A AIPTI2C

CERTIFICATE OF CALIBRATION

ADL/KOfSER/0308/23-24

Tnstrument : Mispa Nano Fully Automated Biochemistry Analyser
Customer Name : Instant Diagnostic Services, Agartala
Date of installation : 28/12/2017 Serial No : WN-76106843
Alignment Check
Motion Check Checked Remark
Sample Prabe . Ok
Reagent Probe e 4 Ok
Mixing Bar ¥ Ok
Reaction Disk 4 Ok
Reagent Disk o Ok
Sample Disk vl Ok
Fluidic disk v Ok
Lamp > 4 ok
System Checked Remark
MMain unit J;f Ok
Temp. unit v Ok
Mixing unit v 4 Ok
Reaction unit o’ Ok
Reagent unit o Ok
Sample unit IE/ Ok

AGAPPE DIAGNOSTICS LTI, 150501205 6150134852008 CERTIFED COMPANT| 0N : U255UH10587L015413
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OPTICAL SECTION

AGARPTI>2E

Filter Dark Current Background
340 ]0L 24 10}
405 (0L 2% %00
450 181 .9 39 %
510 (6D 40 i4%
546 Qe 4% 4%
578 | o0 48 149
630 161 «D 0¥
670 PRE M 169
Reference | 34 AC &45
Power Supply : SV o~ 12V.0- 24V

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

Lot.No: 895 0 T0HT  Exp

Do 209
f

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 : 04/SEP/2023
MNext Due Date : 03/MAR/2024
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For Agappe Diagnostics Ltd,

AV
/ﬁ: A
Authorized Signatory

Mame: Debashis Bhattacharjee
Designation: Manager - Customer Service

AGAPPE DIAGNOSTICS LTD.

EQUIPERT PLART
1E|;Hr Hills, Fiitiesarioen (P4, Db Emaalan, Kerala - 631 552, Inded
Tel: + 01 404 155 TOOD | Ermatk aSappecRasaOe. 0

X510, Hogk o, 12, LHFRR Sl T RiFrL,
Feliand, Cochin, Korais, i - 654 T2, Tek +00 484 206 107,

U bteen Nt { Jhm

15000052015 | £ 150 134552006 CERTIFIED COMPANY | I U24239MH1598PLOLISTS

ROLEATA OFFKT

D%, Ko Aaerie, Flal Ma-U0, B2ck-OM, Sooier v

§ah Lake City, Kalkerla - 7080081,

Tk o001 W ADR 0451 ] Ersai bokath el linedaganeran

P UTTAM KUMAR SAHA. B Dierornce

CELHI U
e} mu.ssirhn. BLF Tower, Shivai s e gupft@ant Bro-Cham Rt W™ Floar, Bel Crigss hhepman, Mo Race Cse Rl

e s lemn FPRARA Tal o 8 TR THR

CamScanner


https://digital-camscanner.onelink.me/P3GL/g26ffx3k

NAGAPPIIPCE

CERTIFICATE OF CALIBRATION
ADL/KO/SER/0305/23-24

Instrument : Mispa Nano Fully Automated Biochemistry Analyser

Customer Name  : Instant Diagnostic Services, Agartala

Date of installation : 28/12/2017 Serial No : WN-76106843 |

Alignment Check

Motion Check Checked Remark
Sample Probe ird Ok
Reagent Probe o Ok
Mixing Bar Ir g Ok
Reaction Disk o Ok
Reagent Disk O Ok
Sample Disk I Ok
Fluidic disk 4 Ok
Lamp va Ok

System Checked Remark
Main unit r.d Ok
Temp. unit e Ok
Mixing unit v Ok
Reaction unit o Ok
Reagent unit v4 Ok
Sample unit ' 4 Ok

W HEOomn e {vbee
AGCAPPE DIAGNOSTICS LT, 50900020105 | EN IS0 134852016 CERTIFIED COMPARY | CIN - U24235MHI9ERLC154E
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OPTICAL SECTION
Filter Dark Current Background
340 109 24 0L
405 10~ L €D 2
450 LHER STk,
510 101 % 5ChE6
546 | DO 246 406
578 ag L8909
630 | oD 3% 207y
670 109 - 24 <DL

Reference 2% . 44 14°F
Power Supply : 5V o/ 12ve’ 24V &

The equipement is calibrated for the different parameters by using Multi Calibrator
Lot.No: 9111 849 | Exp: 1o/ 200% .
T

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 : 05/MAR/2023
MNext Due Date : D4/SEPf2023

Authorized Signatory
Mame: Debashis Bhattacharjee
Designation: Manager - Customer Service

L Yeoree L tnmrrge Lofe

AGAPPE DIAGNOSTICS LTD). 50900u2015 |ENISD 134852016 CERTIFIED (OMPARY | CIN : U24ZISUHIS9EPL LIS

CCAPORATE OFFILE | REAGERT PLANT EQUFNENT PLANT KOLEATE OFFICE

Agapps BilL, Patlisaimon [POL Disi, Ermakulm, KErals - €63 542, hea,
Tel; % 454 736 7000 | Email: AR peERgappeIn
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ADL/CO/APL/1287/23-24 15/12/2023
Customer name Instant Diagnostic Services
Instrument "Mispa Nano B

| Serial Number WN-76106843

| Protocol | Precision Study
Date | 15/12/2023 ]

| 20.80 0.5 (9.2
20.90 0.5 70.1
21.1 (.44 69.2
21.2 05 8.9
19.6 0.51 699
2120 | 05 689 |
%15 I 0.5 69.4
21.5 0.5 69.1
. 20.9 ; 0.46 69,7
22,2 0.5 68.1
Mean 21.09 0.50 69.25
5D .66 0.01 0.57
cv e 3.15 2.72 0.83
D UTTAM KUMAR SAWA. onp
Cuamguffant Bio-Cham:r
bwtanr Diagnostic Sery o
o Orvie Chawmaohani, W B Bag.
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ANGAPIPPCE
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ADL/CO/APL/2074/23-24 15/12 /2023
Customer Name Instant Diagnostic Services
Instrument Mispa Nano
Protocol Carryover Study
Date B 15/12/23
i Biorad Level 1 Biorad Level 2 ]
| Carry
Parameter L1 L2 L3 Parameter H1 H2 H3 | Over gy
. | Criteria
Ratio Judgement
SGOT 218 | 206 | 205 5GOT 2464 | 231.7 | 2284 | 0625 | <1% Pass
Creatinine | 0.52 | 0.51 | 0.52 Creatinine | 2.23 | 228 | 236 [popon | <1% Pass
Cholesterol | 159.9 | 156.7 | 157.1 | Cholesterol | 252.9 | 257.0 | 2546 | 2872 | <19 Pass
iTrig]ycerides 66,7 | 694 | 693 | Triglycerides | 464.0 | 462.6 | 466.0 G.E-ES <1 % Pags
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AGAPPE DIAGHNOSTICS LT,  1s507000:2008 |EN S0 13485:2006 CERTIFIED COMPANY [ OR : U4239MHI598PL001543
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ADL/CO/APL/1214/23-24 15/12/2023
Customer Name [nstant Diagnostic Services i
Instrument Mispa Nano ==
Protocol Linearity Certificate - j
Date 15/12/23 '
_Parameter Actual Value __ Expected Value
SGOT 229.4 224
5GOT 113.00 112
SGOT | 58.9 56
SGOT 26.7 28
SGOT 10.60 14
5GOT 3.8 i
SGOT
250
200
z
E 150
E
E 100
o
50
o
0 50 100 150 200 250
EXPECTED VALUE

AGAPPE DIAGNOSTICS LTD.

