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~ CALIBRATION CERTIFICATE

This is o cemify that the Mindmy BS 2400 (SL-Nn. BOR-35060391) mazaliod w1 MEDICARE
DIAGNOSTIC LABORATORY, KONNI has been calibraed as por e recommersded
procedures. The system parameters are found 10 be within the specified ranges. The System has
passed the performance tests, The system s ready for calibration of the Chemidries with the
resective calibrators. The validation of the chemisiry resalts hies o be dune with mralti levels of
commercially available controls.

-
t

Calibration validity: 12 Months

[ ast Calibratron Done om 200072023
Neat Ualibeation Due on: 19072024

For Mindray Medical India Pyt Lid,,

AJAY P.S.
SERVICE ENGINEER

“Ealathenkara. 7O No ZBO183801 & 23R8

TERRE - 27 Thygaud, Thinsvananthapuran - 535014
Kerala midia, et O471 2338959, 828 117 0354

Kial rdaksSsaamescalioom

www sivamedidals.com
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Installation Qualification / Operation Qualification / Performance Qualification
INSTALLATION QUALIFICATION
INSTRUCTIONS:

1. This document is to be completed at time the system in unpacked and setup for operation.
2. An authorized Mindray representative will checkout each module and verifies the alignment.

3. All deviations from normal specification to include any problems with installation will be noted
in the comments section.

4. This document contains proprietary information and is in no way to be copied, photographed
or duplicated in any way without expressed written authorization by Mindray.

INSTALLATION QUALIFICATION PROTOCOL:

This Installation Qualification protocol will be performed on the Instrument installed at,
MEDICARE LABORATORY KONNI, PATHANANTHITTA

This protocol will define the documentation that will be used to evaluate the instrument
documented in accordance with manufacture’s specifications and identified use.

Installation checks will be performed to verify that the instrumentation has been installed with
proper connections and utilities.

Any exceptional conditions encountered during the qualification studies will be identified

for review. Exceptional conditions will be investigated and appropriate course of action will be
determined.
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INSTALLATION QUALIFICATION

SYSTEM CERTIFICATION:

Study data has determined that the system described in this document meets all criteria |
outlined in this Installation. Qualification protocol, or exceptional conditions have been
identified and documentation included. Exceptional conditions, if any have been addressed. The
system is ready for specified usage.

Protocol performed by: MINDRAY REPRESENTATIVE

Name: AJAY PS
Title: INSTALLATION QUALIFICATION
Company: SIVA MEDICAL SERVICES

Signature:

Customer Authorization:
Name: MEDICARE LABORATORY

Title: INSTALLATION QUALIFICATION .

Signature:

1Q/0Q/PQ MANUAL-BS-240E CHEMISTRY ANALYZER




CERTIFICATION OF INSTALLATION - REPORT

INSTRUMENT NAME: BS-240E
SERIAL NUMBER: BC8-35000391

CUSTOMER NAME & ADDRESS:
MEDICARE LABORATORY, KONNI, PATHANAMTHITTA, KERALA 689691 (pin)

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

AUTHORIZED ENGINEER,

SIGNATURE:

NAME: AJAY.PS

DESIGNATION: SERVICE ENGINEER

COMPANY: SIVA MEDICAL SERVICES

NOTE: Installation Service Report Should be attached with this manual for Documentation.
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INSTALLATION VERIFICATION REPORT

This is to certify that the following checks mentioned in the installation verification protocol
have been performed and found to be satisfactory.

1. PRE- INSTALLATION CHECK
A) Carton arrival PASS
B) Spare and accessibility PASS
C)  Electrical input PASS
D) Ambient temperature and Humidity PASS
E) Ventilation PASS
F) Drainage PASS
2. UNPACKING & INSTALLING THE CONSOLE PASS
3. INSTALLING THE ELECTRICAL CABLES PASS
4. UNPACKING & INSTALLING THE ANALYTICAL UNIT PASS
5. SETTING THE ANALYTICAL UNIT PASS
6. ALIGNMENTS VERIFICATION ' PASS
ENGINEER NAME & SIGNATURE MEDICARE LABORATORY
AJAY P.S CUSTOMER NAME & SIGNATURE
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P TIONA N

SYSTEM CERTIFICATION:

Study date has determined that the system described in this document either meets all criteria
outlined in this Operational Qualification protocol. All exceptional conditions if any have been
addressed. The system is ready for specified usage.

Protocol performed by: MINDRAY REPRESENTATIVE

Name: AJAY P.S
Title: OPERATIONAL QUALIFICATION

Company: SIVA MEDICAL SERVICES

Customer Authorization:

Name: MEDICARE LABORATORY

Title: OPERATIONAL QUALIFICATION

Engineer
ai Services

S Ot L Sl S
inaninapurary
Angpuial

AUTHORIZED ENGINEER SIGNATURE
DATE: 20/7/2023 DATE:20-07-2023
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OPERATIONAL QUALIFICATION - SYSTEM VERIFICATION REPORT

This is to certify that the following checks mentioned in the operational verification protocol
have been performed and found to be satisfactory.

