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I. APPROVAL OF THE INSTALLATION QUALIFICATION PROCE

Both LIFE WELL DIAGNOSTICS LAJPAT NAGAR and AGAPPE DIAG

responsible for the installation of MISPA CXL PRO PLUS with serial nu

LIFE WELL DIAGNOSTICS LAJPAT NAGAR as per the attached Installatio

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS

JRE

O

».

AP

TICS LTD are jointly
dr [22T240PCS0144K at

Qualification protocol.

Validation Team from LIFE WELL DIAGNOSTICS LAJPAT NAG

| {/ 3 / ; \,

: = W o] "?
Name Anil Kumar Signatfire : (\\-’f i)
Title : | Manager Customer Service Date ‘ Qe “] na22 o
Company AGAPPE DIAGNOSTICS LTD. |

I e
Name ABHISHE k Signathre : JW
[ | |
Designation Sv Breankin Date | |/ *9) Py
Department LAR ‘ 1

Customer Authorizations:

e+ N8l

Title : INSTALLATION QUALIFICATION Signature

Site @ A@ M n 8&@ Date

AGAPPE DIAGNOSTICS LTD. 15090012015 |ENIS0134852016

CORPORATE OFFICE / REAGENT PLANT

Agappe Hills, Pattimattom (PD), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park,

Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

EQUIPMENT PLANT
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELH! OFFICE

DSM 540, 5" Floor, DLF Tower, Shivaji Marg.

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

l
|
{
\
FHI COMPANY | CIN : U24239MH1998PLC115413

| | KOLKATA OFFICE

406, Merlin Matrix, Plot No-10, Block-DN, Sector V,

Salt Lake|City, Kolkata - 700 091.

| || Tel:+9133.4003 0451 | Emai: kolkattaoffice@@agappe.in

BANGALORE OFFICE

S-6, 1" Floor, Red Cross Bhavan. No:26 Race Course Road,
Bangalorp - 560 001. Tel: +91 80 2228 8288

Email: bangaloreoffice@agappe.in

AR 0
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SURGING INNOVATION

SFREGESINSTRUCTIONS

p— —

1. An authorized AGAPPE DIAGNOSTICS LTD. representative W L heck and enter the
specific data as outlined in the Installation Qualification. E ‘I' result will be noted

and dated.

2. The concerned employees of LIFE WELL DIAGNOSTICS LAJP. LAGAR will verify

each result and sign in each page. The member of the valid T team will carry this

out. 1

resolution to such

3. ALL deviations from the acceptance criteria detailed in this d | Lent will be noted in
the COMMENTS section at the end of the IQ protocol. “
t

be resolved prior to

oy

problems will also be noted in the COMMENTS section, and n

issuance of a SYSTEM CERTIFICATION.

AGAPPE DIAGNOSTICS LTD. 50901:2015 | ENIS013485:2016 CERIIFIEDCOMPANY | CIN : U24239MHI998PLCIISA13

| || [coLkaTA DFFICE

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT
Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, 6, Merlin Matrix. Plot No-10, Blo(k DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. It Lake City, Kolkata - 700 09
‘el: +91 33 4003 0451 | Email: kolkanaofmemgapm in
MUMBAI [Rf.GISTERED OFFICE] DELHI OFFICE | NGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, -6, II" Fidor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. I lorej- 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 Iulleman delhioffice@agappe.in ‘ Email: bangaloreoffice@agappe.in
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AL INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative will he¢ enter the
specific data as outlined in the Instiéﬁation Qualification. Eactfiiésult will be noted
and dated. | :

2. The concerned employees of LIFE WELL DIAGNOSTICS LA.IPA IL will verify
each result and sign in each page. The member of the vaudat  telam will carry this

out.

3. ALL deviations from the acceptance criteria detailed in this dor ; vﬂ be noted in
the COMMENTS section at the ergél of the 1Q protocol. sol ! ion to such
problems will also be noted in the CQMMENTS section, and musk reic»lved prior to

issuance of a SYSTEM CERTIFICATION.

AGAPPE DIAGNOSTICS LT, 15090012015 (N150134852016 T —

CORPORATE OFFICE / REAGE EQUIPMENT PLANT
A?l "mm'w«m st Ernalariam, Kerala <683 562, India. X/WRE-LB, Block No. &&awm&;ﬁm’m m%:g‘,"s‘imm,m V.
Eunail, EAPRLAGADE It settad, Cochin, Keralt fkafkata -
TR g i (3 3451 § Emaid: kolkattaofficedugappe.in
MUMBAI {REGISTERED DFFICE] DELHE OFFICE ;
‘Flaor, Jaisingh Business Lantre, DS 540, 5" Floor, BUF Tower, Shivaii Marg. toot. Red Cross Bhavan, Ned6 Race Cwese Ruad,
m‘&“ ot Dedi e it . - 40,001, Tek: <91 50 2228 338
Tek +91 22 300 8000 | Email: npditeeotficeagappe in

Andhen (€3¢1), Mambial Hew Delhi - 410 015,
mm‘.ﬁ?:* . Tel: +91 11,4558 8416 Enaik. Selhiotticesiagappe o
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IV. INSTALLATION QUALIFICATION

A. Instrument ldentification

1. Model Name

2. Serial Number

Verified Date
: MISPA CXL PRO PLUS

: 22T240PCS0144K

B. Following is a list of accessories /consumables verified:

(CAPRPIPC

AGAPPE DIAGNOSTICS LTD. 50901:2015 |ENIS0 134852016 CE

CORPORATE OFFICE / REAGENT PLANT
Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: +#9122 4300 8000 | Email: mumbaioffice@agappe.in

EQUIPMENT PLANT
X/588-CB, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

DSM 540, 5" Floor, DLF Tower, Shivaji Marg.