CORPAATE QFFICE / PEAGENT PLNT
Tk + 91461 285 MO0 e
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AP IN

AN RFGETTRINEFHF

LRNPWLNT FLANY

(LS CFFHT
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NANGAPIPPCE

_Parameter Name | Expected Value | Obtained Value |
Creatinine 2.21 2.4 |
Creatinine 1}4 i 1.2
Creatinine 0.71 0.6
Creatinine 0.34 0.3
Creatinine 0.20 0.15 _
Creatinine 0.09 0.075 l

Creatinine
3
25
qr
2 2
=
?51.5
g
£ 1
0.5
]
0 0.5 1 2 25

AGAPPE DIAGNOSTICS LTO.

DOHPORATE OFFICE f REAGENT FLART
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NAGATIPPIPCE

Parameter Expected Obtained
Name Value Value
CHOLESTEROL 252.7 260
CHOLESTEROL 130.5 130
CHOLESTEROL 68.4 65
CHOLESTEROL 35.2 32.5
| CHOLESTEROL 15.0 16.25
CHOLESTEROL 8.7 8.125
CHOLESTEROL
300
250
% 200
=
T 150
T
&
£ 100
D
50
g
] 50 100 150 200 250 300

Expected vala

Dr UTTAM KUMAR SAHA, PhD
Cuongsultant Bro-Chemist
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Agyartaia “Hipiira [W), Pip 5ok
150 0002005 | EM 130 134852016 CERTIFIED COMPANY | CIN : UR47390MHIS9EPLC 12413
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Dbsarvad value

Parameter Expected {btained
Name Value Value
TRIGLYCERIDES 460.9 470
TRIGLYCERIDES 239.0 235
TRIGLYCERIDES 124.0 1175
TRIGLYCERIDES 63.0 58.75
TRIGLYCERIDES 311 29.375
TRIGLYCERIDES 14.9 14.6875
TRIGLYCERIDES
500
450
400
350
anm
250
200
150
100
50
0
0 100 200 300 400 500

Expected value
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AGAIPIPCE

INSTALLATION QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA NANO

AGAPPE DIAGNOSTICS LTD.

ADL/MO/SER/0306/23-24

e UTTAM KUMAR SAHA, PRD
Comzufrant Bio-Chemise
bredgor Dragnostic Servewras

0+ a Chowmghapi, M B Baa;
dgattasae “opura (W) Prs Forlings

AGAPPE D|AENDET|GE LTLD). 59790002005 | EN IS0 134852005 CERTRFIED COMPANY | CIN : UAZIOMHIFIEPLLIISSLE
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= I EFPRQUAL OF THE INSTALLATION QUALIFICATION PROCEDURE

Both INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE CHOWMON],
AGARTALA and AGAPPE DIAGNOSTICS LTD are jointly responsible for the installation of
MISPA NANO with serial number WN-76106843 at “Instant Diagnostic Services,
Krishnanagar Road, Post Office Chowmoni, Agartala” as per the attached Installation

Qualification protocol,

Protocol Performed By : Representative of AGAPPE DIAGNOSTICS LTD.

Name | | Debashis Bhattacharjee Signature : ‘ﬁ% 3
. < |
Title ‘ Manager Customer Service Date : 28/DEC/2017

Company x AGAF‘PE DIAGNOSTICS LTD.

L — =T === e |

Validation Team from INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE

CHOWMONI, AGARTALA.
Mame : | ) J@ﬂ Deb . 5|gr1 ature : |
Designation : “Teehnleians Date 23;Dchzm?
0 T

Department : l oD - Chaamat ’ |

Customer Authorizations:

Name : |2% - LItTam Jm )

U ‘k*'k Oy Lo -E
Title = INSTALLATION QUALIFICATION Signature ' t— clie
Site ! Lads . Date : 28/DEC/2017

it UTTAM KUMAR SAHA, PRI
Congultant Bio-Cherrist
Inatant Diagnostic Servira:
2oa Orvie Chawmohani, M B Y4
Syartpig “egyra (W, Pie Fooene

AGAPPE DIAGRNOSTICS LTI,  t50900u20s [B150 135052015 CERTIFED COMPANT| O | 2SXI9MHI998RLCIs4T

CORPCAATE GFFICE ! RIASENT PLANT ECUIFMENT PLAMT EILEATA DFFICE
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Tk = ] K4 Z85 2000 | Dk apappeRapup iz Wellag, Cociin. deralz, Ida - 686 J2L Tef: -0 484 30 WTT, Sall Lo T, Eoihabe - 00 (A1
el #5011 4003 031 | Erredl kobeattaoMioefagapne in
NUMDOE! [RIGHTIROD OFFICED DELHI OFFRCC EBARGRLIRE OFFICE
A1 & A0, 47 Fldar, Lisbagh Sunioesd Seadre, 119, [F54A 5401, 5" Floar, ELF Tawer, Sk sarp, i-&ll Fioor, Resd Crog: Ehaeaa, Wa:25 Race Codrse fpad,
SRAr Bang, Pprdba i, Ancien (st Mershal - 0009, mdia Hew Gtk - 1015, India Arbare - 560 DO, Tl -"‘-]B].E?‘EH&B
Tisk 4] 12 £300 800 | Caai merba oS s Tet =91 11 8553 G435 § Bl deh bl R e O Ead i Emp beiga b e piagappein
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Il. INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
specific data as outlined in the Installation Qualification. Each result will be noted

and dated,

2. The concerned employees of INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR
ROAD, POST OFFICE CHOWMONI, AGARTALA will verify each result and sign in each

page. The member of the validation team will carry this out.

3. ALL deviations from the acceptance criteria detailed in this document will be noted in
the COMMENTS section at the end of the IQ 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.

