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Instrument
Customer Name

Date of Installation : 06032019

: Mispa Ace Fully Automated Clinical Chemistry Analyser

! Lotus Diagnostics

S/N : WK-88106098

Alignmen k
Motion Check Checked Remark
Sample Probe =g OK
Reagent Probe = OK
Mixing Bar " OK
Reaction Disk o OK
Reagent Disk V> OK
Sample Disk Uz OK
Lamp N OK
System Checked Remark
Main unit \Q/ OK
Temp. unit N OK
Mixing unit N OK
Reaction unit N“g OK
Reagent unit N> OK
Sample unit a’g OK
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Filter Dark Current Background
340 166 43215
405 6D U25¢9
450 9% L29%%
510 99 Lgsgy
546 Qe 61 a9
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230 q1¢ 4y 9¢s
670 Q6 L4uq1
Reference
Power Supply : S5V o 12V o 24V o

The equipement is calibrated for the different parameters by using Multi Calibrator

LotNo: __ 31050009

Exp: _20|0y] 23.

This is to certify that the above mentioned product has been calibrated according to the

standard operating procedure given by the MINDRAY Medical Systems.
Date of Calibration : 03-03-2022

Next Due : 02-09-2022
For Agappe Diagnostics Ltd.

Authorised signatory

Name: Shivshankar Verma

Designation: Engineer Customer Service
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Qlibraﬁon Curve
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= Calibration Curve
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Calibrationaﬁn;;
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Calibration Curve

Rgt. Blank

ICAL

2431.7667897368¢

-20.21958

RO

| Date/Time |HEEAFFRLRTAl Rule

[Two-polnt Linear

R=aC+b

409.75626

| Response

i1 a809
{14322
‘14035
1] 2749

||3175
2888
2602
2315
2028
1741
1455
1168

10 1.5 20

25

20

25

40

45

50

55

6.0

85

90 95 100
Concentration

Lt




Ea}jiﬁrﬂion Curve

[FoL AG

;I DatefTime

88.664007994214

0.45212

RO

3-03-2022 14:32:2 3 lzU1[-

aC +b

Ni=

| |Two-point Linear ;]

1411083

Jini e

ot L 8 1y P pastirtinil

Sttt 0 1 4

i

Response

2150

2024 i
189S I/

127 190 254 3138

381 444 508 57.1 835 €98

78,2/ '8

25 889

8.107.9 1143 1208127.0
. Concentration




./

INSTALLATION QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA ACE

AGAPPE DIAGNOSTICS LTD.

ADL/MO/SER/020/21-22
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Both LO
: | TUS DIAGNOSTICS, MUMBAI and AGAPPE DIAGNOSTICS LTD. are jointly
for the Di '
nstallation of MISPA ACE with serial number WK-88106098 at “Lotus {
No: 5, umbal
Chandresh CHS, Devki Nagar, Next to Lotus Multispeciality Hospital, Mumbai -

as
per the attached Installation Qualification protocol.

Protocol Performed By : Representative of AGAPPE DIAGNOSTICS LTD.

Name ¢ Vaibhav Varpe @/ i
Signature : !

{

j

Designation :  Assistant Manager Application Date : 06/03/2019

Support

Company
AGAPPE DIAGNOSTICS LTD.

Validation Team from LOTUS DIAGNOSTICS,MUMBAI

' Name : )-/OQQL[/\ Qc\e , Signature :
;Designation Qe”“QL Lab "red*n"c'af) Date 0 319
I Department : = E)“O CUQM;S\”A—I

Customer Authorizations:

Name : - Dn~_:)/0nh\)-i Hh(ﬂq

Title : INSTALLATION QUALIFICATION
Totus diognesHE - Date

Jasdoa

Signature 2 <

6)3H9

Site
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- ICINSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative Wil check and

. The concerned employees of LOTUS DIAGNOSTICS,MUMBAI

. ALL deviations from the acceptance criteria detailed in this document will be noted in

specific data as outlined in the Installation Qualification. Each result will 7

and dated.

will verify each resu

and sign in each page. The member of the validation team will carry this out.

the COMMENTS section at the end of the 1Q protocol. All resolution to such

problems will also be noted in the COMMENTS section, and must be resolved prior to

issuance of a SYSTEM CERTIFICATION. 1
1
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AGAPPE DIAGNOSTICS LTD.

L rﬁl\m‘m

This Installation Qualifica
DIAGNOSHCS,MUMBAI

LOTUS
tion protocol will be performed on the MISPA ACE at ‘I)ITb
will be
. This Installation protocol will define the documentation that
used to evaluate the

ufacturer’s
instruments installation in accordance with the man
Specifications ang intend

- the
ed use. Successful completion of this protocol will verify that
ded usage.
instrument identified has been installed in accordance with the inten A ceptional
oo . Any ex
Trained, knowledgeable personnel will perform qualification studies y : R
4 : i ifi review. Exceptio
conditions encountered during the qualification studies will be identified for

i ined. All documents
conditions will be investigated and the appropriate course of action determ
Wwill be initialed and dated.

3 8PLLIISAI
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Temrs Yy

S No. Compon ent Present Verified B c
[ (Yes/No) \/ Omments
\\\\
01 Analyzer Main unit vas Vaibhav
b sl y | Varpe (o))
02 C . T T ————— e
e S Omputer Yes Vaibhav Varpe ok
) 03 Print :
S | 2 Yes Vaibhav Varpe olc
04 RS232 Conn i
i SR ector cable Yes Vaibhav Varpe Olc
05 Power cord i
Yes Vaibhav Varpe ol
[ e |
06 Waste can i
L e S Yes Vaibhav Varpe ok
07 Water can Y Vaibh
es aibhav Varpe D
08 Water connector tube Yes Vaibhav Varpe )
el TR i e . |
' 09 Waste connector tube Yes Vaibhav Varpe Ox¢
| \'\\\
10 Water pre filter Yes Vaibhav Varpe O\
\\_\\
11 Probe assembly Yes Vaibhav Varpe Ok
\\\—\
12 Mixer assembly Yes Vaibhav Varpe 0\
\\\\
13 Reagent tray Yes Vaibhav Varpe Okt
14 Cuvette blocks Yes Vaibhav Varpe A(C
15 Reagent bottles Yes Vaibhav Varpe (@) [ )
e e |

CORPORATE O FICE / REAGENT

Jaappe Wil Palmatton (L. Dest. Eroslam Ketaks - 683 562 gl

AGAPPE DIAGNOSTICS LTD.