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

ek +9133 4
ORE

S No. Component (';'::/7“":) Verifigd By Comments
01 Analyzer Main unit %& Anil Kumar Mc/
02 Computer U%@ Anil Kumar Q-
03 Printer v > Anil Kumar ‘ 0
04 Connector cable %Jb Anil Kumar oM
05 Power cord \Jﬁrb\ Anil Kumar | ; VLC/
06 Waste can %A Anil Kumar || ‘ AL
07 Water can %A Anil Kumar |} ﬁ Al
08 Water connector tube &(b Anil Kumar ‘ n e
09 Waste connector tube S\A | Anil Kumar i VD&Q-/
10 Probe assembly <‘*LU\ Anil Kumar || T\ e
11 Mixer assembly @JX Anil Kumar || J ) k/
12 Reagent tray QA Anil Kumar | |/ G/L
13 Cuvette blocks (ﬁ)(\/; Anil Kumar || } m
14 Reagent bottles \Uké Anil Kumar || } o'fg
( I |

CIN : U24239MH1998PLC115413

ICE

MPANY

L KATA OF
, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Lake City]

Kolkata - 700 091.
3 0451 | Email: kolkattaoffice@agappe.in

1CE

| [S+q, 1™ Floor [Red Cross Bhavan, No:26 Race Course Road,

Bafgalore - 560 00L. Tel: +91 80 2228 8288
il: bangaloreoffice@agappe.in

PA R
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SURGING INNON

SERVING o ’ ‘
C. Installation Checks
Purpose: To make sure that the instrument is received with all th ‘m ajor jomponents
necessary for operation |
|
S No. Component (Yes/No) Verifl ‘ By Comments
1 Major components and accessories Anil K
are present ;“'b ‘ bl
5 There is no physical damage to the ké‘t/) Anil Ku ‘ bfhe_/
components il
N, Anil Kumj
3 Ambient temperature is availabl
i AP 1 ol
4 Instrument is installed in the table N Anil K T
leveled properly %‘D 1 o
5 Power supply is correct 7\‘)40 S | (j’(£,
6 Electric connections are tight, U Anil K r vt
I |
weatherproof & earthed ﬂ'u) [
; Analyzer unit installed as per the \) AnilK
manufacturers recommendations M | | 6{
Summary: |

The information is recorded against each data and the deviations

explained properly.

Acceptance criteria:

PARAMETER PASS

AGAPPE DIAGNOSTICS LTD.

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT

Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India.

Tel: + 91484 286 7000 | Email:

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

FAIL

X/588-CB, Block No. 32, KINFRA Small Industrial Park,

150 9001:2015 | EN IS0 13485:2016 CE

pe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India.

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

DSM 540, 5" Floor, DLF Tower, Shivaji Marg.
Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

|
‘a;r y is justified /
|
1
4
|

: “ COMPANY | CIN : U24239MH1998PLC115413

‘uouun FICE

1406, Merlin| Matrix, Plot No-10, Block-DN, Sector V,
|dalt Lake City, Kolkata - 700 091.

\‘1elz +91 33 4003 0451 | Email: kolkattaoffice@agappe.in

|BANGALORE OFFICE

14-6. 11" Flogr, Red Cross Bhavan, No:26 Race Course Road,
| Bangalore 1560 001. Tel: +91 80 2228 8288

| §mail: bangaloreoffice@agappe.in
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CELEBRATING

A

SURGING INNOVATTON
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D. Instrument Installation

Date of Installation  :20/11/2022

Installed by : Anil Kumar

S No. | Parameter Done by } Comments
01 | Installation of the main unit Anil Kumar } ol
02 Installation of the computer system Anil Kumar 1 | (3’((
03 | Installation of the printer Anil Kmnar | | @«((
04 Connecting the waste tubing Anil Kumar | \ @;’((
05 | Connecting the system water tubing | Anil Kumar | ‘ ok
06 Installing the reagent tray Anil Kumar |l GK
07 Installation of the probe Anil Kumar \ <
08 Installation of the mixer Anil Kumar ‘ ;K
09 Installing the cuvettes Anil Kumar ‘ : ' C_

Acceptance criteria: System should be “Ready” after daily maintenance ‘th put any error
|
PARAMETER PASS FAIL ‘

Parameter values for verification: System found “Ready” after daily mai i rJ.ance

AGAPPE DIAGNOSTICS LTD. 15090012015 | EN 150 13485:2016 CE COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT : TA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, g X L::mcl;t:kg'l;} l:iot ;&lgb:ilock-un, Sector V,

ki il: agappe@agappe.i Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. X e - "
TR S e 3 : +91 33 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE . ALORE DFFICE
401& 402[. 4" Floor, Jaisingh B!vsiness Centre, 119, DSM 540, 5 Floor, DLF Tower, Shivaji Marg. ' ‘ . I Floor| Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. ‘ lore - 001. Tel: +91 80 2228 8288

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +#91 11 4558 8416 | Email: delhioffice@agappe.in ‘ njail: bangaloreoffice@agappe.in
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FING IRWOW
RVING MANE

E. Cell Blank

Purpose: To check the cuvette blank OD at different wavelength

Procedure:
S No. Activity Done By | | Pate
01 | Checking the Cell blank | AAnil Kumar 2 1) 26 21
02 |340nm A s % h\rarL
03 |380nm sing] Kymir ISP R
04 405 him Anil Kumar 1y b“"\f
05 | 450nm R 2 bory
06 |480nm Al Kamar ) Y ISPHYY
07 | 505nm SR D hiv
08 546 hi Anil Kumar I " )% e
09 | 570nm S ; PR
10 | 600 nm Anil Kumar I n,)’w/
11 | 660nm Aail Kymer %/, ’,,, L
12 700 nm Anil Kumar | Vcl')')oM,-
13 | 750 or 800 nm e | y;‘,l\m%

Acceptance criteria:

e No error Messages displayed

e All Cuvettes should show acceptance
PARAMETER PASS FAIL

Parameter values for verification: No Error Messages

AGAPPE DIAGNOSTICS LTD. 1509001:2015 |EN IS0 13485:2016 CERT D COMPANY]| CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT :DLKATA OFFICE
Agappe Hills, P (PO), Dist. Er Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, ¥6, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. S4it Lake City, Kolkata - 700 091.
Tel: +91 33 4D03 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELH! OFFICE BANGAL OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, S-p. 11" Flood, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - $60 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in | | Email: bangdloreoffice@agappe.in
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F. Priming

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

S No Activity Done By

01 Do wash using the maintenance screen Anil Kumar

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. 1509001:2015 |ENIS0 134852016 CERTI

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT .

Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park,

Tel: + 91484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel; +91 484 276 7477.
MUMBAI [REGISTERED OFFICE] DELH! OFF IfE i

401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg.