UM A Ve v

O UTTAM KUMAR SAHA, PR
{lapnguritant Bio-Chemist
boa-t ot Diagnostic Seryi-a
+ . (¥ & Chawmohani, 8 B Raal

- FIEITA [Ul| Bui= F bt
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Ty + L &4 280 FA | Eralt agappeiegagpein mpdlad, Conhis, W iada, Inaka - 606 721, Tel: =90 454 275 7477, Sali Lake Ly, Eofkate - 00 091
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11T .-H:GS-TIIII[IJIH:H!II DL OFF EARGAUDEE OFFICE
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-g.an’rmu,rum.n:,umujm| sl - A %, I M DB < 100 (5, India Estpalan - 550 001 Tel: <51 B0 2220 2200
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M. SCOPE

This Installation Qualification protocol will be performed on the MISPA NANO at
INSTANT DIAGMOSTIC SERVICES, KRISHNAMAGAR ROAD, POST OFFICE CHOWMONI,
AGARTALA. This Installation protocol will define the documentation that will be used to evaluate
the instruments installation in accordance with the manufacturer's specifications and intended
use. Successful completion of this protocol will verify that the instrument identified has been
installed in accordance with the intended usage.

Trained, knowledgeable personnel will perform gualification 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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A. Instrument Identification

1. Model Mame

2. Serial Mumber

: MISPA NAND
: WN-76106843

AG AP

Verified Date : 28/DEC/2017

B. Following is a list of accessories fconsumables verified:

Present
’ Verified B Comments
S No Component (Yes/No) ifi ]
',ﬂ
oL Debashis Wty ”ﬁ
01 Analyzer Main unit Yes Bhattacharjee A !;
Debashis
Ye: 5
oz Eempiter nd Bhattacharjee
; Debashis -
03 Printer Yes Bhattachariee
Debashis
04 RS232 Connector cable Yes Bhattacharjee Ul
5 p d v Debashis
9 ERNEE Eol g5 Bhattacharjee Y
= & Vs Debashis
e Bhattacharjee L
y Debashis ;
07 Water can o Bhattacharjee g
o — % Debashis
g er connector tube 25 Bhattacharjee 1
09 | Wast ector tube Yes i
b i Bhattacharjee t
10 Water pre filter Yes Debashis i

AGAPPE DIAGNOSTICS LTD.

ECHI PMIEHT FLAHT
KI'SH{B.'ILRHHE 12, KRFRRSealndisiiial Park,
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Bhattacharjee w
et i-':l.-:'-$ Probe assembly Yes BhErEtl;::l:i:}EE e
12 Mixer assembly Yes Bhgftng:rr; G i
13 Reagent tray e Ehgftgz::lrf;ee i
14 | Cuvette blocks Yes Bhg;gz;gﬁw X
15 Reagent bottles Yos B hgil:;';; . L1

AGAPPE DIAGNOSTICS LTDO.
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€. Installation Checks

NG AP

Purpose: To make sure that the instrument is received with all the major components

necessary for operation

5 No. | Component {Yes/MNo) Verified By Comments
5 Major companents and accessories v Debashis Auraki g %
are present e Bhattacharjee ;-.J{J'”"““h
5 There is no physical damage to the v Debashis
es
components Bhattacharjee "
3 Ambient temperature is available Yes Cubashis ]
o Bhattacharjee
4 Instrument is installed in the table Visi Debhashis W
leveled properly Bhattacharjee
. Debashis
E Power supply is correct Yes Ly
Bhattacharjee
6 Electric connections are tight, y Debashis b
weatherproof & earthed e Bhattacharjee
7 Analyzer unit installed as per the y Debashis
manufacturers recommendations - Bhattacharjee “
Summary:

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

explained properly.

Acceptance criteria: -

PARAMETER

AGAPPE DIAGNOSTICS LTD.
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Date of Installatian

Installed by

" D. Instrument Installation

: 28/DEC/2017

: Debashis Bhattacharjes

AGAPPGC

5 No. | Parameter Done by Comments
01 | Installation of the main unit i hgft::z:;?ee .
] Debashis
02 Installation of the computer system Blttachariee "
; : Debashis
03 Installation of the printer Bhattachirice Ly
Tiil 7 i Debashis
04 | Connecting the waste tuE:_ung fihattachariee "
] : _ p Dehashis
0s Connecting the system water tubing Bhattacharjee H
Debashis
06 Installing the reagent tray Bhattacharjee u
07 | Installation of the probe Ehg;g:;':;& v
5 ; Debashis 0
o8 Installation of the mixer Bhattacharjee
y Debashis i3
09 Installing the cuvettes Bhattschares

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

PARAMETEIfyié FAIL

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

AGAPPE DIAGNOSTICS LTD.

CLAPORATE (FFELS REALIRTFLANT
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E. Cell Blank

A AP

Purpose: To check the cuvette blank OD at different wavelength

Procedure:

5 No. | Activity Done By _ Date
01 Checking the Cell blank | Debashis Bhatta-cha_;j_ee 2B/DEC/2017
02 340 nm Debashis B;'iattal:harjee 28/DEC/2017
03 405 nm Debashis Bhattacharjee 28/DEC/2017
04 | 450 nm Debashis Bha;t;chariee 28/DECS2017
05 510 nm Debashis Bhattacharjee 28/DEC/2017
06 | 546 nm Debashis I;hattacharjee 28/DEC/2017
a7 578 nm Debashis Bhattacharjee 28/DEC/2017
08 | 630nm Debashis Bhattacharjee 28/DEC/2017

l 09 670 nm Debashis Bhattacharjee ?_EHDECIEUH_ J

Acceptance criteria:

e Mo error Messages displayed

e All Cuvettes should show acceptance

PARAMETER

Parameter values for verification:

AGAPPE DIAGNOSTICS LTD.

CORFIMATE OFFICE [ REARENT PLANT
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FAIL
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" F. Priming

NANGAPIPCE

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

5 No Activity Done By Date
" . Debashis
01 Do wash using the maintenance screen
g Bhattacharjee S
Acceptance criteria:

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

e All the dilutor warking well without air bubbles / lcakage

PARAMETER P, FAIL

Parameter values for verification:

AGAPPE DIAGNOSTICS LTD.
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VI. SYSTEM CERTIFICATION
Stucly data has determined that the system described in this document either meets all
criteria outline 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 Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

MName : Debashis Bhattacharjee
A
3
Designation  : Manager - Customer Service signature - ,,-';3""'
Company : AGAPPE DIAGNOSTICS LTD. Date : 28/DEC/2017

Customer Authorizations: INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST
OFFICE CHOWMONI, AGARTALA.

ne
Mame H il‘\.‘f bﬂfé
=] L4
Designation @ ’TL&MW Signature
Title : INSTALLATION QUALIFICATION Date : 28/DEC/2017

W hae e {ibn
fr UTTAM KUMAR SA.HA,_FHD
{srsultant Bio-Chamii!
fooet ot DHAQROSHIE SErE =
s, [t Chawmohani, M A Uyan

s 4 -AEpET
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OPERATIONAL QUALIFICATION

