : Mr. Khemsing Rathod
Designation i Laboratory Supervisor
Signature i @

Date - 12-11-2021

Department : Biochemistry Laboratory, Lupin Diagnostics

Customer Authorization
Name - Dr. Sharada Patane
Designation 3 Lab Head Operations
Si - P
ignature Mi— !
Date : 12-11-2021
Company 3 Lupin Diagnostics, Solapur
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FUJIFILM
I1. Instructions

|. This document is to be completed at the time the system is shifted to its current
location (Clinical Laboratory) and setup for operation.

2. An authorized (Company) representative will check the entire system and enter
specific data related to installation, operation and performance gualification.

3. Employees of (Customer) Clincial Laboratory will verify each result and sign the
results. The member of Validation will carry this out.

4. All deviation from the normal specification to include any problems with
installations will be noted under COMMENTS.

5. A Competent Authority (Customer) will supervise the the entire procedure and
procvide the necessary Authorization of the procedure.
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FUJIFILM

IL. Scope

This Installation Qualification Protocol is performed on the Fuji Dri Chem FDC
NX600i vide Serial No.16621197 located at Biochemistry Laboratory of Lupin
Diagnostics, Solapur.

This Protocol defines the documentation that is used to evaluate the instrument
installtaion in accordance with the manufacturer’s specification and intended use,

Successful completion of this protocol verifies that this instrument has been installed,
operated in accordance with the intended usage.

Installation checks are performed to verify that the instrument has been installed with
proper connection and utilities.

Operational qualifications will evaluate that the instrument have operational features
available for the successful operation of instrument in accordance with the

manufacturer’s specifications.

Performance qualifiaction will verify the actual functioning or performance of

Instrument.
IV. Certificate of Purchase Order Compliance

| certify to the best of my knowledge. The instrument Fuji Dri Chem FDC NX600i
vide Serial No. 16621197 installed on is in compliance with the specification of the
purchase order.
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FUJIFILM
V. Eguipment Description

Instrument
Sr. No. tdentification Verified by Date
1 Equipment Name Fuji Dri Chem Akash 12 Nov 2021
2 Maodel FDC NX6000 Akash 12 Nov 2021
3 Equipment 1D. L Alkash 12 Nov 2021
4 Serial No. 16621197 Akazh 12 Nov 2021
3 Power, Voltage Limit | 200VA, 100 - 240 V Akash 12 Nov 2021
& Class A Akash 12 Nov 2021
6 %‘:“““:m“ (Confers to Part 15
. of the FCC Rules)
V1. Utilities
Sr. No. | Instrument Identification Verified by Date
1 Environemnt Condition Akash 12 Nov 202]
Free from Dust, electrical & v Akash 12 Nov 2021
Magnetic Interference o
Temperaturne 15 A1 Alcash 12 Nav 2021
Humidity (RH) 30 to B0%% Akash 12 Nov 2021
[umination Akash 12 Nov 2021
(no vapor condensation) 6000 bux
If Instrument is to be used with the sample barcode reader illumination should be below 3,000
ed/m® (hux) r
At least 10 cm on 12 Nov 2021
2 Adequate Space for T the buck and both Akash it
Installation the sides.
3 Eleetrical Outlets 12 Nov 2021
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FUJIFILM

Grounding <7V Akash 12 Nov 2021
Connected through UPS Yes Akash 12 Nov 2021
Stabilizer I,
V1L Instrum Been For win
Sr. No. Verification Verified by Date

I | Instrument is identified Yes Akash 12 Nov 2021

3 | Manufacturer's specification are included | Yes Akash 12 Nov 201

3| Accessories/Consumables are listed Yes Akash 12 Nov 2021

4 Equipment Manual from the Manufacturer | Yes Akash 12 Nov 2021
Manufacturer certificate of compliance 15 12 Nov 2021

° | attached | *. Akash

VIII. Accessories / Consumables

The following accessories were supplied with the instrument. Check "Verified by" in
case they are found to be in order. Separate list included.

IX.

Sr. No. Description Qty. Verified by Date
1 | , ry Box i J akas] 12 Mov 2021
ist of Man d Certi
Supplier provides the following with the instrument
Sr. No. Description Qty.
1 Instruction Manual Available
2 Purchase order Available
3 Calibration Certificate Available
4 Instrument / Kit approval certificate Available
5 Traiming Records Available
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FUJIFILM

ﬁ & | Certificate of Authorization / Training of engineer | Available

X. Maintenance

The instrument listed within this document will be placed under the control of
purchasing institution with respect to proper maintenance procedures as detailed in the
operator’s manual,

The Maintenance procedures will be filled separately.