ECUIPMENT PLANT
X/58% (0, Block N 22, KINFRA St Indasstrial Park
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P .
urpose: To make sure that the instrument is received with all the major :
necessary for operation

explained properly.

Acceptance criteria:

PARAMETER \/PAAS/

AGAPPE DIAGNOSTICS LTD.
R

FAIL

150 9001:2015 | EN 150 13485:2016 CERTIFIED COMPANY | (N : U242 JONMITSEALLIIS)

EQUPMINT PLANT
AR W o L) W R S D s af Pk

SNo. | Component (Yes/No) | Verified By | Comments

Major compon i

1 ponents and accessories e
are present Yes Vaibhav Varpe | ©
There is no physical d h

2 \'% amage to the Var
components Yes Vaibhav Varpe (o =

3 Ambient temperature is available Yes Vaibhav Varpe o

4 Instrument is installed in the table Yes Vaibhav Varpe ok
leveled properly

5 Power supply is correct Yes Vaibhav Varpe Ol

6 Electric connections are tight, Vos Vaibhav Varpe olc
weatherproof & earthed

7 Analyzer unit installed as per Fhe Yes Vaibhav Varpe o lc
manufacturers recommendations =

Summary:

The information is recorded against each data and the deviations if any is justified /

ROLRATA WIXE
W06 Wers

Mol Pt e 0 Bt O
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nstrument Installation

TSI T

. Date of Installation 06/03/2019
Installed by : Vaibhav Varpe
SNo. | Parameter Done by Comments

01 Installation of the main unit Vaibhav Varpe Ole_ :

02 | Installation of the computer system Vaibhav Varpe O ,E

03 Installation of the printer Vaibhav Varpe o r
P

04 | Connecting the waste tubing Vaibhav Varpe olc 'E-.

05 | Connecting the system water tubing Vaibhav Varpe (o)l = -

06 | Installing the reagent tray Vaibhav Varpe Olc 3

07 Installation of the probe Vaibhav Varpe el :

08 Installation of the mixer Vaibhav Varpe ok

09 | Installing the cuvettes Vaibhav Varpe oO\C_ J |

Acceptance criteria : System should be “Ready” after daily maintenance without any error

PARAMETER FAIL

Parameter values for verification : System found “Ready” after daily maintenance

AGAPPE DIAGNOSTICS LT, 1509002005 68150 14852016 CRTFED COMPANY | (N - U242)9MKISSEPLCI1541)
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n'a-mm' R
"~ E. Cell Blank
P .
urpose: To check the cuvette blank OD at different wavelength

Procedure:

S No. Activity Done By Date ,
01 | Checking the Cell blank vaibhav Varpe 06/03/2019
02 |340nm Vaibhav Varpe | 06/03/2019
03 [ 405nm o Vaibhav Varpe 06/03/2019
04 450 nm Vaibhav Varpe 06/03/2019
05 510 nm T Vaibhav Varpe 06/03/2019
06 546 nm Vaibhav Varpe 06/03/2019
07 578 nm Vaibhav Varpe 06/03/2019
08 630 nm Vaibhav Varpe 06/03/2019
09 670 nm Vaibhav Varpe 06/03/2019

RAW D TR

Acceptance criteria:

e No error Messages displayed —

e All Cuvettes should show acceptance

PARAMETER

parameter values for verification:

PASS

AGAPPE DIAGNOSTICS LTD.

/ RLAGLNT PLAN)

u. o n-mu&' :'-——-

Kerala - 68157 1ol

U AN

FAIL

No Error Messages
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GURGTING THH TTRTICY

GRS . e m
pose:

To check the internal tubing’s and flow of liqu

SNo | Activity

Done By

01

Do wash using the maintenance screen | Vaibhav Varpe

Acceptance criteria:

® No error message or air bubbles in the internal tubing’s

¢ Allthe dilutor working well without air bubbles / leakage

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages

AGAPPE DIAGNOSTICS LTD. 150 9001:2015 | €M 150 13485:2016 CERTIFIED COMPANY | CIN : U24239MNISISPLCI 1541
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VI.SYSTEM CERTIFICATION

Study data has determined that the system described in this document amnr m
exceptional conditions have

criteria outline in this Installation Qualification Protocol, or
if any, have been addressed.

identified and documentation included. Exceptional conditions,

The system is ready for Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : Vaibhav Varpe
Desngnatlon : Assistant Manager Application Support Signature : @/

Company . AGAPPE DIAGNOSTICS LTD. Date : 06/03/2019

Customer Authorizations: LOTUS DIAGNOSTICS,MUMBAI

Oh Tanhui Ahuja

Name
Designation : - ?a,H,«omgl'Sk Signature < :BUV\'O"’V\
Title . INSTALLATION QUALIFICATION Date ~ 6]3) ’q -
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OPERATIONAL QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA ACE

AGAPPE DIAGNOSTICS LTD.