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. - : _

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

PANY | CIN : U24239MH1998PLC115413

KATA OFRICE
, Merlin Matrix, Plot No-10, Block-DN, Sector V,
If Lake City, Kolkata - 700 091.
+9133 40D3 0451 | Email: kolkattaoffice@agappe.in

GALORE OFFICE

11 Floor, Red Cross Bhavan, No:26 Race Course Road,
galore - 001. Tel: +91 80 2228 8288

il: bangalgreoffice@agappe.in
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V. COMMENTS

AGAPPE DIAGNOSTICS LTD. 15090012015 |ENIS0 134852016 COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT KPLKATA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-C8, Block No. 32, KINFRA Small Industrial Park. \ap6, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. 53lt Lake City, Kolkata - 700 091.
: +91 33 4003 0451 | Email: kolkattaoffice@agappe.in
[REGISTERED OFFICE] DELHI OFFICE NGALORE OFFICE
401 & 402, 4" Fioor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg. 6. 11 Floof, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. ore - 560 001. Tel: +91 80 2228 8288

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@dagappe.in il: loreoffice@agappe.in
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|
VI. SYSTEM CERTIFICATION ’

—
P

Study data has determined that the system described in this dooﬁ Fnt either meets all

criteria outline in this Installation Qualification Protocol, or exceptiona Tditicms have been
a

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

The system is ready for Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

VN
Name : Anil Kumar [ \ON\e ; }

Designation : Manager Customer Service
Signature

Company : AGAPPE DIAGNOSTICS LTD. Date

—a
(o)
\D
7
P
P

Customer Authorizations: LIFE WELL DIAGNOSTICS LAJPAT NAGAR

Name : ABHISHEle y

/
Designation : Sw  $rearbec- Signature
Title : INSTALLATION QUALIFICATION Date

AGAPPE DIAGNOSTICS LTD. 509001:2015 |ENIS0 134852016 CEF

CIN : U24239MH1998PLC115413

ORPORA REAGENT PLANT EQUIPMENT PLANT ; g X FICE
:gappe ui‘ll: mttom (P0), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small lgdlustnal Par;nn _— 'l.ake cil\lai:crnilta lt’;ot ;‘&l& :;lock-DN. Sector V,
i ia - 721.Tel: +91 484 A Sa 5
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel B e e i Renoe
DELHI OFFICE NGeI.OﬁE OFFICE
f&'ﬂwfﬂmﬁggﬁmm Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg. : || Floor Red crosslnhavan No: Mslzlgcse Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. Bangalore - 560 001. Telk: +91 80 2228

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in ail: bangaloreofficed@agappe.in

rOUR BEST PARTNER IN DIAGNOSTICS
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A"mlf\
SURGING INNOQWVATTON
SERVING RLARRINID

/APIIPC

OPERATIONAL QUALIFICATION

For | ‘

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER

MODEL : MISPA CXL PRO PLUS

AGAPPE DIAGNOSTICS LTD.

ADL/DO/SER/IOP/0085/22-23 5

AGAPPE DIAGNOSTICS LTD. 150901:2015 |ENISO13485:2016 CER PANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANY EQUIPMENT PLANT \TA OFFICE
Agappe Hills, Pattimattom (PO). Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, , Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Lake City, Kolkata - 700 091.
: +91 33 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE [ INGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg. I L F Red Cross Bhavan, No:26 Race Course Road,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. lore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhiofficeagappe.in [ il: hangaloreoffice@agappe.in
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AGAPPE DIAGNOSTICS LTD). 509001:2015 |ENISO 134852016 CERTI

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT

Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park,

Tel: + 91 484 286 7000 | Email: agappec@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.
MUMBAI [REGISTERED OFFICE] DELHI OFFICE

401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5* Floor, DLF Tower, Shivaji Marg,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India.

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in
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I. APPROVAL OF THE OPERATIONAL QUALIFICATION PROCEDURE
| Wl
“
Both LIFE WELL DIAGNOSTICS LAJPAT NAGAR and AGAPPE DIA ‘ STIC!

responsible for the installation of MISPA CXL PRO PLUS with serial nunib

ar 221

S LTD. are jointly
[240PCS0144K at

1
LIFE WELL DIAGNOSTICS LAJPAT NAGAR as per the attached OPEI} TIONAL QUALIFICATION
protocol. ( |
|| K-
:' | ‘ j'—'v’/ : : ‘v‘-,\
Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD. " “/ <\
il \
Y Name : ‘ Anil Kumar Signature , | \M\ \LM, =
| | il |
Designation :  Manager Customer Service Date . 1l
{1222
| Company : | AGAPPE DIAGNOSTICS LTD. ‘

Validation Team from LIFE WELL DIAGNOSTICS LAJPAT NAGAR v L

. 111 I 2
Name P ABHIHEIR | Signature : | | MW’
Designation : [ Date { | ; ’
Department : tod . | ""”v’/

Customer Authorizations:

/1so

<

Name : AblicheK wellf
7 .
N |
~ |
Title : OPERATIONAL QUALIFICATION Signature ”
il
Site  : Date 017 ‘
I |
AGAPPE DIAGNOSTICS LTD. 50901:2015 |ENIS0 134852016 tERTlFlI
CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT ii ‘
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, |
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. f‘! {
MUMBAI [REGISTERED OFFICE] DELHI OFFICE ';
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5° Floor, DLF Tower, Shivaji Marg. |
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. 2 : |
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: dethioffice@agappe.in |

PANY |

|
TA OFFIl
Merlin M3
ake City,
£ 49133400

CIN : U24239MH1998PLC115413

CE

jtrix, Plot No-10, Block-DN, Sector V,
Kolkata - 700 091.

3 0451 | Email: kolkattaoffice@agappe.in

LORE OFFICE

6.1 Floor. §
lore - 561
! I: bangalol

ed Cross Bhavan, No:26 Race Course Road,
D 001. Tel: +91 80 2228 8288
yeoffice@agappe.in
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Il. INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD representative 1|| check and enter the

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 d H ent will be noted in
the COMMENTS section at the end of the OQ protocol. All ﬂ blution to such problems
will also be noted in the COMMENTS section, and must be re ’ Ived prior to issuance of

a SYSTEM CERTIFICATION.

|
\
|
|
|
\
I
|
I

PANY | GIN : U24239MH1998PLC115413

AGAPPE DIAGNOSTICS LTD. 509001:2015 |ENISO 13485:2016 CERTIF

(ATA OFFICS

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT y 3
Agappe Hills, Pattimattom (P), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, D6 u:ma &la g’l‘fa l:lm ;&l& Block-DN, Sector V,

: + : agappe@agappe.i Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Lake City, a- 5 .
e e = = 9133 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE GALORE OFFICE
401 & 402.["4:" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, I* Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. jalore - 560 001. Tel: +91 80 2228 8288

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in {: bangalofeoffice@agappe.in
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AGAPPE DIAGNOSTICS LTD.