For

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA NANO

AGAPPE DIAGNOSTICS LTD.

or UTTAM EUMAR S4AHA, PRl
{Carsultant Bip-Chamisf

Fost ar Dragnostic Sery et

0, (tia Chawmohani, M B Fian

AGAPPE DIAGNOSTICS LT, 505000206 |t P45 208G GRTRIED EEMYN PO LB e e 1151

CoRPORLTT 0FFICE F REAGENT PLART EULUFHERT FLANT EOLK&TE OFFICE
Agappe |13 1. Spimiee asnom (PO, D, Ernakulam, Kaczla - 663 567, india X SA%08, Back Ao, 32, KINFRA Sl ldosinl Perk. A0E, karlia Wairis, Plot He-10, Bock-DY. Semar's,
Tob o+ 61 €4 28 T | Ereail agappadagagpe in Ml Cochis, Faraly, [voka - 5348 721, Tel.-97 S84 270 747, Sak Lake Chy, Koz - 00 09,

T s o0 12 4003 0451 | Emalt kalkamaa lkedgape n
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FPEDVAL OF THE OPERATIONAL QUALIFICATION PROCEDURE

arsli TIEEICI T
BT e LT

Both

INSTANT DIAGNOSTIC SERVICES, KRISHNAMNAGAR ROAD, POST OFFICE

CHOWMONI, AGARTALA and AGAPPE DIAGNOSTICS LTD are jointly responsible for the
installation of MISPA NANO with serial number WN-76106843 at “Instant Diagnostic

Services, Krishnmanagar Road, Post Office Chowmoni, Agartala”

Operational Qualification protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Mame :  Debashis Ehattacharjee
Designation Manager - Customer Service
Company ;| AGAPPE DIAGNOSTICS LTD.

Date

Signature :

as per the attached

: 28/DEC/2017

Validation Team from INSTANT DIAGNOGSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE

CHOWMONI, AGARTALA .

Name F‘J‘yﬂﬂﬂ Ded .
Designation : ”TJW

| i &

i Department | fhio- EW’EE '

Customer Authorizations:

Name : D#n . Ltawm Sada.
Title : OPERATIOMAL QUALIFICATION
Site Lat .

AGAPPE DIAGNOSTICS LTD.

L0 PORATE OFFICE | REAGENT FLANT
Rpapgan Hilg, Paptinatiom (), Dkt Fraakulam, Morala - §E3 562, Inrka.
Sl = 71 454 234 T000 | Email agapradiegapein

vl [REGISTERLD OFRICE]

41 & a8, 47 Floor. laniegh Basiness Conder, 0O,
ok e I ]
Tl =51 32 4300 S0 | Dl an s el oeiig po.n

DUPECKT PLAKT

BELMDFFICE

Py, Ladberd {1 agT), Wundal - 300 609, nria. Wess e« 110 01%, Iiaka,

Date

Signature :

: 28/DEC/2017

Signature
Date

: 28/DEC/2017

i UTTAM KUMAR SAHA, #hD

Ceormcultant Bio-Cham;e

Trent gt Dnagnostic Sery: o

150 5001:2005 | EN 150 [3455:2016 I;EHTIFIE[: :num. K| LK - 122

A5a0n, Bleck Fn, Tk, KRR Srall indisimal Park,
el bl ki, Wy, 116 - G400 TEL Tal R 454 008 AT,

D5ML 540, 5° Foor, OLF Tover. Shivaji Mar
Tty 49111 4558 BA18 | Uil de hintfslapappein

s s Ehnumnhanl ME 33

P L F TP 5 FH ]w Frh ¢ okrLig e
fOMHI1G9EILCIISA13

BOLKATA OFFICE

405, idarkn Wairin, Foi Mo 10, Beck:-DM Sacmar',

Sk gk Oy, Ralaia - M0 (i,

Tal: 'JI:"ﬁ &0 (451 | Emait kolkaraallcrgRpaape.in

BANGALORE G4 THT

5, 11 P, HLIU&iﬂh&mL-‘hNHiN[NIHH!M
Bargaiong - 60 00l

Caund: anga n‘uﬂ'uﬂmmn
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V. INSTRUCTIONS

2n suthorized AGAPPE DIAGNOSTICS LTD representative will check and enter the

=&
i

specific data as outlined in the OPERATIONAL QUALIFICATION. Each result will be

noted and dated.

2. ALL deviations from the acceptance criteria detailed in this document will be noted in
the COMMENTS section at the end of the OQ 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,

Br UTTAM KUMAR SAHA, PR
Cansultant Big=-Cheamge
Trrif 303 DHAGROStIc Sery: e
*op (P m Chowmohanl, MR T3

AGAPPE DIAGNOSTICS LTD. i50 90012015 | 3150 138852 cermne Bty | okt koMot Beuc 43"

COAPDEATE DFFCE | RERCEMT PLAMT LEUIPMEMT PLANT KOLEATA GFFICE.

dcgapiia Wi |s, Paitimatiom (0L, D61, Emakelan, Kerala - SERYSE, 1601 KRR Block B, 12, KHFRR Seall indistial Pah, mm-mmwmm-uﬂ Secier .
Tol: + 9L 434 280 7000 | Dmad apappodagappein Welbagd, Cacvin, fovaly, mdls - 580 T2 Tek +91 464 176 T4T0. Sl ke iy, Kikata - 704 09)
Tl wit] 33 40003 DA5E0 B ez lt;ll.-'mwwunmu
L JREGSTERED OFFICL] DELMOFFICE ) DENGALORT OFFICE
ama.mz 4* Fooar, Risngh Besines D, 9, DEH 523, 5 Flead, OLF Toewer, Shiveli g S, 17 Floer, R Crons Basan, Roedh Race Coorse Frad,
Imummpmmmuuﬁu umul AT Ind & Wop D - 310005, inda. X Margpbirs - S50 D00 Tak +31 30 FIE R
Tk 41 12 5300 3000 | En; mprbwcoifioeciagappein Tex'y 48] 11 4553 B4 oS | Crell: defrioflcedepapee.in Eiad: Pangai ol vsagappe iy
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VIl SCOPE

This Operational Qualification protocol will be performed on the MISPA NANO at
INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE CHOWMONI,
AGARTALA. This Installation protocol will define the documentation that will be used to evaluste
the instruments installation in accordance with the manufacturer's specifications and intended
use. Successful completion of this protocol will verify that the instrument identified has been
installed in accardance 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.