ADL/MO/SER/020/21-22
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~Instructions
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i Approval of the 0Q procedure

Operational Qualification

Comments

System Certification
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APPROVAL OF THE OPERATIONAL QUALIFICATION PROCEDUR
.tl '\'ﬂ‘"‘tm :bs-\?',

Both LOTUS DIAGNOSTICS,MUMBAI  and AGAPPE DIAGNOSTICS LTD.
responsible for the installation of MISPA ACE with serial number WK-88106098
Diagnostics, Shop No: 5, Chandresh CHS, Devki Nagar, Next to Lotus
Hospital, Mumbai - 400103 " as per the attached OPERATIONAL QUALIFICATION protocol,

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

|

Name : Vaibhav Varpe
|
i Signature :
' Designation : Assistant Manager Application Date : 06/03/2019
Support
' Company

AGAPPE DIAGNOSTICS LTD.

Validation Team from LOTUS DIAGNOSTICS,MUMBAI

' Name .2 0ges Ade - Signature:
;Designation : Senion Lob.ﬁcumdm Date N €l3hq

T Department  : Biocliem S‘H(.y

Customer Authorizations:

Name : Dnﬂ’anhw' ﬁ\/\\:kjo

Title : OPERATIONAL QUALIFICATION Signature : < EM [2
ste : Lotus diognostics - Date Celsln

AGAPPE DIAGNOSTICS LT, 509001205 | 1150 114852016 CRTIFKD COMPANY | (k124280095800 11541)
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IV. INSTRUCTIONS

An authorized AGAPPE DIAGNOSTICS LTD representative will check and e

specific data as outlined in the OPERATIONAL QUALIFICATION. Each result will
noted and dated.

ALL deviations from the acceptance criteria detailed in this document will be noted in
the COMMENTS section at the end of the 0Q protocol. All resolution to such

problems will also be noted in the COMMENTS section, and must be resolved prior to
issuance of a SYSTEM CERTIFICATION.

PE DIAGNOSTICS LTI, 15090002015 [EN1S0 13845:2016 CERTIFILO COMPANY | (1K - U24239MNISSSPLCT1541)

EQUIPHENT PLANT SRR IA KL i e 1
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This Operational Qualification protocol will be performed on the SPA ACE at L
DIAGNOSTICS, MUMBA| - This Installation protocol will define the documentatlon; !

be used to evaluate the instruments installation in accordance with the manufac

specifications and intended use. Successful completion of this protocol will verify that th

instrument identified has been installed in accordance with the intended usage. Trained

knowledgeable personnel will

perform qualification studies. Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional conditions

will be investigated and the appropriate course of action determined. All documents will be
initialed and dated.

p IAGNC’B I l. :s l I I ' S0 9001:2015 |EN 48! I : U2A2I9MHISI8PLLIISA13
p I 1:2015 [EN IS0 13 5:2016 CERTIFITO COM ANY | CIN ; U242)

CORPORA FICE / REAGENT PLAN (PMINT PLANT KOLXATA OFFICE
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: MISPA ACE
* Serial Number : WK-88106098
* Following is a list of tests to be performed and verified:
Test
No. Test Name Test purpose Verified By and date
01 |Startup To make the equipment Vaibhav Varpe
ready for operation 06/03/2019
: ] Vaibhav Varpe
02 | Dail i
: lly maintenance | To clean appropriate modules 06/03/2019
| : ! Vaibhav Varpe
| 03 |
Calibration To calibrate the system 06/03/2019
| To confirm that the system is .
e Vaibhav Varpe
04
QC check ca“b.r?ted. and working within 06/03/2019
specifications
; 05 Reproducibility To check the precision Vaibhav Varpe
| check [CV %] after calibration 06/03/2019
' Sample :
| . Vaibhav Varpe
f 06 prograrnmmg and To run the samples 06/03/2019
| Analysis
Shut down Vaibhav Varpe
| 07 T iure To shut down the system 06/03/2019
|

LR ™

*  Model Name

RATIONA UALIFI
* Instrument Idgntmgatlon

AGAPPE DIAGNOSTICS LTI, 1509012005 |EX IS0 134552016 CERTIFED COMPANY | O - 1242)9MKIS9S5LC 15413
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Purpose: To make the instrument READY for operation

Summary:

Instrument checks functioning of different parts of the instrument automatically, If

| is an error code, initialize the system and follow corrective action instructions provided for the

error message.

Procedure:

G. Wait for the instrument to get ready after initialization

H. Check the room temperature and switch on the Air Conditioner

I. Check the UPS.

J. Switch on the MISPA ACE by pressing the main switch, then switch on the computer and
then the system power

Double click the analyzer icon to initialize the system software

Input the password and do as prompted, the system menu pops up if start up is finished

. If not, initialize by again after solving the error displayed

2 S

Follow instructions provided for the error message

Acceptance criteria: System to display READY status

PARAMETER \g;/ FAIL

Parameter values for verification: “READY” on Status Area

AGAPPE DIAGNOSTICS LTI, 1509012015 (4150 134552016 CERUFIED COMPANY | (N - U24230WHISS82LC1541)
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1 Done by Date
{ 0 g B
1 | Empty waste container Vaibhav Varpe | 06/03/2019

02 | Check Wash solutions

et R Vaibhav Varpe 06/03/2019
03 | Check system water Vaibhav Varpe 06/03/2019
e
04 | Check Reagents Vaibhav Varpe 06/03/2019
e
0S5 | Clean Reagent Block Vaibhav Varpe 06/03/2019
e
06 | Clean out side area Vaibhav Varpe 06/03/2019
\ﬁ
Load supplies and remove outdated and :
07
Empty reagents Vaibhav Varpe 06/03/2019
E——
08 | Check main menu screen Vaibhay Varpe 06/03/2019
09 | Perform Quality Control Vaibhav Varpe 06/03/2019

Acceptance criteria: System should be “Ready” after daily maintenance without any error