CORPORATE DFFICE / REAGENT PLANY
Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. India.
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

lll. SCOPE |

This Operational Qualification protocol will be performed on the

LIFE WELL DIAGNOSTICS LAJPAT NAGAR This Installation protocol will d

that will be used to evaluate the instruments installation in accordance

Successful completion of this pro

J

in accordance with the i

/J
RN OWVATIOMN

s
specifications and intended use. ;

instrument identified has been installed

knowledgeable personnel will perform qualification studies. Any

!

encountered during the qualification studies will be identified for review.

»
will be investigated and the appropriate course of action determine!
l

initialed and dated.

|
|
|
I
150 9001:2015 | EN IS0 13485:2016 CERTIFIE

EQUIPMENT PLANT
X/588-CB, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

DSM 540, 5* Floor, DLF Tower, Shivaji Marg,

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

6, Merlin Mat

S o

|
r

SPA CXL PRO PLUS at
e the documentation
th the manufacturer’s

Il verify that the

Y

ded| usage. Trained,

ceptional conditions
xceptional conditions

Il documents will be

PANY | CJN : U24239MH1998PLC115413

GATA OFFIC

: bangalorpoffice@agappe.in

ix, Plot No-lo Block-DN, Sector V.,
lake City, Kplkata - 700 091.
91 33 4003 0451 | Email: kolkattaoffice@agappe.in

ORE OFFICE

“ Floor, Red Cross Bhavan, No:26 Race Course Road,
lore - 560,001. Tel: +91 80 2228 8288
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IV. OPERATIONAL QUALIFICATION

A. Instrument Identification

1. Model Name

2. Serial Number

: 22T240PCS0144K

™
I !
|
| \
l | 1
|
1
. | 4
Verified Date : “ Q,-! !
1 |
: MISPA CXL PRO PLUS l
|
|

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

(= =g

Va2 2

|
Test L
0 Test Name Test purpose Vi ‘lqed By and date
= \
To make the equi I
o1 Start up o make t. e equipment ready N
for operation Tk w—
|
. : _ H L
02 Daily maintenance To clean appropriate modules g :mw
o
03 | Calibration To calibrate the system | «‘% .
T\
To confirm that the system is I [ \
04 | QCcheck calibrated and working within | Sh"‘/w\/ﬂv
. : | °
specifications | Ml
| |
05 Reproducibility To check the precision : } P\. /\ -
check [CV %] after calibration 1 2\
Al
Sample ‘ ‘ | \
06 | programming and To run the samples ‘ ﬁ'i (v\\\\'“’
Analysis 1l
Shut down | Ll <%
07 To shut down the system il q.\“\
procedure L
il |
| ‘
||
|
AGAPPE DIAGNOSTICS LTD. 1509001:2015 |ENIS013485:2016 CERTIFIHD COMPANY | [IN : U24239MHI998PLCLI5413
CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT 1 “ L TA OFF ﬁ
Agappe Hills, Pattimattom (P0), Dist. Emakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, i Merlin Mdtrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. ’ e City, Kolkata - 700 091. J 3
| i 91 33 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE A | ORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540.'5’ Floor, DLF Tower, Shivaji Marg. :‘ ' -6, Floor. Red Cross Bhavan, No:26 Race Course Road,
sahar Road, Parsiwada. Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. A : || Bangalore - 56D 00L. Tel: +91 80 2228 8288
Tel; +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in | 1: bangalareoffice@agappe.in
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Test 01: Starting the system ; ‘

Purpose: To make the instrument READY for operation

Summary: g

Instrument checks functioning of different parts of the instrument gutomatically. If there is

an error code, initialize the system and follow corrective action instructiq‘ \ rovided for the error

message. l

|
}I
Procedure: i
i
|

=

e Wait for the instrument to get ready after initialization :

|
|

i |

e Check the room temperature and switch on the Air Conditioner [ |

1

‘

e Check the UPS. | 3

e Switch on the MISPA CXL PRO PLUS by pressing the main switch, t# en|switch on the
computer and then the system power |

e Double click the analyzer icon to initialize the system software ‘| ‘

e Input the password and do as prompted, the system menu pops l‘f fstart up is finished

e If not, initialize by again after solving the error displayed ‘ i

e Follow instructions provided for the error message I ||

|

Acceptance criteria: System to display READY status [ ‘
|

PARAMETER PASS FAIL :

Parameter values for verification: “READY” on Status Area

AGAPPE DIAGNOSTICS LTD. 1509001:2015 |ENIS013485:2016 CERTIFIED (OMPANY | CIN : U24239MHI998PLC1IS413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT | OLKATA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, ‘ 406 M:rlg] Malnﬁ(, I;Iot ;l&-)l& rlotk-DN, Sector V,
3 il: agappe@agappe.i Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Salt Lake City, Kolkata - S
T e i el; 191 33 4003 0451 | Email: kolkattaoffice@agappe.in

MUMBAI [REGISTERED OFFICE] DELHI OFFICE i ORE OFFICE

401 & 40;, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5° Floor, DLF Tower, Shivaji Marg, 56,1 Floor, Red Cross Bhavan, No:26 Race Course Road,
sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. ) . _Hangalore - 560 001. Tel: +91 80 2228 8288

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in “ I: bangaloreoffice@agappe.in
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Test 02: Daily Maintenance

GAPPGCE

|
\
|
\
|
n¢e protocol

Acceptance criteria: System should be “Ready” after daily maintenance |

Purpose: To clean appropriate modules so as per the daily maintei)
Method: “
Refer detailed procedure for Daily Maintenance l
S No. | Activity Done by ; Date
01 | Empty waste container Anil Kumar | e \\\ M-
02 | Check Wash solutions Anil Kumar [§ | SN EAL Y
03 | Check system water : Anil Kumar f | 9e 1) \M,
|l
04 | Check Reagents Anil Kumar | v o
05 | Clean Reagent Block Anil Kumar l %1!‘ )W
06 | Clean out side area Anil Kumar | | 3 )o)n]w
‘
: | 0l
07 (L::stiurzzlgl:; :snd remove outdated and Anil Kumar | ; fpa,ﬂ)"/"
08 | Check main menu screen - Anil Kumar | go i1 |-
09 | Perform Quality Control Anil Kumar | 1 e 1) ) n-
ithout any error