OPERATIONAL QUALIFICATION PROTOCOL REMARKS
1] CHECKING THE ANALYTICAL UNIT
i A] SOFTWARE BOOTING & INITIALIZATION PASS =
B] BASICSYSTEM CHECKS& VERIFICATION PASS
2] IMPORTING &CALIBRATING THE CHEMISTRIES PASS
3] RUNNING CONTROLS PASS
4] TRAINING THE OPERATORS (BASIC/ADVANCED) " PASS
ENGINEER NAME AND SIGNATURE CUSTOMER NAME AND SIGNATURE
AJAY P.S MEDICARE LABORATORY. =
etvice Engineer
< LR 3! Services
/’j(' thapuram

FORAB

SUPPORTING DOCUMENTS NEED TQ BE ATTACHED WITH THIS MANUAL
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OPERATIONAL QUALIFICATION PROCEDURES

The Operational Qualification procedure specifies the methodology for the installation of the
specified system after successful Installation qualification. Successful completion of the specified
protocols and is ready for operation and subsequent performance analysis.

0Q PROCEDURES:

System software loading.

System Booting and Initialization

Basic System Checks.

Importing Chemistries & Calibrating Chemistries.
Running Controls.

Operators Training Schedule.

O Y b L0 B e

Eelerenceg;

1. Operation Manual -BS - 240E CHEMISTRU ANALYZER
2. Service Manual - BS-240E CHEMISTRU ANALYZER
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REPEATABILITY TEST VALUES

\RE DIAGNOSTIC LABORRTORY KOMRI
ﬂ MEDICARE DIAGROSTIC LABORATORY XONNI
REPEATABILITY TEST VALUES FOR GLUCTSE
NANME TEST WALUE REPEATABILITY TEST WALUSS FOR TRIGLYCERIDE
:;:": e NAME TEST VALUE
= ROLN 28/0 182.4
e RO:IN 28/M | 182.3
a.dn»: ROUIN 28/M 182.4
= ROJIN 28/M 182.4
RONN M ROUIN 28/ 8.2
RONN 28/M f ;
= : ! ROUIN 28/M 182.3
ROJN 28/M i : 2
ROUN IE/M | AONN 280 182.4
RONN 28.,".\4 ROJIM 28502 | 182.4
ROJIN 28/ i 182.3
ROLN 28/ 182.3
REPEATABILTY TEST VALUES FOR CHOLESTERCL REPEATABILITY TEST VALUES FOR HDL
NAME T AECRGNGE - NAME TEST VALUE
ROIIN 28/M i 3 ROIIN 28/3 432
_RoiN28/M ROLIN 28/5¢ ! 432
ADJIN 28/M ROIN 28/M i 433
ROUIN 28/M ROIN 280 43.2
ROUIN 28/ AONN 280 : 43.1
ROIIN 26/M RONN 28/M i 43.2
ROJIN 28/M ROUN 28/M i 43.1
AONN 28704 i AN 28/08 i 433
RONN 28/M ROJN 28/04 i 43.2
ROAN 28/M ROUIN 28/M 431
- L3
S
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&

~ ROIN 2B/M

 ROJIN 28/M

¢ e

 ROJIN 2B/

BAEDICARTE DIAGNOSTIC LABORATORY KOV

RECEATABILITY TEST VALUES FOR LUL

NAME TEST ¥ALUE
ROJIN 28/M
ROIN 28/
ROIN 28/01
ROAN 28/M
ROHN 28/M
ROJIN 28/04
ROIN 28/M
RCAN 28/08
ROAN 28/M
ROJIN 28/M

REPEATABILITY TEST VALUES soﬂmm
TEST VALUE

NAME

ROIN 28/M
RONN 28/M

ROUIN 28/M
ROIN 28/M
RONN 28/M

ROJIN 28/M
ROJIN 28/04

&%

SMENCARE DIAGNOSTIC LABORATORY ¥OMNMI

REPEATABILITY TEST WALUES FOR D SILIRUBIN

NAME FEST VALUE
ROIN 280
ROUN 2B/M
ROJIN Z8/M
ROJIN ZB/M
ROUIN 28/
ROJIN 28/M
A0JIN 28/M
ROHN Z8/M
RONN 28/M
ROMNN 28/M

REPEATARILITY TEST VALUES FOR AST

NAME  TESTVAWUE
ROJIN 28/% 3 381 5!
__ ROIN 2B/M o 382
__ROIN2B/M 381
~ ROAN28/M ire N
CROIN 28/ =
 RONN 28/M
 ROJN 28/0
W_ggunzam 5
_ RONNZB/M
~ ROJIN 28/M
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™

 ROINZ8/M

REDICARF DIAGNOSTIC LABORATORY KOMNYI

NAME
ROHN 28/M
ROUIN 28/M
ROIN 28/M
ROIIN 28/0
ROIN 28/M
ROUIN 28/M
ROIIN 78/0M
ROJIN 28/0
ROJIN 28/M
ROJIN 28/M

NAME

_ ROIIN 28/M

ROJIN 28/M
ROIN 28/M
ROIN 28/M
ROIIN 28/M
_ROIIN 28/M
ROIIN 28/M
ROJIN 28/M
AOJIN 28/M

MEDICARE DIAGHOSTIC LARORATORY RONN:

™

REPEATABILITY TEST VALUES FOR TOTAL PROTEIN

NAME ! FEST WALUE
ROJIN 28/M i 7.7
ROIN 28/M i 7.7
ROJIN 28/ { 75
ROUIN 28/8 ! 7.7
ROJIN 28/M i 76
ROJIN 28/M 7.7

_ RONIN28/M { 7.7
RONN 28/M S 76
ROUIN 28/M e
ROUIN 28/0 RGNS

REPEATABILITY TEST VALUES FOR ALBUMIN

T NAME | TESTVALUE
& ROHN 28/M 2 =50
AOIIN 28/M | 5.1
ROJN 28/M Say 5.2
____ROUN 28/M ; 3.1
__ROJIN ZS/M -
ROUJIN 28/M 3 5.1
___ ROIN28/M } 51
__ ROJIN Z8/M i 5.2
____ ROIIN 28/M i 5.1
~ ROJIN 28/M i 5.2
e

 ROIIN 28/M

MEDICARE DIAGNOSTIC LABDRATORY EOMNNI

REFEATABILITY TEST VALUES FOR UREA

TEST VALUE
27.02

NAME
ROJIN 28/M
RONIN 28/M
ROIN Z8/M
RACHN Z8/M
ROIIN 2B/M
AROIIN ZB/M
AOHIN 28/

RONN 28/M
AOUIN 28/M

TFEST VALUE

RO 28/M

RONN 28/M
ROJIN 2B/M
ROIIN 28/M
ROJIN 28/M
ROIN 28/8 i
ROIN28/M |

MEDICARE DIAGNDSTIC LABORATORY KONNI

REPEATABILITY TEST VALUES FOR URIC ACID

NAME TEST WALUE
ROUIN 2B/ 4.11
ROAN 28/M 412
ROJIN 28/M 231
ROJIN 2B/0 411
ROIN 28/M 4.11
RQIIN 28/ A.11
ROJN 28/ i 411

_ ROJIN 2B/M 4.12
_ ROAN28/M 4.11
ROLIN 28/ 411

REPEATABILITY TEST VALUES FOR CaLCium

= ~ NAME _ TESTVALUE
~ ROJIN28/M 10.55
= ROHN 28/M 10.55
ROHM 28/%4 10,53
3 ROJIN 28/ | 10.54
RONN 28/M { 10.55
ROJIN 2B/M 10.54
ROJIN 28/M 10.55
ROIIN 28/M i 10.53
ROIIN 28/% 10.54
ROIIN 28/0 10.55
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MEDICARE DIAGNOSTIC LABORATORY KON

REPEATARILITY TEST VALUES FOR CRP
 TESTVALUE

NAME
ROMIN 28/
ROJIN 28/M
ROJIN 23/84
ROJNN 23/84
ROJIN 28/M
RONN 28/0
ROLN 2878
KON 28/m

R0JIN 28/M
ROJIN 28/M

REPEATABILITY TEST VALUES FOR GGT

SR NAME | TEST VALUE
ROUIN 26/M s .
ROIN 26/ L3 375
RONNZB/M | 374
ROIIN 28/M | 377
RONNZ2B/M | 377 :
ROJN28/M 374
_ROJIN 28/M 376
RONN28/M  “! L
_ROIN 28/ 376
ROJIN 28/M 377
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Performance Qualification;

SYSTEM CERTIFI ON:

Study data has determined that the system described in this document meets all criteria outlined
in this Performance Qualification protocol, or exceptional conditions have been identified and
documentation included exceptional conditions, if any have been addressed. The system is ready
for specified usage.

Protocol performed by: MINDRAY REPRESENTATIVE

Name: AJAY P.S
Title: PERFORMANCE QUALIFICATION

Company: SIVA MEDICAL SERVICES

Customer Authorization:

Name: MEDICARE LABORATORY

Title: PERFORMANCE QUALIFICATION

N

* AUTHORIZED ENGINEER SIGNATURE CUSTOMER SIGNATURE,

DATE:20-07-2023DATE:20-07-2023

1Q/0Q/PQ MANUAL-BS-240E CHEMISTRY ANALYZER




PERFORMANCE QUALIFICATION VERIFICATION REPORT

This is to certify that the following checks mentioned in the performance verification protocol
have been performed and found to be satisfactory.

PERFORMAN CEVERIFICATION PROTOCOL REMARKS
1] CALIBRATION PASS
2] PRECISION CHECK pass
3] CARRYOVER (OPTIONAL) PASS
4] LINEARITY CHECK (OPTIONAL) PAsS
5] SAMPLE COMPARISON PASS
OTE: FO OVEM ED P C IFICATION PROTOCOLS, INSTRUMENT RAW DATA PRINTOUTS &

SUPPORTI

AJAYP.S MEDICRE LABORATORY

S

CUSTOMER NAME & _SIGNATURE_ /DATE

ENGINEER NAME & SIGNATURE/DATE
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