PARAMETER PAS FAIL

Parameter values for verification: System found “Ready” after daily maintenance

AGAPPE DIAGNOSTICS LT,  150%0:2005 04150 15455201 RIS oMPaRY | 0n. 126 500598015513

EGUIPMENT PLANT KOLKATA OFFICE o
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Purpose: To calibrate the system

Procedure:

SNo

Activity

Done By

01

Preparation of the cal material

Vaibhav Varpe

02

Performing Calibration with
calibration programming screen

Vaibhav Varpe

06/03/2019

Acceptance criteria: Calibration data shows satisfactory OD values in single measurement

PARAMETER P&/ FAIL

Parameter values for verification ¢ No error message in the printout

Test 04:

Purpose: To confirm that systems, reagents and consumables are acceptable & working

QC check

within specifications for each assay used,

Procedure:
S No. | Activity Done By Date
01 | Preparing Biochemistry control material Vaibhav Varpe 06/03/2019
02 | Creating QC file Vaibhav Varpe 06/03/2019
03 | QCsample programming and analysis Vaibhav Varpe 06/03/2019
Acceptance criteria: QC results within specified limits
PARAMETER PAS. FAIL

Parameter values for verification: QC values within + 2SD

AGAPPE DIAGNOSTICS LTD.

CORPURATL 6 1L/ RLAGEN] PLANT ECUPMENT PLANT

Agtppe W, Pattonaniom (PO, st Ernasslam Kerads - 687 52, bl A58 (5, Bk . 2, 6O 20 Sira ) Industnial Par,

Vel - e84 280 M0 (aat sgpaprENeppe 3 Welad, Contum, Kevaia, tncha - S0 720 Tec +9) 454 276 7477,
UL OFFIL

-b Tie Avuaeh baesess Cemse 119 UM 540, 5" Floow. OLF Tower. Stvval wary

SR BSAT SRR

mmmmummounmwum:mm

EOLKATA FFCE

08, Werba Baan. Pot e 10 Bk O St v
St Lake (iy, Aohata - "0 081

Ten o 01 11 400 0451 | Imam bolamafongagame o

BANCALO®E v i1
S0 87 oer. Red Oom Bhasin. s e Lowse tae




 Reproducibility Check

W“:f:-\] TR ey
* T Ay %
*Pumpose: To check the reproducibility of instrument

| SNo. | Activity T Date
01 Preparing control material/ sample Vaibhav Varpe 06/03/2019
02 Running tﬁplicates e _\ﬁlﬂllﬂi Varpc 06/03/2019

Acceptance criteria: Results CV within specified limits
PARAMETER P\A}/ FAIL

Parameter values for verification: CV% within the limits

Test 06: Sample programming and Analysis

Purpose: To run the samples

Procedure:
S No. | Activity Done By Date
01 Preparing and Processing of samples Vaibhav Varpe 06/03/2019
02 Programming samples Vaibhav Varpe 06/03/2019
03 Aspirating the samples Vaibhav Varpe 06/03/2019
04 Viewing samples in process Vaibhav Varpe 06/03/2019
. 05 Review results: Monitoring results Vaibhav Varpe 06/03/2019

Acceptance criteria: Samples Analysis without any error
PARAMETER wy FAIL

Parameter values for verification: Sample analysis without any error

AGAPPE DIAGNOSTICS LTI, 1509012015 64150 114552016 CERTIFIEE COMPANY | (1K - 124210MNISO8PLCI1541)
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“+ = = Purpose: To shut down the system

Procedure:
S No. AC“V“V pDone By Date
’—__’__‘_’-‘—_‘
e
01 | Preparing the system for shut down Vaibhay Varpe 06/03/2019
e
02 | Following the on screen instructions Vaibhav Varpe 06/03/2019
|
03 | Switch off the instrument when prompted M 06/03/2019
. Acceptance criteria: Shut down without any error t:
PARAMETER PASs” FAIL :
>
Parameter values for verification: Shut down without any error 2
z
VIl. OPERATIONAL PROCEDURE
Certificate of Training E
B
=

4. Technician Training

This certifies that the technicians have received basic user training in the following

Iy

categories for the system described in this Operational Qualification.

6 S No. | Training program Initials Date

Vaibhav Varpe 06/03/2019

1 Instrument Setup

N

2 System Operation Vaibhav Varpe 06/03/2019

3 Basic trouble shooting and Maintenance Vaibhav Varpe 06/03/2019

D RLIESN LA o

AGAPPE nlAGNQBTICB LT, 15090012015 [£N150 134852016 CLRTIFICD COMPANY | (K ; U2A2IOMHISISPLLIISAN

CORPOAATE OFFICE / RLAGENT PLART EQUPMENT PLANT XOLRATA 0FFICE
mzwmu"wmmg A xt?:.«}(l Block Yo, 12, KINSRA St Indusingl Pack 406, Verka Manrls. Pist Ko~ 10, Block DN S
1 Gk » Nl Coclun Kevaia. bk - 636 721 Tel »94 454 276 7877 aft ke City, Kokata - 700 091 il
7el; #0) 51 4004 0451 | Emak Lol hcegagam in

e 5 e e et



P B
oy
=« ... .. 5 Operator Training

The users re
sponsible for the operation of this equipment have been trained in the

proper usage of
ge of the system. Training focused on the basic operation and maintenance of the
system.
IS,
S No.
Operators Department Initials Date
Yegesh  Ade 9;_—"’6,(‘1;3’\:?!—(;)# B 05;63(00 5]
H‘-EF \ S’l- +eC‘Aﬂ; '
a2 Gandhs Gy 06 loz)1019
Aa~ ; Lo
vt Gumeaw  Ba TRCWNICAN ot [o2]2019
Pooja  Jadhav Q. —Hchﬂ;dau) oclos [ois|
|
el bR

150 13485:2016 CERTIFILD COMPANY [ (N U2427OMNISISPLLIIALY

AGAPPE DIAGNOBTICS LTD. (s0%0205[W
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COMMENTS
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IX. SYSTEM CERTIFICATION

S NIVIAERULIFIVANLIVIN

Study data has determined that the system described in this document either meets all
criteria outline in this Operational Qualification Protocol, of exceptional conditions have been

identified and documentation included. Exceptional conditions, if any, have been addressed.