PARAMETER PASS FAIL

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

AGAPPE DIAGNOSTICS LTD. lso900n2015|zmsomssamecemn"

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT

Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, |
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. |
MUMBAI [REGISTERED OFFICE] DELHI OFFICE L |
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, 'l
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. _ |
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

rnenance

‘i
|
U
%I

ANY

\TA OFF
lerlin Matrix, Plot No-10, Block-DN, Sector V,
ke City, Kplkata - 700 091.
:+P1 33 4003 0451 | Email: kolkattaoffice@agappe.in

LORE OFFICE
" Floor, Réd Cross Bhavan, No:26 Race Course Road,
lore - 560{001. Tel: +91 80 2228 8288
i} bangalorpoffice@agappe.in

N : U24239MH1998PLC115413
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CORPORATE OFFICE / REAGENT PLANT
Agappe Hills,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in
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Test 03: Calibration of the system

Purpose: To calibrate the system

Procedure: i It
|
SNo | Activity Done By ‘ ‘ Date
01 Preparation of the cal material Anil Kumar | \ 2.\ P 1N
Performing Calibration with i
02 i | .
calibration programming screen Auil i ][ o'\ e

Acceptance criteria: Calibration data shows concordance OD values in trig ca

PARAMETER PASS

Parameter values for verification

Test 04: QC check

Purpose: To confirm that systems, reagents and consumables are

within specifications for each assay used.

: No error message in the print

[e measurement

dceptable & working

Procedure:
S No. | Activity Done By Date
01 | Preparing Biochemistry control material Anil Kumar | | [| ge\) 2~
Il |
02 | Creating QC file Anil Kumar|f | || aeln) %
: 1 W
03 | QC sample programming and analysis Anil Kumar | | || 24 n\ w-

Acceptance criteria: QC results within specified limits mentioned on the g

PARAMETER

Parameter values for verification: QC values within + 2SD

AGAPPE DIAGNOSTICS LTD.

EQUIPMENT PLANT
X/588-CB, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. | i

(PO), Dist. Er Kerala - 683 562. India.

150 9001:2015 | EN IS0 13485:2016 CERTIFI

DELHI OFFICE

DSM 540. 5° Floor, DLF Tower, Shivaji Marg,

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhiofficec@agappe.in

FAIL || |

trol product insert

PANY | CIN : U24239MH1998PLC115413
|
\TA OFFICE
Merlin Mdtrix, Plot No-10, Block-DN, Sector V,
ake City, Kolkata - 700 091.
91 33 4003 0451 | Email: kolkattaoffice@agappe.in

ORE OFFICE

-6.]11" Floor, Red Cross Bhavan, No:26 Race Course Road,
lore - 00L1. Tel: +91 80 2228 8288

il: hangaldreoffice@agappe.in
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Test 05: Reproducibility Check

Pufpose: To check the reproducibility of instrument

ZAPPGC

S No. | Activity Done By iDate
01 Preparing control material/ sample Anil Kumar ')-I \W -
02 | Running triplicates Anil Kumar ; | l\\h’
I
Acceptance criteria: Results CV within specified limits j il
PARAMETER PASS FAIL ;: ‘
)
Parameter values for verification: CV% within the limits ‘\ 1 ‘
|
Test 06: Sample programming and Analysis I |
!_ I
Purpose: To run the samples , l ‘
Procedure:
1
Il |
S No. | Activity Done By || Date
01 Preparing and Processing of samples Anil Kumar ‘ ')‘\ )7
02 Programming samples Anil Kumar 1 el ') -
03 | Aspirating the samples Anil Kumar | ‘ o 10 | 11—
04 | Viewing samples in process Anil Kumar | Qw )
05 Review results: Monitoring results Anil Kumar || goln ]2

Acceptance criteria: Samples Analysis without any error

PARAMETER PASS FAIL

Parameter values for verification: Sample analysis without any error

AGAPPE DIAGNOSTICS LTD.

CORPORATE OFFICE / REAGENT PLANY EQUIPMENT

Agappe Hills, Pattimattom (PO). Dist. Emakulam, Kerala - 683 562. India.
ppedagappe.

Tel: + 91 484 286 7000 | Email: aga|

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

PLANT
X/588-CB, Block No. 32, KINFRA Small Industrial Park,

.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India.

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

DSM 540, 5" Floor, DLF Tower, Shivaji Marg,
Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

150 9001:2015 | EN IS0 13485:2016 CERTIFIE F IMPANY | CIN : U24239MH1998PLC115413

, Merlin Matrix, Plot No-10, Block-DN, Sector V,
It ake City, Kblkata - 700 091.
||l 7el: +b1 33 4003 0451 | Email: kolkattaoffice@agappe.in

LT
| ORE OFFICE
1" Floor. Red Cross Bhavan, No:26 Race Course Road,
ore - 001, Tel: +91 80 2228 8288
il: bangalorpoffice@agappe.in
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Test 07: Shut down

Purpose: To shut down the system

Procedure: f
i i
S No. | Activity DoneBy || Date
01 | Preparing the system for shut down Anil Kumar | ﬁ-o Jul2
02 | Following the on screen instructions Anil Kumar | ifﬂa v
03 | Switch off the instrument when prompted Anil Kumar ||| peln] »—

Acceptance criteria: Shut down without any error

PARAMETER PASS FAIL

Parameter values for verification: Shut down without any error

V. OPERATIONAL PROCEDURE

Certificate of Training

1. Technician Training

This certifies that the technicians have received basic user trainingfir the following

categories for the system described in this Operational Qualification.

S No. | Training program Initials ‘ Date
1 | Instrument Setup Anil Kumar Qelit |21
2 | System Operation Anil Kumar |l | 3o In)a
3 Basic trouble shooting and Maintenance Anil Kumar 'p\ n }W
I |
AGAPPE DIAGNOSTICS LTD. 509012085 |ENISO 13485:2016 CERTIFIE PANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANY

Agappe Hills, Pattimattom (PD), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agapped@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

DELHI OFFICE

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Dethi - 110 015, India.