Dr UTTAM KUMAR SAHA, PRI
Carsultant Big-Cheamige
Tewitant Diagnostic Sery: a:
Foet (0 a Chommghan!, W R &5y,

AGAPPE DIAGNOSTICS LTI, 150900 5050 aas:20:S et ot S B midis s

DORPORATE OFFIE f REAGERT PLANT EfjuiinEnT PLANT Hq'.u.uu.m
agappe Nils, Baini (PO Bl £ wad Krrala - 681 962, Indla ES3E-CA, Bock M. 12 FINFRA Smurl Indesivial Fank Ailds, Miwrlia Matriv, Pios Wo-b0, Bock DM, Secter 1,
Tel« 015 280 1000 | Ermaik agapesgagiesin Mellad, Gl Koeiae Indi - 626 721, Tod: =01 484 16 27T, Sali Lake iy, Kofenln - IO 00,

Tk o430 00 8303 0451 | Emad: kodbattaa [T wgiaap e in
WENDA| [REGISTCRED DFFICE] BELHOFF BANGALOAL GFFIE
40| & 857, & Flar, Jakinph Bsinoss Cinie, 019, D Sy, 5" Floor, OLF Tawer, Shivaji iarg, Sl 17 Floow, Red Cross Bhavan, edd Raoe Course Raad,
Sifiar Faod, Parsksada. drdbend {Fasr), dnenhai - 800 059, i, R Dt = 110 314, jerka, . ﬁ"@,ug-g.mw_ Tinl: +91} 201 F32E £1950
Tl #9122 S300 200 | Ereail: mamdais eegagpaein Ted; =01 20 4S50 BALG | Erai . dellvofioefagappe. in Erraal Bargee! praa e ePegaape i
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VIill. OPERATIONAL QUALIFICATION

¢ Instrument ldentification Verified Date : 28 DEC2017
= Model Name : MISPA MAND
s Serial Number s WN-76106843

e Following is a list of tests to be performed and verified:

:ﬁ:t Test Name Test purpose Verified By and date
To make the equipment Debashis Bhattacharjee
01
SArkup ready for operation 28/DEC/2017

Debashis Bhattacharjee

02 | Daily maintenance | To clean appropriate modules 28/DEC/2017

Debashis Bhattacharjee

02 | Calibration To calibrate the system 28/DEC/2017

To confirm that the system is

Debashi harj
04 | QCcheck calibrated and working within ehaslis Bhattactarjee

2017
specifications sz,.-’DEG"
05 Reproducibility Ta check the precision Debashis Bhattacharjee
check [CV %] after calibration 28/DEC/2017
e Sariphe s | Dehashis Bhattacharjee
i e i IRme 28/DEC/2017
Analysis )
Shut down Debashis Bhattacharjee
T
| o7 . o shut down the system 28/DEC/2017

Dr UTTAM KUMAR SAHA, PRl
Cangaltant Bio-Cheamt
Teet it Dragnostic Sery: =
sep,: (1#vism Chawmohani, M R B

ACGAPPE DIAGNOSTICS LTD. isosommas s rsamsati PERIAE CRMIRY B B 5 sdmnsesiLnsan

CORPORATE OFFICE [ RERGENT FLART EOQUIFRTAT PLAKT ECLAATA OTTILE

Agapne HlG, Paotmacien (POL D4et Exnalaram, Kerslp - 18] 562, india HnRE-, iinck fn, 12 STHT A Sl bradasirid Park. A0, Mt Mams, Pt He-00, Biock-OM, Seciar V.
Tol: w57 4B 765 M0 | Emal- agapoedepagpe o Merlad, Cochin, Keras, b= 636 721, Tod: =91 454 276 7477, Salt Lk Cry, Eolkatz - Ho0 001

Tl #8111 4000 2451 | Emaik kabatiazifieedagzepe in
un N iel [REGHTTRLS GFFICE] DELHI DFFAO0 o BARGALORE OF FICE
401 & 463, &7 Flaar, lsaph Riskes Geatre, 11 D5M 540, 5" Flaar. GLF Tawer. Shivas Mar. -0 117 Flsar, B Coogt Blireas, Weedd Bace Courte Foaz,
Sk Rean, Fafshaida, Andien (Fa, Mo - ll}{ll]‘!'l. i, Mo Db - 1802 gl [lh:}ln‘ﬁ-'rml:\ﬂl. Tids +%1 B0 AL 3IER
Sk 254 32 4 M0 A0 | Imalt menbaisibcedagappein Tl #3001 4558 24105 | tmal; othoTiogagappe.in Dk hasgal ereailegepnape.n
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- (1 Test'01: Starting the system

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

2rror message.

Procedure:

G. Wait for the instrument ta get ready after initialization

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

I.  Check the UPS.

1. Switch on the MISPA NANO 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

= =5 [ 7%

Follow instructions provided for the error message

Acceptance eriteria: System to display READY status

PARAMETER ‘/Pé FAIL

Parameter values for verification: "READY" on Status Area

pr UTTAM KUMWAR SAHA. PRI
Cansaltant Bla-Chems?

Tt ant Diagnostic Sery: =

2opy: (1#vin s Chawmohani, M R F tan

AGAPPE ODIAGNOSTICS LTD. sownams s sasns i el 5 WL o B

CORFIAKTE DS FILL § REACEMT PLANT ETREPMERT FLART KOLEATA OTFICE
Apopae s, Fettimation (POL Dl Emakolaie, Keiala - 403 G628 Il AITEI-LR. Beck Mo, 32 S1HE RS Srred| iedkridriy) Rark, A6, Mertia WL, el Wa-10, Beck 04, Saciar v,
Tk = §1 454 206 7000 | Emad; ipappedapaiplan Helbsd, Cockin, Kerale. Indie - (06721 1ol <501 854 T30 T4TT, T Lakes iy, Mg - M0G 261,
Tl w57 11 S0 0451 | [rmadl beatnas MoGagappd in
VUM [REGEISTERED OFFICE] DELEE OFFIE HHE‘HM'DJFKL
AN & 43, &£ Tlaar, lakiaph Barsiress Cenre, 019, DSM 550, 5 Tioar, CLF Tawer. Shiall Marg, §efa, 117 Flisnr, R Craed @hurvan, M Raie Conrse fnad,
“il]‘fb:ld.Plrsrﬂlm.mﬂmﬂ.w-imljﬁ.lﬂl s D - 1000 005, et : Ervpakare - S84 00, ek o5 B U0 Rs
Tt =i 22 3002500 | Emalt anbaslTKefmpnpen Tei:+51 1L 6558 34161 Enal selhislicedegopein Lreans bnia bt pogting agnee i
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e )
. 1“ . Test 02: Daily Maintenance
Purpose: To clean appropriate modules so as per the daily malntenance protocol

Method:

Refor detailed procedure for Daily Maintenance

S No. | Activity Done by Date
01 | Empty waste container Bhg:{::;gzee 28/DEC/2017
| 02 | check wash solutions Bh:f:;:;':;ee 28/DEC/2017
ns_ Clleck system w:m-:r_ Bh:;:l:;:;e 28/DEC/2017
04 | Check Reagents Bhg;l;:;:ifjee 28/DEC/2017
05 | Clean Reagent Block ah;:tl._:.i;zi:jee 28/DEC/2017
06 | Clean out side area Bhg;zii:ﬁw 28/DEC/2017
a7 t{:::t:rurgg Iglz:s_l :;nd remove outdated and gh::tgi ; :rrj-ee 28/DEC/2017
08 | Check main menu screen Bhsz:iigirj'ee 28/DEC/2017
09 | Perform Quality Control Dbt 28/DEC/2017
Bhattacharjee

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

PARAMETER \y{ FAIL

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

U llre beee {dte
Dr UTTAM KUMAR SAHA, PR
Cunmsultant Bio-Chemi;t
Froat ot Dlagnostie Serv o
re (HH s Chawmohani, M g a0

AGAPPE DIAGNOSTICS LTI, 150500005 1650 s st $iofumassmensa

CORPORLTE IFFEL f BEALIRT PLANT EQUIPRENT PLENT LEAT 4 D FICE

ppe Nl Raltine aiige (P, B e bam, Kasala - 883 462 ndia. /53508, Bock Mo 32, RIHF RA Sma | Inchesirial Peric, A6, Merhia Bair, Pob Mo-10. Bock: DM Secier V.
;#-g[qlimmmumdl g [y haAppe Medad, Cochim, Keraz, Indz- 636 721, Tel: =9 S84 276 477, Sak Lake Chy, Kodkatz - 203091,
Tk #3011 4001 3451 | Emalt kolafasodagappe b
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sahar Food, Pacsimsda, deddhen [Faet], Berthed - 400 095, 1k oy Gedd » 30 0I5, indiz Bangalor - 550 000 Tak +38 B 208 ERE
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; i‘: IQ Eallbratlnn of the system

1 SERFET AT

Purpm;e. To calibrate the system

Procedure:
S5No | Activity Done By Date
i Debashis =
01 i i 28/DEC
) Preparation of the cal material Bhattacharjee T ;"-2?1-?
02 Pen_‘fnrn‘_iing Calihrat'lm_l with Dehashis‘ 28/DEC/2017
calibration programming screen Bhattacharjee

Acceptance criteria: Calibration data shows concordance OD values in triplicate measurement

PARAMETER P FAIL
Parameter values for verification : No error message in the printout
Test 04: QC check

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

Procedure:
5 No. 1 Activity Done E:'gr Date
| 01 | Preparing Biochemistry control material Bhgti:f:::::;ee 28/DEC/2017
02 | Creating QC file Bh:;:ia';zee 28/DEC/2017
03 | QC sample programming and analysis Bh :&:2::;% 28/DEC/2017

Acceptance criteria: QC results within specified limits mentioned on the control product insert

PARAMETER JAS/E: FAIL

Parameter values for verification: QC values within * 25D

for UTTaM KUMAR S4HA, PRT
Cansiftant Bio-Chamis!

Tt gnt Diagnostic Serv: =

e Qi e Chawmohani, @ ©13.

AGAPPE DIAGNOSTICS LTI, 1599001208 [EK 150 1348520 teumusy |08 | umouuitid s

CORSORATE OFFICE f RERGERT FLART EiPRENT PLANT ROLEATAUEFICE
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)5: Reproducibility Check
- L0 Purpose: To check the reproducibility of instrument
S No. | Activity Done By Date

01 Preparing control material/ sample | Debashis Bhattacharjee | 28/DEC/2017

02 Running triplicates Debashis Bhattacharjee | 28/DEC/2017

Acceptance criteria: Results CV within specified limits

PARAMETER fﬁ’{ FAIL

Parameter values for verification: CWV% within the limits

Test 06: Sample programming and Analysis

Purpose: To run the samples

Procedure:
5 No. Activit'{ - Done By “ Date
o1 | Prep_a ring and_P:_'i::j:Eﬁing of samples Bhgftgzz:i:jee 28/ DE?}' rzi]_l?_
02 | Programming samples Bhﬁg:;ﬁﬁ“ 28/DEC/2017
03 Aspirating the samples Ehgtett;:;r;irsjee 28/DEC/2017
04 Viewing san'_mles in process Bhgftt;:;:ir?ee 28/DEC/2017
05 Review results: Monitoring results Bhgftziazirsjee 28/ DECIZIJ_'l_?_

Acceptance criteria: Samples Analysis without any error
PARAMETER _\P}éﬁ FAIL

Parameter values for verification: Sample analysis without any error Urpee 'bvw— O

o UTTAM KUMAR SAHA. PRI
Cangaltani Bio-Chemisr

Tnatgnt Diagnostic Sery -

At (WHie Chawmohani, M R & . .
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Tid; <0 32 4005 051 | Errpd: keleaHenifoe R pdsin
WRNEAIREGISFERED OFFICE] DELE] OFFILE . MW“LMIJFFIII
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Test 07: Shut down

Purpose: To shut down the system

Procedure:
5 No. | Activity Done By Date
" . Debashis
P t d
01 reparing the system for shut down ehiattseharien 28/DEC/2017
02 Following the on screen instructions Bhgftt;ishgtrsjee 28/DECS2017
3 3 Debashis
02 | Switch off the instrument when prompted Bhattacharjee 28/DEC/2017

Acceptance criteria: Shut down without any error

PARAMETER yé- FAIL

Parameter values for verification: Shut down without any error

IX. OPERATIONAL PROCEDURE

Certificate of Trainin

4. Technician Training

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

categories for the system described in this Dperational Qualification.

S No. | Training program Initials 'k Date

1 | Instrument Setup C{W i f 12 f (Al
2 | System Operation @;"— ‘1.3?’ IJ‘; l?—l

3 Basic trouble shooting and Maintenance @/ Q_g f ﬂLf |3
Br UTTAM KUMAR SAHA, BnD

Cansuitant Big-Chemig?
Tastanr Dragnnst!t ‘Eﬂr'l.-l an
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5. Dperator Training

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

proper usage of the system. Training focused on the basic operation and maintenance of the

systom.

5 No. Operators Department Initials Date
\

o ndy bes- wm’&g R e
0% | fpama &w.oj’a- P@ﬁﬂe}m- \E‘%/ 101y

UM s e L

Dr UTTAM KUMAR SAHA, PR
Carnsultant Bio-Chemis?
Tsist got hagnostic Seryr -a:
*rp (im Chawmohani, M R B

AGAPPE DIAGNOSTICS LTD. oo oosondeGilier a8 vbatibdiossecosas
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X. COMMENTS

fe UTTAM KUMAR S&4HA. PRI
Consulfant Bio-Chem;*

Taat 3ot Dhagnoste Sery A

w0 s Chawmohani, MR ¥y

AGAPPE DIAGNOSTICS LTLI. /5090005 e 50 1t A e R s fosencansats
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Xl. SYSTEM CERTIFICATION

AGAPPCE

study data has determined that the system described in this document either meets all

criteria outline in this Operational Qualification Protocol, or 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 : Dehashis Bhattacharjee

Designation : Manager - Customer Service Signature ./ﬂ(}

Company : AGAPPE DIAGNOSTICS LTD. Date : 28/DEC/2017

Customer Authorizations: INSTANT DIAGN OSTIC SERVICES, KRISHNANAGAR ROAD, POST

OFFICE CHOWMONI, AGARTALA.