The system is ready for Performance Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : Vaibhav Varpe
Designation : Assistant Manager Application Support Signature :

2
Company : AGAPPE DIAGNOSTICS LTD. Date : 06/03/2019 -

’

Customer Authorizations: LOTUS DIAGNOSTICS,MUMBAI
o Do Jahw Alyd -

Name
Designation & PQHAO\OE]I St Signature - 3—0—\»/‘-@\/\«‘\
Title : OPERATIONAL QUALIFICATION Date x 6 La" H
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PERFORMANCE QUALIFICATION

For
FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA ACE

AGAPPE DIAGNOSTICS LTD.

ADL/MO/SER/020/21-22

AGAPPE DIAGNOSTICS LTI, 150901205 [ENI50 134352016 CERTIFIED COMPANY | ON - 124239MHI998PLC115413
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and AGAPPE DIAGNOSTICS LTD. are

with serial number WK-88106098 at

Diagnostics, Shop No: 5, Chandresh CHS, Devki Nagar, Next to Lotus M
Hospital, Mumbai - 400103 ”

Both LOTUS DIAGNOSTICS,MUMBAI
responsible for the installation of MISPA ACE

as per the attached PERFORMANCE QUALIFICATION protocol,
Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Name +  Vaibhav Varpe Signature : &/

Designation

Assistant Manager Application Date : 06/03/2019
Support
Company

AGAPPE DIAGNOSTICS LTD.

Validation Team from LOTUS DIAGNOSTICS,MUMBAI

e : ,,(7 \'/bge‘&b\ Ade. Signature :.(‘b ‘

Designation  : Seniox. lab Tecknician Date AL GB] 19
.
Department  : B0 cler) 5-{»5

Customer Authorizations:

Name : DS)'TMHU\ Hb\lﬂo
Title : PERFORMANCE QUALIFICATION Signature  : Jglhn

Site  : LOM’”Id"CLﬂﬂOSHC"" Date il Glghq =
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VI INSTRUCTIONS

3. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and ents

specific data as outlined in the Performance Qualification. Each result will be notec
and dated.

The concerned employees of LOTUS DIAGNOSTICS,MUMBAI  will verify each result

Q) and sign in each page. The member of the validation team will carry this out.

All deviations from the acceptance criteria detailed in this document will be noted in

the COMMENTS section at the end of the PQ protocol. All resolution to such

problems will also be noted in the COMMENTS section, and must be resolved prior to
issuance of a SYSTEM CERTIFICATION.
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Vil. SCOPE

This Performance Qualification protocol will be
DIAGNOSTlCS.MUMBAI
be

performed on the MISPA ACE u
+ This Performance protocol will define the documentation that y
used to evaluate the instruments installation in accordance with the mmﬂm.fg
specifications and intended use. Successful completion of this protocol will verify that t| .
instrument identified has been Installed in accordance with the intended usage. TM
knowledgeable personnel will perform qualification studies. Any exceptional conditions
encountered during the qualification studies will be identified for review. Exceptional conditions

will be investigated and the appropriate course of action determined, All documents will be
initialed and dated.
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M, wae }Ill. PERFORMANCE ALI
0. Instrument Identification
1. Model Name : MISPA ACE
P. Serial Number : WK-88106098
Q. Following is a list of tests to be performed and verified:
Test
No. Test Name Test purpose Verified By and date
i Vaibhav Varpe
01 |Starty To make the equipment ready for
. operation 06/03/2019
3 X Vaibhav Varpe
02 | Dail
Q ally maintenance To clean appropriate modules 06/03/2019
Vaibhav Varpe
03 | Cellbl
ell blank To check the cuvettes 06/03/2019
S ; Vaibhav Varpe
04 7
Priming To check the tubing’s, and flow 06/03/2019
A To check the cuvette and Vaibhav Varpe
05 | Autogain photometry system 06/03/2019
; : . Vaibhav Varpe
06 Eﬂ@f&uﬂ To calibrate the system 06/03/2019
To confirm that the system and !
07 | QC check reagents are acceptable and VaibhaviNaspe
5 o 3 3 06/03/2019
. working within specifications
R e Vaibhav Varpe
) 0,
J 08 lfi)_roduablhty check | To check the precision [CV %] 06/03/2019
Sample programming Vaibhav Varpe
S e Analysis outnithelsamhles 06/03/2019
Vaibhav Varpe
d
10 | Shut down procedure | To shut down the system 06/03/2019
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Purpose: To make the

instrument READY for operation
Summary:

Instrument checks functioning of different parts of the instrument automatically; if there

is an error code, initialize the system and follow corrective action instructions provided for the

error message.

Procedure:

X. Wait for the instrument to get ready after initialization

D g XI. Check the room temperature and switch on the Air Conditioner
XIil. Check the UPS.