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

X/588-CB, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DSM 540, 5° Floor, DLF Tower, Shivaji Marg.
Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

| MATA OFF!
||} 406, Merlin Maf
| It §ake City,
ﬁ Ték: 49133 400
LORE
|1l s, 4~ Floor. R
1 lore - 56
||} Emaif: bangal

ix, Plot No-10, Block-DN, Sector V,
kata - 700 091.
0451 | Email: kolkattaoffice@agappe.in

1CE
Cross Bhavan, No:26 Race Course Road,
00L. Tel: +91 80 2228 8288
ffice@agappe.in
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2. Operator Training

The users responsible for the operation of this equipment have been trai

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

NAQENAIPIPCE

| @ =

in the proper usage of

i

e[system.
S No. Operators Department Initials Date
1. AbRCheX, Lovh CW Do 0202 L
2. f'uh(cr ﬁup"'q C(AJSC g,bjum'b Xf}' toln)202L
2. | fnsy Komav enkc gpdat s\ ] gafaere

AGAPPE DIAGNOSTICS LTD. 1509001:2015 |ENISO 13485:2016 CERTIFIE

CORPORATE OFFICE / REAGENT PLANT
Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: 491 22 4300 8000 | Email: mumbaioffice@agappe.in

EQUIPMENT PLANT
X/588-C8, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

DSM 540, 5" Floor, DLF Tower, Shivaji Marg,

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

ANY | CIN : U24239MH1998PLC115413

A OFFICE
Mprlin Matrik. Plot No-10, Block-DN, Sector V,
e City, Kolkata - 700 091.
33 4003 (451 | Email: kolkattaoffice@agappe.in

ORE OFF|
11¥|Floor, Red|Cross Bhavan, No:26 Race Course Road,
© - 560 001. Tel: +91 80 2228 8288

il: bangaloredffice@agappe.in
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VI. COMMENTS

AGAPPE DIAGNOSTICS LTD. 15090012015 |ENIS0 134852016 CERTIF

PANY | IN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT ATA OFFICI
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, 6.[Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Lake City, Kolkata - 700 091.
I 491 33 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI lR(ﬁISTElED OFFICE] DELHI OFFICE ) ORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5* Floor, DLF Tower, Shivaji Marg, s "I Floor, Red Cross Bhavan, No:26 Race Course Road,
Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. | : plore - 560 001. Tel: +91 80 2228 8288

sahar
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in | 'i bangaloreoffice@agappe.in
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VIl. SYSTEM CERTIFICATION

Study data has determined that the system described in this docu t either meets all

r—

criteria outline in this Operational Qualification Protocol, or exceptional c tions have been

identified and documentation included. Exceptional conditions, if any, haye heen addressed. The

Semsessmaeene o nol

N

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative i /..;./-"’ DS T/oN
/3 g Y
i { ’ i
Name : Anil Kumar i &\ A j
Designation : Manager Customer Service Signature : l -
" .
Company : AGAPPE DIAGNOSTICS LTD. Date A Do)V |2e
|
r

/
/4
[ <
|

Customer Authorizations: LIFE WELL DIAGNOSTICS LAJPAT NAGAR

system is ready for Performance Qualification.
|

Name : PBree W
Designation : Y T neet Signature
Title : OPERATIONAL QUALIFICATION Date
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SURGING INNOVATION
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I. APPROVAL OF THE PERFORMANCE QUALIFICATION PRC

|
\
|
EDURE

Both LIFEWELL DIAGNOSTIC PRIVATE LIMITED, LAGPAT NAGAR and AG':
are jointly responsible for the installation of MISPA CXL PRO PLI
22T240PCS0144K at LIFEWELL DIAGNOSTIC PRIVATE LIMITED, LAGH"j T

attached PERFORMANCE QUALIFICATION protocol.

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD. :“

|
I
|

|

’E DIAGNOSTICS LTD.
serial number

|
Wwith
\
}NAGAR as per the

Name Anil Kumar Signature :‘ \ & }
Designation Manager Customer Service Date 1 | Do v , Joll 1
Company AGAPPE DIAGNOSTICS LTD. i

Validation Team from LIFEWELL DIAGNOSTIC PRIVATE LIMITED, LAGPA

AGAR

[
Name

Abkichek

Signature L+

-\

Designation

Department

SL. Erdw

Lok

Date ((_Q )
o\l
\Z ¥ ||

bl

Customer Authorizations:

Name :

Title

AlHuHe
: PERFORMANCE QUALIFICATION

Site /\NJW  Da

AGAPPE DIAGNOSTICS LTD. 1509012015 | EN IS0 13485:2016 CE ﬁd COMPANY | CIN : U24239MH1998PLC115413

CORPORATE OFFICE / REAGENT PLANT

Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. India.
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

EQUIPMENT PLANT
X/588-C8, Block No. 32, KINFRA Small Industrial Park,

DELHI OFFICE

DSM 540, 5 Floor, DLF Tower, Shivaji Marg,

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhiofficec@agappe.in

Signature

Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

te

|
1

|
|

I

il i

| |

J;g%

ROLKATA OFFICE
1406, Merlir) Matrix, Plot No-10, Block-DN, Sector V,
14alt Lake City, Kolkata - 700 091.

el: +91 33 1003 0451 | Email: kolkattaoffice@agappe.in
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| lore {560 001. Tel: +91 80 2228 8288

mail: hangaloreoffice@agappe.in
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Il. INSTRUCTIONS

1. An authorized AGAPPE DIAGNOSTICS LTD. representative m l gheck and enter the

specific data as outlined in the Performance Qualification. Ez
and dated.

=}

result will be noted

2. The concerned employees of LIFEWELL DIAGNOSTIC PRIV LIMITED, LAGPAT

NAGAR will verify each result and sign in each page. The H er of the validation

team will carry this out.

3. All deviations from the acceptance criteria detailed in this do rrent will be noted in
|

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

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

issuance of a SYSTEM CERTIFICATION.