A trained analyst using the manuals provided with the instrumentation can perform
simple maintenance. Upon expiration of the warranty period vendor will offer several
levels of maintenance agreements and performance testing services to assist you in
maintaining GLP / GMP compliance.

Contacting your local representative and requesting the additional service agreement
can supply additional information.

Installation Procedure
a) Installation of Incubator Chamber

Follow the instructions mentioned in the quick installation guide.
b) Installation of Instrument

Follow the instructions mentioned in the installation guide.

Operational Qualification

Following features / functions are available in the instrument as per manufacturer's
specification and verified for ex. Self-Test Quality Control, Test Assay, CRP
Calibration and Maintenance Checks.

| Sr. No. Deseription Test Purpose Verified by Date
| | On Board Diluent Test | System Performance Akash 12 Nov 2021
i 12N i
7. Maintenance Daily, weekly & Akash ov 2
Monthly

3 Test Assay Biochemistry Akash 12 Nov 2021

4 Audit Trail Yes Kknnh 12 Nov 2021

5 Interfacing Facility Bi-Directional Akash 12 Nov 2021
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FUJIFILM
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FUJIFILM

Certificate of Training

1.  Technician Training

This certifies that the technicians listed below have received basic user training for the
system described.

|Sr.No.|  Training Program Initials Date
1 | Instrument Setup Akash Daingade 12 Nov 2021
2 | §ystem Operation Akash Daingade 12 Nov 2021
3 | Basic Troubleshooting Akash Duingade 12 Nov 2021

Conclusion:

Performance Qualification of Fuji Dri Chem Analyser NX600f installed at Lupin Diagnostics,
Solapur was completed successfully. QC Check resulis show parameter within ncceptable range.

|0 dati points were taken for all parameters far twa levels of control.

CV % found within acceptable range.

QC Results - Pass
Training Given by : Mr. Akash Daingade
Training Attended by

- Khemsing Rathod @
- Varsha Nakate ‘M

- Lakul Bhalekar LD-@
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FUJIFILM

Conclusion:
Performance Qualification of Fuji Dri Chem Analyser NX600: installed at Lupin Diagnostics,
Solapur was completed successfully. QU Check results show parameter within acceplable range.
10 dista points were taken for al] parumeters for two levels of contral
% % found sithin noceptable range:
QC Results - Pass

Valldation Procedure Pecformed by FFIN

Name - Akash Daingade

Designation : Service Engineer

Signature

Date : 12 Nov 2021

Company 1 Lifetime Diagnostics (Channel Partner FFIN)
Validation Team From Clinical Lab

Name : Mr. Khemsing Rathod

Designation K Lab Supervisor

Signature : @

Date & 12 Nov 2021

Department : Biochemistry Laboratory, Lupin Diagnostics
Customer Authorization

Name i Dir Sharada Patanc

[esignation ] Pathologist

Signature : M P
Date : 12 Nov 2021
Company - Lupin Diagnostics, Solapur
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FU_' iFI LM ECN information 2021/04/15

Subject : No Equipment Calibration Requirement for FDC NX600, NX500 and NX700

Time frame
o Specification/Function change o Mandatory o Immediately
o Pro-active improvement o Recommended o Next maintenance
o Serviceability o Not required () o Upon trouble situation
o Part Replacement ® Other (information only) o At your convenience
o Corrective Action m Not Applicable
o Preventive Action o Other ()
o Regulatory Compliance
® Other (information)

Date: 15 - April - 2021 Dept.: Medical Systems Business Div.
Originator: M.Jumawid Edited by: M. Jumawid Approved by: Y. Kashi
Affected Products: FUJI DRI-CHEM analyzers FDC NX600, NX500 and NX700

To whom it may concern:

This document certifies that FUJI DRI-CHEM analyzers FDC NX600, NX500 and NX700 do not require
equipment calibration.

The quality of these analyzers is guaranteed through the following principle.

FUJI DRI-CHEM analyzers are equipped with reference white and black plates. The functions of these plates
are 1) to adjust the gain for all the interference filters before every measurement, and 2) to assure that the analyzer is
working within the manufacturer’s quality standard. 2) is conducted after gain adjustment, where the optical densities
of reflectance for these plates measured in a constant interval, are checked. If the values exceed the threshold, the
machine will indicate an error and the analyzer will not give a measurement result for this abnormal case.