Xl Switch on the MISPA ACE by pressing the main switch, then switch on the
computer and then the system power

XIV. Double click the analyzer icon to initialize the system software

XV. Input the password and do as prompted, the system menu pops up if start up is finished
XVI. If not, initialize by again after solving the error displayed

XVII. Follow instructions provided for the error message

Acceptance criteria: System to display READY status
) PARAMETER FAIL X

Parameter values for verification: “READY” on Status Area

AGAPPE DIAGNOSTICS LTD. 150902015 |£8150 134552016 CERTIFIED COMPARY | (N : U24239MMI90SPLLITS4T)
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Method:

Refer detailed procedure for Daily Maintenance

S No. | Activity Done by
01 | Empty waste container Vaibhav Varpe
02 | Check Wash solutions Vaibhav Varpe
' ° 03 | Check system water Vaibhav Varpe
04 | Check Reagents Vaibhav Varpe
05 | Clean Reagent Block Vaibhav Varpe
06 | Clean out side area Vaibhav Varpe
07 :;a: t:t:gs::rsl tasnd remove outdated and Vaibhav Varpe 06/03/2019
08 | Check main menu screen Vaibhav Varpe | 06/03/2019
08 | Perform Quality Control Vaibhav Varpe 06/03/2019

Acceptance criteria : System should be “Ready” after daily maintenance without any error

PARAMETER PA\sy FAIL p

-l

Parameter values for verification: System found “Ready” after daily maintenance
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Agapes 1.
Tt + 1 €34 23 7000 | Lwad

WO weh LW

Purpose: To check the cuvette blank OD at differe W

Procedure:
S No. | Activity Done By
Checking the Cell blank Vaibhav Varpe 06/03/2019
340 nm Vaibhav Varpe 06/03/2019
405 nm Vaibhav Varpe 06/03/2019
450 nm Vaibhav Varpe 06/03/2019
01 510 nm Vaibhav Varpe 06/03/2019
546 nm Vaibhav Varpe 06/03/2019
578 nm Vaibhav Varpe 06/03/2019 £
630 nm Vaibhav Varpe 06/03/2019 ?
670 nm Vaibhav Varpe 06/03/2019 =
E
Acceptance criteria: E

e No error Messages displayed

e All Cuvettes should show acceptance

"

No Error Messages

PARAMETER FAIL

Parameter values for verification:

CORPORATL OFFICL / RLAGLRT PLAN] EQUIPMINT PLANT
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Test 04: Priming

Purpose: To check the internal tubing’s and flow of liquids

Done By

SNo | Activity

NAGARPTIPC

Date \

01

Do wash using the maintenance screen | Vaibhav Varpe

06/03/2019 J

Acceptance criteria:

® No error message or air bubbles in the internal tubing’s

* All the dilutor working well without air bubbles / leakage
PARAMETER FAIL )

Parameter values for verification: No Error Messages

Test 05: Auto gain

Purpose: To Check the photometry system

Procedure:
S No. | Activity Done By Date 4\
01 | Performing the filter OD checking ‘\2‘:::" oe/oa/zmsj

Acceptance criteria: Data shows OD values in the acceptable range
PARAMETER pass”  FAL [

Parameter values for verification : No error message
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Calibration of the system

”
rpose: To calibrate the system

YL T Précedure:

SNo. | Activity Done By
01 | Preparation of the cal material * Vaibhav Varpe 06/03/201
Performing Calibration with calibration
t 06/03/2019
programming screen Vaibhav Varpe /03/.

*Traceability of the calibrator used is attached

Acceptance criteria: Calibration data shows satisfactory OD values in single measurement

PARAMETER

Parameter values for verification

Test 07:

PAS FAIL

QC check

: No error message in the printout

Purpose: To confirm that systems, reagents and consumables are acceptable & working
within specifications for each assay used.

Procedure:
S No. | Activity Done By Date
01 Preparing Biochemistry control material Vaibhav Varpe 06/03/2019
02 Creating QC file Vaibhav Varpe 06/03/2019
03 QC sample programming and analysis Vaibhav Varpe 06/03/2019

Acceptance criteria: QC results within specified limits

ass

PARAMETER

Parameter values for verification:
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Pl
“~Purpose:To check the IePI’Oducib“itv ofinstrument  Keau  lpes

\S No. \Activity Done By Date
\ 01 \ Preparing control material/ sample Vaibhav Varpe 06/03/2019
N
\ 02 \ Running triplicates Vaibhav Varpe 06/03/2019
Acceptance criteria: Results CV within specified limits
PARAMETER PASS FAL — ©
Parameter values for verification: CV% within the limits
) Q Test 09: Sample programming and Analysis
Purpose: To run the samples
Procedure:
\ S No. \ Activity Done By Date
Y 01 \ Preparing and Processing of samples Vaibhav Varpe | 06/03/2019
r 02 \ Programming samples \ Vaibhav Varpe 06/03/2019
( 03 \ Aspirating the samples \ Vaibhav Varpe | 06/03/2019
roa \ Viewing samples in process Vaibhav Varpe | 06/03/2019
ros \ Review results: Monitoring results \ Vaibhav Varpe 06/03/2019
Acceptance criteria: Samples Analysis without any error
PARAMETER PI\\S} FAIL L
:.__.,_ Parameter values for verification: Sample analysis without any error
;::‘.4.‘.
—
;-‘.'-?ZJ.
=
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Done By g

01 | Preparing the system for shut down Vaibhav Varpe 06/03/:

& T
]

02 | Following the on screen instructions Vaibhav Varpe | 06/03/2019 o

03 | Switch off the instrument when prompted | Vaibhav Varpe 06/03/2019

Acceptance criteria: iryévn without any error
PARAMETER PASS FAIL — -

@ Parameter values for verification: Shut down without any error

OPERATIONAL PROCEDURE

Certificate of Training

6. Technician Training
This certifies that the technicians have received basic user training in the following

categories for the system described in this Operational Qualification.