AGAPPE DIAGNOSTICS LTI, 1509001205 | EN IS0 134852016 CERTIF|

PANY | CIN : U24239MH1998PLC115413

CORPORA REAGENT PLANT EQUIPMENT PLANT COLKATA OFFICE
Agappe Hnﬁ%ﬁtﬁnm (P0), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Ing‘usmal Par;u] o 06 u:;f( lwa gi.aﬂol r&lgg Block-DN, Sector V,
721. Tel: +91 484 276 7- alt Lal

Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721 i e sdenenia

DELHI OFFM'.E BANGALORE O FK!
r&%aﬂgafﬁ?m?ﬁg.g:;%m Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, | Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. .4 jalore - I Ot')'ll Tel: +91 30.2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhiofficec@agappe.in Emaj: bangalofeoffice@agappe.in
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lll. SCOPE

This Performance Qualification protocol will be performed on the MI :
LIFEWELL DIAGNOSTIC PRIVATE LIMITED, LAGPAT NAGAR. This Performa "
the documentation that will be used to evaluate the instruments installat

the manufacturer’s specifications and intended use. Successful completi'!
verify that the instrument identified has been installed in accordance wi‘
Trained, knowledgeable personnel will perform qualification studies. Any{
encountered during the qualification studies will be identified for review.i

will be investigated and the appropriate course of action determined. |

initialed and dated.

AGAPPE DIAGNOSTICS LTD. 5090012015 [ENISO134852016

|
PLANT |
CORPORATE OFFICE / REAGENT PLANT X EQUIPMENT P ‘
i i - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial
?;‘?‘1"&'22}2'3;“ m'“?".o?'é‘n‘..’ﬁ’w:aﬁm . Nellad, Cochin, Kerala, India - 686 721. Tel: +91484 276 7477. ?
: : |
DELHI OFFICE )
r(gis:a;“fg?wigmozg%m Centre, 119, DSM 540, 5* Floor, DLF Tower, Shivaji Marg, '\
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. India. New Delhi - 110 015, India. i

Tek: +91 22 4300 8000 | Email: mumbaioffice@agappe.in

Tel: +91 11 4558 8416 | Email: delhiofficec@agappe.in
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1. Model Name

2. Serial Number

IV. PERFORMANCE QUALIFICATION

A. Instrument Identification

: MISPA CXL PRO PLUS
:22T240PCS0144K

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

Verified Date

F

\
|

APPDCE

Test ‘
No. Test Name Test purpose ¢rifled By and date
1 | |
To make the equipment ready for | 1l
01 Start u y | L
g operation i ‘1 Kumar,
02 | Daily maintenance To clean appropriate modules 5 il Kumar,
03 Cell blank To check the cuvettes Lr il Kumar,
04 Priming To check the tubing’s, and flow 1 ‘1, Kunar,
Alnil[Kumnar,
05 Auto gain To check the cuvette and {.
photometry system [
06 Calibration To calibrate the system i I[Kumar,
To confirm that the systerﬁ and I I|Kumar,
07 QC check reagents are acceptable and working | | ‘
within specifications N
o Alnil [Kumar
o To check the precision l 4
08 Reproducibility check [V %] |
i Alnil [Kumar,
09 Syl HEPISURRNE e run the samples |
and Analysis - ‘
Ahil [Kumar,
10 | Shut down procedure | To shut down the system f

AGAPPE DIAGNOSTICS LTD.

CORPORATE OFFICE / REAGENT PLANT 3
Agappe Hills, Pattimattom (P0), Dist. Ernakulam, Kerala - 683 562, India.
Tel: + 91 484 286 7000 | Email: agappe@agappe.in

MUMBAI [REGISTERED OFFICE]

401 & 402, 4" Floor, Jaisingh Business Centre, 119,

Sahar Road. Parsiwada, Andheri (East), Mumbai - 400 099, India.
Tel: +9122 4300 8000 | Email: mumbaioffice@agappe.in

EQUIPMENT PLANT
X/588-(B, Block No. 32, KINFRA Small Industrial Park,
Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

DELHI OFFICE

DSM 540, 5" Floor, DLF Tower, Shivaji Marg,

New Delhi - 110 015, India.

Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in

|

150 9001:2015 | EN IS0 13485:2016 CERTI|

|
i.

OMPANY ||CIN : U24239MH1998PLC115413

| KATA OF

. Merlin Matrix, Plot No-10, Block-DN, Sector V,
Lake City, Kolkata - 700 091.

+9133 4003 0451 | Email: kolkattaoffice@agappe.in

LORE OFFICE
6| 1~ Floor,

Cross Bhavan, No:26 Race Course Road,
0 001. Tel: +91 80 2228 8288

il: bangalgreoffice@agappe.in
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Test 01 Startlithe system

Purpose: To make the instrument READY for operation

Summary:
Instrument checks functioning of different parts of the instrument
is an error code, initialize the system and follow corrective action instruct

error message.

Procedure:

e Wait for the instrument to get ready after initialization

e Check the room temperature and switch on the Air Conditioner |

e Check the UPS. |

e Switch on the MISPA CXL PRO PLUS by pressing the main switch, tt
computer and then the system power 7 5‘

e Double click the analyzer icon to initialize the system software

¢ Input the password and do as prompted, the system menu pops

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

Follow instructions provided for the error message .

Acceptance criteria: System to display READY status il |

PARAMETER PASS FAIL

Parameter values for verification: “READY” on Status Area

AGAPPE DIAGNOSTICS LTD. 15090012015 |ENIS0 134852016

CORPORA FICE / REAGENT PLANT EQUIPMENT PLANT .
. Pt Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park. i;

Hills, Dist. E
?é‘:‘:p;l 484 236 70001 En‘ml)igappe@agawe in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477.

MUMBAI [REGISTERED OFFICE] DELHI OFFICE ‘
401 &405 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5° Floor, DLF Tower, Shivaji Marg, |
Sahar Road, parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. |

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in |

‘
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bmatically; if there

provided for the

switch on the

start up is finished

ﬂ(WPAT | CIN : U24239MH1998PLC115413

IKOLKATA DFFICE

406, Merlin Matrix, Plot NO-IO BIO(k DN, Sector V,

Salt Lake (ity, Kolkata -

Tel: +91 3 4003045”["\!“ kolka(taolf ice@agappe.in

BAIGAL E OFFICE

5-6, 1™ Flgor, Red Cross Bhavan, No:26 Race Course Road,
Bangalord - 560 001. Tel: +91 80 2228 8288

Email: bangaloreoffice@agappe.in
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Test 02: Daily Maintenance

y
Purpose: To clean appropriate modules so as per the daily mainte q:e protocol
|