Mame - f\]'u_]ﬁ”ﬂ ek -
ﬁM

Designation @

Signature

Title : OPERATIONAL QUALIFICATION Date : 28/DEC/2017

Ul ore Ve {dan
P UTTaM KUMAR SARA,. &8l
Cunsuffant Bio-Chamis?
Tastant Dragnostic Servy =
S d Orvle Chawmohani, M B #yaq
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PERFORMANCE QUALIFICATION

For
FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA NANO

AGAPPE DIAGNOSTICS LTD.

D UTTAM KUMAR SAHA. PH[
Cumgultant Bio-Chamist
Trat ang Dragnostie Serys o
e (e Chawmohani, @ B @3,

AGAPPE DIAGNOSTICS LT, 509000065 s deslsiwinmos i) dusiemensoimiiiss

COAPOEATE DFFICE S REAGLNT PLAKT ENUIPNENT PLANT KOLEATA CFFICE
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,ﬂm%éﬁawm OF THE PERFORMANCE QUALIFICATION PROCEDURE

| BRETERL (e ) H
T j il ATES

Both INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE

CHOWMONI, AGARTALA and AGAPPE DIAGNOSTICS LTD are jointly responsible for the

installation of MISPA MNAND with serial number WN-76106843 at “Instant Diagnostic

Services, Krishnanagar Road, Post Office Chowmoni, Agartala” as per the attached

PERFORMANCE Qualification protocol,

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

MName :  Deba 5h|5 Bhattacharjee

Company : AGAPPE DIAGNOSTICS LTD.

Designation :  Manager - Customer >ervice

Signature : ﬂﬂ; "
£

Date : 28/DEC/2017

Validation Team from INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE

CHOWMONI, AGARTALA .
& e O
Name |+ Mu&lﬁ Ded .
Designation | : ‘TJM

Customer Authorizations:

Name : b&- '{Mﬂm M‘

Title : PERFORMAMNCE QUALIFICATION

Site Lab

5 W
Depa rtment | : .ﬁ,{p i

Signature :

| Date : 28/DEC/2017

. U bharve Lineen it
Signature 5

Date + 28/DEC/2017
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" VI.INSTRUCTIONS

3. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the
specific data as outlined in the Performance Qualification. Each result will be noted

and dated.

4. The concerned employees of INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR
ROAD, POST OFFICE CHOWMONI, AGARTALA  will verify each result and sign in each

page. The member of the validation team will carry this out.

5. 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
prablems will also be noted in the COMMENTS section, and must be resolved prior to

issuance of a SYSTEM CERTIFICATION.
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SCOPE

This Performance Qualification protocol will be performed on the MISPA NANO at INSTANT
DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST OFFICE CHOWNMORNI, AGARTALA . This
Performance protocol will define the documentation that will be used to evaluate the
instruments installation in accordance with the manufacturer's specifications and intended use,
Successful completion of this protocol will verify that the instrument identified has been
installed in accordance with the intended usage. Trained, knowledgeable personnel will perform
gualification studies. Any exceptional conditions encountered during the qualification studies
will he 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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- PERFORMANCE QUALIFICATION

0. Instrument ldentification

1. Maodel Name

2. Serial Number

: MISPA NAND
: WN-76106843

P. Fultnwing_is a list of tests to be performed and verified:

Verified Date : 28/DEC/2017

FaNary N = =] c

! :dit Test Name Test purpose Verified By and date
Debashis
01 |startup To maIIILE the equipment ready for Bhattacharjee
operation
28/DEC/2017
e Debashis
02 | Daily maintenance To clean appropriate modules Bhattacharjee
28/DEC/2017
Debashis
03 | Cell blank To check the cuvettes Bhattacharjee
28/DEC/2017
Debashis
04 | Priming Tao check the tubing's , and flow Bhattacharjee
28/DEC/2017
Debashis
05 | Auto gain ;Eﬁ:ﬂii:;eﬁz::::ﬁe and Bhattacharjee
28/DECS2017
Debashis
6 | Calibration To calibrate the system Bhattacharjee
28/DEC/2017
To confirm that the system and Debashis
07 | OC check reagents are acceptable and Bhattacharjee
working within specifications 2B/DEC/2017
Debashis |
08 | Reproducibility check T[E:I, P;:]c W EhEpretision Bhattacharjee E
28/DEC/2017

AGAPPE DIAGNOSTICS LTDO.
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Debashis
P 5ample programming | . = oo camiples Bhattacharjee
‘and Analysis 28/DEC/2017
Debashis
fg |Shurdown To shut down the system Bhattacharjee
procedure 28/DEC/2017

Dr UTTAM KUMAR S&HA, PRD
Consultant Bro-Chemis®
It ant Diagnostic Serve @

cre, (Y0 Chawmphani, MR © -
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7. Operator Training

The users responsible for the operation of this equipment have been trained in the
proper usage of the system. Training focused on the basic operation and maintenance of the

system.

5No. | Operators Department Initials ‘\ Date

o, Mfzﬂnr bt %fﬁmﬁ"‘? Ca:l/ m@"[lllf:}—
D2 A-FM ﬁmymﬂ P&mﬁ% v@ﬁﬁ; %

e
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IX. COMMENTS
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X. SYSTEM CERTIFICATION

Study data has determined that the system described in this document either meets all
criteria outline 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.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : Debashis Bhattacharjee
Designation  : Manager - Customer Service Signature - %j}
Company : AGAPPE DIAGMNOSTICS LTD, Date : 28/DEC/2017

Customer Authorizations: INSTANT DIAGNOSTIC SERVICES, KRISHNANAGAR ROAD, POST
OFFICE CHOWMOMI, AGARTALA.

Name : "Jw"‘{ Peto .

-b »
Designation : 71 eobmnsians Signature

Title : PERFORMANCE QUALIFICATION Date : 28/DEC/2017

Dr UTTAM KUMAR SAHA, PR
Camsuitant Bro-Chemisi

[;1 “Hant iagnostic Seryr o
seo (1rri e Chnwmohani, M B G

In...-rrau “eigery (W), Bus - dhaals
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" Test 01: Starting the system

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

ErPOr message.