S No. | Training program Initials Date
1k Instrument Setup Vaibhav Varpe 06/03/2019
L 2. | System Operation Vaibhav Varpe 06/03/2019
3. Basic trouble shooting and Maintenance Vaibhav Varpe 06/03/2019

AGAPPE O|ABN03TICB LTD. 150 90012015 | EN 150 13485-2016 CERTIFIED COMPANY | CIN : U24239MHISSBPLOIISAT)

CORPORATE GFFICL / RUAGENT PLANT EOUIPNERT FLANT XOLKATA QFFKT
MG W, PTG PO 05, it Emautam, Karab - 643 567, sl %/5%5-CA. Biock v 12, KNFRA Smal industrial Pact. 606, Werb Matra. $01 o 10, Bk DR Secnas ¥
Teh + 91 434 280 2000 | Lk SgApedpre S efad Cochea, Kera. knda - 66 T24 Te 9% 54 2757470, St Lae iy, Aot - 200 091

Tet: 9] 43 6004 0451 | Dra hobao siiegadaex =

i 4 4 M s e it Arew s S A




S No. | Operators Department

I- | Yegesh  Ade (G technicin %[03 (2019

: z: tn&i oo Fockioican o¢|e2 sl
i _m 9. +echnicraf ©€|03 |holy
o0)a  TJoskhoy | 8- +ecun"c.'Jrr, ©6) 02299
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+ o X.~SYSTEM CERTIFICATION

Study data has determined that the system described in :
outline in this Performance Qualification Protocol, or except

tified and documentation included. Exceptional conditions, if any, have |

system is ready for specified usage.

port Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : Vaibhav Varpe
‘Designation : Assistant Manager Application Support

Company : AGAPPE DIAGNOSTICS LTD. Date

Customer Authorizations: LOTUS DIAGNOSTICS,MUMBAI
/ 2 v
Name : Do. Janhw r’“"lﬂo

Designation : PQ.HA 0\09 S Signature

Title : PERFORMANCE QUALIFICATION Date

Signature: y

: 06/03/2019

6)3119
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QC Data lumﬁl' i

Start Date:
End Date:
Time Control Range
1.7 06-03-2019 15:36:59 111.730-193,090
OT AG 154.2 UL 06-03-2019 15:36:59 104.410-180.250
BILI-D AG 071 mg/dL 06-03-2019 15:36:59 0.2100-4.2100
.~ UREA AGAPPE 1009 mo/dL 06-03-2019 14:37:49 83.300-124.900
URIC AC AGAPPE 7.3 ma/dL 06-03-2019 14:37:49 4.150-7.750
HOL AG 76.0 mg/dL 06-03-2019 14:37:49 75.300-140.900
BILI-T AG 9 mg/dL 06-03-2019 14:37:49 3.170-6.290
. GLUC AG 262.2 mg/dL 06-03-2019 14:37:49 190.220-285.340
CHOL AG 265.7 mg/dL 06-03-2019 14:37:49 215.410-324.050
TGL AG 299.6 mg/dL 06-03-2019 14:37:49 168.000-250.000

APPROVED BY ’
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Test Date: 06-03-2019 16:45:13
Send Date: 06-03-2019 16:45:13

Print Date: 30-09-2021 15:26:34

Pexfoamed BY-

§am/7’5

a.{ S

S N

Tester:
Reviewed By:
The results are for this sample only

Jowdom
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Gender:

sample 0; 2
MRN.: Zone: Bed No.:
Sent from: Priority: Mo
Test Full Name Concentration Unit Results Remark Reference
GLUC AG 161.7 mg/dL Normal
GLUC AG 164.2 mg/dL Normal
Test Date: 06-03-2019 16:45:36 Tester:
Send Date: 06-03-2019 16:45:36 Reviewed By:
Print Date: 30-09-2021 15:26:37

The results are for this sample only

Tl
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Test Date: 06-03-2019 16:46:10 Tester:
Send Date: 06-03-2019 16:46:10 Reviewed By:

Print Date: 30-09-2021 15:26:42 The results are for this sample only

TorOrd.
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=3 Test Date: 06-03-2019 16:47:50 feses
= Send Date: 06-03-2019 16:47:50 Reviewed By:
Print Date: 30-09-2021 15:25:53

The results are for this sample only




Test Date:

Send Date:

Print Date:

06-03-2019 17:02:58
06-03-2019 17:02:58

06-03-2019 17:34:24

Tester:
Reviewed By:
The results are for this sample only

T

PR
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Concentration

96.4
96.0

S e 948 UL Normal
Lz 203.1 ma/dL Normal
UREA AGAPPE 205.2 mg/dL Normal
UREA AGAPPE 204.7 mg/dL Normal
Test Date: 06-03-2019 17:03:34 Tester:
Send Date: 06-03-2019 17:03:34 Reviewed By: ;
Print Date: 06-03-2019 17:34:41 The results are for this sample only %
|
|
Scov  AG
ocioiaE VUrea Ag=pl
roeon = 95 #33 Pieci m = 20433
=D - o0& 3 En = 0 &9
. Ly v = ol (2sD
Ry o2+ ( D, oy =  O-44 Z8si]

TJowlut_

APPROVED BY




-—

Porforrted By APPROVED BY




o=t

D

<

Wym here to search

c:u\'r‘

(B 1o vy
&
R ]
ot | i | Soweh | Favenen |

F iaatallanion
3 Favie Operationy

A Meanend Dparationy |
WS Servien wnd Maintenanes !
" e
2 W26 ¢ Duily Maintenanes !