The reference white and black plates are made from ceramic material which do not degrade over time, thus
the quality of the analyzers can be confirmed over a long period of time.

- Special tools / Instruments : o Yes m No
- Supply of the articles : o Yes m No
If Yes, when :
Name / Code :
- Old parts after replaced : o Yes m No
- Report requirement after finished : o Yes m No




Print Date: 20/04/2023
CALIBRATION REPORT STATUS :PASSED

DESCRIPTION : Single Channel Micropipetie 2-20 pl
DEVICE ID : 23204359 CALIBRATION DATE : 20/04/2023 4:50 PM

Method ID : VV/2-20 TERMINAL ID : &9
ULR Ne. : CC270523000104658F Location : Lucknow (Permansnt Lab)
ENVIRONMENTAL FACTORS
TEMP :25.00 °C Z FACTOR :1.0026 mm?/mg BARO. PREGSURE : 80,00 KPa REL. HUMIDITY : 80-00%
CALIBRATION STATISTICS
Inaccuracy E% Impracision GV
Vol()  No CumWt(mg) Vol (uf) Mean () 8D (u) Actual Target Actual Target Status
1 2.100 2.105
2.000 2 4.100 2008 2038 0058 1.817 8.00 = 4.00 4.00 PASSED
a 6.1 2005
1 10,100 10426
10.000 z 20,000 B.826 10.058 0.116 0,593 1.60 < [LEO 0.B0 | PASSED
3 30,100 10,126
1 18900 19.852
20,000 F 40,000 20,152 20,0502 0.100 0,260 0.20 = 0,40 049 | PASSED
3 &0.000 20.052
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Print Date: 187082023

CALIBRATION REPORT STATUS :PASSED

DESCRIPTION : Single Channel Micropipette 20-200 i

DEVICE ID : 23307520 CALIBRATION DATE : 18/08/2023 12:51 PM

Method 1D ; VVI20-200 TERMINALID: 52

ULR No. : CC270523000212325F Location : Lucknow (Permanant Lah)
ENVIRONMENTAL FACTORS

TEMP :25.00 °C Z FAGTOR : 1.0038 mmi/mg BARO. PRESSURE : 50.00 KPa REL. HUMIDITY :60.00%
CALIBRATION STATISTICS

Inaccuracy E% Imprecision CV%
Vol () No CumWt(mg) Vol (i)  Mean () 50 (ul) Actual Target Actual Target  Status
1 20104 20178
20.004 2 40.100 20,076 20176 0.4 088z 6.00 < 2.00 200 |PASSED
3 &0, 300 20277
1 B8, 50 89678
100,000 2 1598 800 aa.77e 29812 0153 0.088 1.20 < .40 040 | PASSED
3 28E.600 100078
] 196,900 195656
200,000 2 3597 400 .26 185,854 (hd0e 0.1TE 0.0 = [.20 020 | PASSED
a 596.T00 200.057
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Print Date: 180772023

CALIBRATION REPORT STATUS :PASSED

DESCRIPTION : Single Channel Micropipeite 100-1000 pl
DEVIGE ID : 23217018 CALIBRATION DATE : 18/07/2023 8:43 AM

Method 1D : VV/100-1000 TERMINALID: 20
ULR No. : CC2705230002085309F Location : Lucknow (Permanent Lab)

ENVIRONMENTAL FACTORS

TEMP : 25,00 °C Z FACTOR : 1.0038 mm*/mg BARO. PRESSURE : 80,00 KPa REL. HUMIDITY : 60.00%
CALIBERATION STATISTICS

inaccuracy E% Imprecision CV%
Val {pl) No CumWt{mg) Vol{ul) Mean (i) SO(pl) Actual Target Actual Target Status
1 8O B0 100,173
100.000 i 186,900 LOATT #aaTe 0,362 0122 6,00 = 2,00 200 | PASSED
3 208.500 F0.978
1 433.400 500.294
£00.000 2 86200 459, 692 450 836 0418 0.035 1.20 =040 040 | PASSED
3 1493.600 499481
1 847 600 1001.33
1000000 2 18405, 400 001,582 | 1000822 1463 0082 0.64 < (.20 0,20 |PASSED
a 2881.100 [oo 484
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