Procedure:

¥Il. Wait for the instrument to get ready after initialization

X1 Check the room temperature and switch on the Air Conditioner

XIV. Check the UPS.

XV. Switch on the MISPA NANO by pressing the main switch, then switch on the computer

and then the system power

AT Double click the analyzer icon to initialize the system software

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

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

KX, Follow instructions provided for the error message

Acceptance criteria: System to display READY status

PARAMETER 75 FAIL

Parameter values for verification: "READY"” on Status Area

Br UTTAM KUMAR SAHA, Ph*
Consulfant Bio-Chemiy e
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- 7 Test02: Daily Maintenance

Purpose: To clean appropriate modules so as per the daily maintenance protocol
Method:

Refer detailed procedure for Daily Maintenance

S Mo. | Activity Done by Date

: Debashis 28/DEC/201

01 Empty waste container Bhattacharjee 2

i DEC
0?2 | Check Wash solutions DEhashlsf 2B/0EC/201

Bhattacharjee 7
Debashis 28/DEC/201

03 Check system water Bhattacharjee +
Debashis 28/DEC/201

k R

G | LheekBosmnbis Bhattacharjee 7

Debashis 28/DEC/201
os | d Reagent Block

a2l Bhattacharjee 7
! Debashis 28/DEC/201

06 | Clean out side area Bhattacharjee S
a7 Load supplies and remove outdated and Debashis 28/DEC/201

empty reagents Bhattacharjee 7
: Debashis 28/DEC/201

08 | Check main menu screen _ Shmttacharie 7
2 Debashis 28/DEC/201

09 | Perform Guality Control Bhattacharjee 7

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

PARAMETER %{ FAIL

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

Ubreer {
Dr UTTAM KUMAR SAHA. PR
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- ' Test'03: Cell Blank

Purpose: To check the cuvette blank OD at different wavelength

Procedure:
S No. | Activity Done By Date
Checking the Cell blank _ i gi:iii:r;ee IE,.-’DEEIE;]H_
340 nm Eh:;::i';';ee 28/D EC,.-’ED].?_-
405 nm | | Ehzﬁzzi};ﬁ o | 28/DEC/2017
450 nm Bhra}ftI;ihShairSjee 28/DEC/2017
01 | 510nm Bhgft:iﬁ;ﬁee 28/DEC/2017
546 nm Bhgﬁgii’;ﬁﬂ 28/DEC/2017
578 nm Ehg&g:iﬁ;ﬂ 28/DEC/2017
630 nm . Eh:ﬁ:zmﬁec 28/DEC/2017
670 nm Bhg;';if:;‘:}ﬂ 28/DEC/2017

Acceptance criteria:

s No error Messages displayed

= Al Cuvettes should show acceptance

PARAMETER ﬁ. FAIL

Parameter values for verification: No Error Messages
br e e { i
Can sultant Bro- Chemigt
Tenik ging Dragn.ﬂgt,t Carie o
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" Test04: Priming

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

S No | Activity Done By Date !
01 Do wash using the maintenance screen Debashis 28/DEC/2017
Bhattacharjee
Acceptance criteria:

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

& Al the dilutor working well without air bubbles /[ leakage

PARAMETER f)ﬁf FAIL

Parameter values for verification: Mo Error Messages

Test 05: Auto gain

Purpose: To Check the photometry system

Procedure:
S No. | Activity Done By Date
Debashis
i :
01 Performing the filter OD checking chirrschation 28/DEC/2017

Acceptance criteria: Data shows OD values in the acceptable range

PARAMETER ya/ FAIL

Parameter values for verification : Mo error message Ui~ PRSI
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.. Test06: Calibration of the system

Purpose: To calibrate the system

NG AP

Procedure:
5 No. | Activity Done By Date
_ Debashis
01 Freparation of th | x
i reparation of the cal material Bhattacharjee 28/DEC/2017
Performing Calibration with calibration Debashis
o programming screen Bhattacharjee e

*Traceability of the calibrator used is attached

Acceptance criteria: Calibration data shows concordance OD values in triplicate measurement

PARAMETER 98/5‘ FAIL

Parameter values for verification : Mo error message in the printout

Test 07: QC check

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

within specifications for each assay used.

Procedure;
5 No. | Activity Done By Date

01 | Preparing Biochemistry control material Debass 28/DEC/2017

¥ Bhattacharjee

. Debashis

0z Creating QC file Bhattachariss 28/DEC/2017
03 | QCsample programming and analysis D e 28/DEC/2017

Bhattacharjee
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s

- 4 & -y
] 4 L
.'.
A %F:E oriterizs OC results within specified limits

AGAPIPCE

mentioned an the control product insert

" PARAMETER gpﬁ/ FAIL
Parameter walues for verification:  QC values within £ 25D
Test 08: Reproducibility Check
Purpose: To check the reproducibility of instrument
[
S No. | Activity Done By Date
] Debashi
01 | Preparing control material/ sample Bha;ac;l:rsjee 28/DEC/2017
02 Running triplicates DEbashis 28/DEC/2017
B 1np Bhattacharjes
Acceptance criteria: Results CV within specified limits
PARAMETER P FAIL
Parameter values for verification: CV% within the limits
Test 09: Sample programming and Analysis
Purpose: To run the samples
Procedure:
S No. | Activity Done By Date
01 Preparing and Processing of samples Debashis 28/DEC/201
Ehattacharjee )
02 Programming samples Debashis 28/DEC/201
Bhattacharjee 7
03 Aspirating the samples Debashis 28/DEC/201
Bhattacharjee 7
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NAGAIPIPPCS

: {é | Viewing samples in process Debashis 28/DEC/201

Bhattacharjee 7
05 REwEw results: Monitoring results Debashis 28/DEC/201
Bhattacharjee 7

Acreptance criteria: Samples Analysis without any error

PARAMETER ‘Fﬁgg FAIL

Parameter values for verification: Sample analysis without any error

Test 10: Shut down

Purpose: To shut down the system

Procedure:
S No. | Activity Done By Date
; Debashis 28/DEC/201
1 for shut

4] Preparing the system for shut down Hhsitnchiarien -

201
02 | Following the on screen instructions DEbaﬁhi% 254020

Bhattacharjee 7
. : Debashis 28/DEC/201

02 | Switch off the instrument when prompted Bhattacharjee 2

Acceptance criteria: Shut down without any error
PARAMETER yiﬁ FAIL

Parameter values for verification:  Shut down without any error

Dr UTTAM KUMAR SARA, B0
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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.

5 No. | Training program Inltiali Date

1. | Instrument Setup (jbiﬁ//ﬁlg{ Tl'f -

2. | System Operation @/' ‘l-g( 12 l 13-
3. | Basic trouble shaoting and Maintenance @:L'— '1?!‘ ll'f (g

N

DHece U (-
= UTTAM KUMAR SAMA. oaD
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