B Draparation

BB 1 el
B2 By
523 Cheeli
524 Ohedi
508 Cheedi
528 Cheeki
527 Chaeki

B @526 ISE tnit (sptisnad)

53 vekly

56 Irregalar X
D)5 7 Reintenance
6 Treublesheoting

7 Cleulation Motheds

— e 2]

! Snve Deveriptien {

Related Toples

5 Berice and Maintenance w
52 1 Checking Remaining Daionizad Water
522 Emetying Waste Tank

52,4 Checking Connection of Wasts Water
525 Cheel

52 6 Chacking Proba

e Memaining 1| | 5.2.7 Checking Mising Bar

ne Yaste tead || | 52 0ISE Unit (optional)

e Connuetion
ne Connnetlon
ne Svringe
ne Probe

ne Nising Par

intanancs
sintenanes
Log Shaets

>

Poxfosed BY.

ma)p),/v(?f’?(/ﬂ C e

—— o~

!7JO':WOGMQGMGDMMWIN

TJowrn

e
APPROVED BY




Aon et Ll
e ey o o1 s o e P

1 Prapwation
nuuhn.hmm
B2 1 Chaehing Remsining
8§22 Paptying Vorts Teb ||
523 Oheehing Comnetion| |
04 Oheeking Commaetion| |
B8 Chueking Oyringe || |
526 Chasking Probe
520 Chnabing Mining b [ [
|
!
i

2 Chock how much desonized water iy e i e tank

%

’Awmn:

€28 I8 Uait (eptional)
53 Peakly Waintenanes
E 4 Manthly Naintenencs
£ F Bivwenth Naintenanee
£ Drrepul e Muintenancs
)5 7 Maintenanee Log Sheets |

® @ ¢ Tresblevheeting i 4
7 Caleulation Methods L]
Relsted Toplcs

Mgmd 8y. APPROVED BY




521 Ouching Remining

622 Baptying fuste Tank
523 Chacking Conneetion
.2 4 Chacking Connection
528 Chacking Syrings
5.2 6 Chacking Probe
6.2 7 Checking Nising Por

B @E 20 IS tnit (eptienal)

B QED Veakly Maintenanes

& @ 5 4 Honthly Maintenwnes

E @55 Sixmanth Kaintenanes
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the of the waste tank (together with the
Mm'wmwl,l‘:oimmm. place to avord
infection

Unscrew (counter-clockwise) the tank cap and remove it logether with the
waste tube and the sensor from the tank.
3 Emply the waste tank.
4 Screw (clockwise) the cap (togather with the waste tube and the sensor) back
©onto the tank until secure.
Related Topics.
5 2 Daily Maintenance
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CAUTION

Mmmnm--u ensurs the top of the tank iy lowse
Mlhﬂ.ﬁqiﬁmdhm‘nn

E»mhmdn-mwumw bert or twisted

Piace the Powsr 1o OFF

DERNTED WATER o o S e e 48 Pt
:;m-m':’n:'::m clean gaure and procesd 1o the nea
g.:ekmwmnum are loose
::.mwmwdnbﬂunrm # and then screw
# back on

wum:mmwmmnn-m
¥ no leakage occurs proceed 1o the next step

¥ you see leaks -ondthc-ln-ﬂ»chum-lw.-
connections and proceed 1o the naxt step

Mkmummmmm-um-_:.
lmmh&:.mdmuum&mﬂoum-hm
tube

Mw:mmhmm“hﬂ-.lpm
M.-wdmmﬂncﬁmwouwmmh’m

NOTE
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Place the Powsr lo OFF
Unscrew the sciews on The syringe covr and remeove the comr The
structure of the synnge is as shown in the figure below
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Check whether the probe (s bent or dity
W not bent. go directly 1o the next step
W50, replace the probe as instructed by 5.6.2Replacing Probe

I not dirty, go directly 1o the nex! step

If yes, clean the probe as instructed by 5.3.1Cleaning Probe

Check whether the probe Uip has remaining liquid on it

If not. go directly to the next step.

Il yes. please contact our customer semice depatment or your local
distributor

Duning washing pocess. check whether the flow from the imterior of the
probe 13 continuous and in the direction of the probe. check the extenor of
the probe to see whether the flow is normal

If the flow from the interior appears normal, go directly (o tha next step
Otherwise. please contact our customer serace depatment or your local
distnbutor

If the flow to wash the extenor appears normal, the checking cperation is
over

Othervase. clean tha probe as instructed by 5.6.1Unclogging Probe

i the flow becomes normal after cleaning. the checking operation is over

Otherwise, please contacl our customer serace depatmant o your local
distributor
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QC Dat; Summary

Control:  ERBA PA\
Start Date: 06/03/2019

End Date: 06/03/2019

Test

Control Range
SGPT AG 113.7

——— e

06-03-2019 15:36.59 111.730-193.090
SGOT AG 154.2 UL 06-03-2019 15:36.59 104.410-180,250
BILI-D AG 0.71 ma/dL 06-03-2019 15:36.59 0.21004.2100
UREA AGAPPE 190 g ma/dL 06-03-2019 14:37:49 83.300-124.900
URIC AC AGAPPE 7.3 mg/dL 06-03-2019 14:37:49 4.150-7.750
HDL AG 76.0 ma/dL 06-03-2019 14:37:49 75.300-140.900
BILI-T AG 5.1 ma/dL 06-03-2019 14:37:49 3.170-6.290
GLUC AG 262.2 ma/dL 06-03-2019 14:37:49 190.220-285.340
CHOL AG 265.7 mg/dL 06-03-2019 14:37:49 215.410~324.050
TGL AG 249.6 mg/dL 06-03-2019 14:37:49 168.000~250.000
q C. o ot
jOMQ\ﬁL
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Calibration Curve

Test: SGOT AG Date/Time: 06-03-2019

Rule: Two-point Linear Reagent Blank:
K: RO: A 217361
B:  0.00000 (o] D:

Response

¥ |

00 58 115 17.3 23.0 28.8 345 403 46.0 51.8 575 63.3 69.0 74.8 80.5 86.3 920 97 A
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Calibration Cu R

Date/Time:

Reagent Blank:
RO: A 38.12526
G D:
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Test: BILL-T AG

Rule:

Two-point Linear
K:
RO:
B 0.00000 e

3380.0' 02 04 06 08 10 12 14

16 18 20 23 25 2i7 29; 3 aauoce
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Test: TGL AG
Rule:

Two-point Linear :
& Ro: A 16.81299
B 275914 c o:
Response
r\‘_

5 ’1.6%3

112 168 224 280 336 392 448 504 56.0 616 67.2 728
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