Method: |

Refer detailed procedure for Daily Maintenance |

S No. | Activity Done by | ' | Date
01 | Empty waste container Anil Kum : Do | 02001~
02 | Check Wash solutions Anil Kum | j Joln)m—

|
03 | Check system water Anil Kum \ | 1 S ETR L
04 | Check Reagents Anil Kum ‘; ‘ el 11) 34—
05 | Clean Reagent Block Anil Kum | ‘ 2e)11 )11

1| 8l
06 | Clean out side area Anil Kum { ‘ | ')-}"}M,

: 1 Wl

07 :::st‘s/urzglglz; tasnd remove outdated and Anil Kuma el } 3
08 | Check main menu screen Anil Kum ! | 1 Deln)on-

|

09 | Perform Quality Control Anil Kuma | w 2y | 31~

|

|

Acceptance criteria: System should be “Ready” after daily maintenance )
l]

PARAMETER PASS FAIL 7

itr out any error

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

AGAPPE DIAGNOSTICS LTD. 1509001:2015 | EN IS0 13485:2016 C m| OMPANY | CIN : U24239MH1998PLC115413

il: bangploreoffice@agappe.in

I
CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT | ATA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park. ‘ , Merlin[Matrix, Plot No-10, Block-DN, Sector V,
Tel; + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. Shit Lake Cily, Kolkata - 700 091.

Tpk: +91 33 4003 0451 | Email: kolkattaoffice@agappe.in
MUMBAI [REGISTERED OFFICE] DELHI OFFICE ‘ NGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5* Floor, DLF Tower, Shivaji Marg, | , I Floar, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099, India. New Delhi - 110 015, India. | ( lore -(560 00L. Tel: +91 80 2228 8288

Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhiofficec@agappe.in
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Test 03: Cell Blank
Purpose: To check the cuvette blank OD at different wavelength
Procedure: |
S No. Activity Done By n Date
Checking the Cell blank Anil Kumar e l1)2022
I 1l
340 nm Anil Kumar 1o
380 nm Anil Kumar 1 J 211 )7
405 nm Anil Kumar h| 21 )w
450 nm Anil Kumar (| | 20l
480 nm Anil Kumar 1| 2000 )0
01 505 nm Anil Kumar [ | 2o/u) 20—
- 1
546 nm Anil Kumar 1 ‘ Q.o’u)vyl,
570 nm Anil Kumar | aslt)n
600 nm Anil Kumar ‘ 2un
660 nm Anil Kumar ‘ ‘ Dali}m
700 nm Anil Kumar 1 { Joln )20
[ |
750 or 800 nm Anil Kumar il 2]

Acceptance criteria: q, 1]

e No error Messages displayed i | |
e All Cuvettes should show acceptance

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages

AGAPPE DIAGNOSTICS LTD). 15090012015 | EN IS0 13485:2016 CE ‘ D GOMPANY | CIN : U24239MH1998PLC115413

I
CORPORATE OFFICE / REAGENYT PLANT EQUIPMENT PLANT I k KATA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB. Block No. 32, KINFRA Small Industrial Park, 46, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. it Lake City, Kolkata - 700 091.

| | Tpk: +9133 4003 0451 | Email: kolkattaoffice@agappe.in

MUMBAI [REGISTERED OFFICE] DELHI OFFICE ‘ NGALORE OFFICE
401 & 402, 4" Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, | , 1* Floof, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. India. New Delhi - 110 015, India. 1 ngalore - 560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in il: bangaloreoffice@agappe.in
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Test 04: 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 Anil Kumar ‘ ' ))uM

»
|

Acceptance criteria: l
* No error message or air bubbles in the internal tubing’s ’

e All the dilutor working well without air bubbles / leakage

PARAMETER PASS FAIL

Parameter values for verification: No Error Messages

|

»

|

\

\

Test 05: Auto gain |
Purpose: To Check the photometry system

I

I

i

Procedure: I ||
SNo. | Activity ‘ Done By ! | Date
01 | Performing the filter OD checking Anil Kumg | 0a 1)) 2re2y
| 1l

Acceptance criteria: Data shows OD values in the acceptable range

PARAMETER PASS FAIL

Parameter values for verification : No error message

|1
AGAPPE DIAGNOSTICS LTD. 15090012015 |ENIS013485:2016 C bL:ouPAnnuu:uzmwumsnamu

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT ! TA OFFICE
Agappe Hills, Pattimattom (PO), Dist. Ernakulam, Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, | 4p6, Merlin Matrix, Plot No-10, Block-DN, Sector V,
Tel: + 91 484 286 7000 | Email: agappe@agappe.in Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. it Lake Cify, Kolkata - 700 091.
: 49133 003 0451 | Email: kolkattaoffice@agappe.in

|
MUMBAI [RENSTERED OFFICE] DELHI OF FISE - \ NGALORE OFFICE
401 & 402, 4” Floor, Jaisingh Business Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, . II* Floor, Red Cross Bhavan, No:26 Race Course Road,
Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. india. New Delhi - 110 015, India. L _ | ngalore -/560 001. Tel: +91 80 2228 8288
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 8416 | Email: delhioffice@agappe.in & il: bangploreoffice@agappe.in
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Test 06: Calibration of the system

Purpose: To calibrate the system

|
x
Procedure: |
S No. | Activity Done By| Date
|
01 | Preparation of the cal material * Anil K i 26l |'] i X
Performing Calibration with calibration [l
02 i || %
programming screen Aot il i

| |

| 1l
*Traceability of the calibrator used is attached l |
|

Acceptance criteria: Calibration data shows concordance OD values in tri I ate measurement

PARAMETER PASS FAIL

Parameter values for verification : No error message in the printout
[

Test 07: QC check | |

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

Procedure: I |
SNo. | Activity Done By ‘ | Date
01 | Preparing Biochemistry control material Anil Kum | ‘ el 1
02 | Creating QC file Anil Kumarf | || 20! )
03 QC sample programming and analysis Anil Kum | d| n) Nn—

I
f |
Acceptance criteria: QC results within specified limits mentioned on the cgntrol product insert

PARAMETER PASS FAIL

Parameter values for verification: QC values within + 25D ‘ |

AGAPPE DIAGNOSTICS LTD. 1509001:2015 | ENIS013485:2016 C ' llt MPANY|| CIN : U24239MH1998PLC115413

lore - 560 001 Tel: +91 80 2228 8288
Erpail: bangdloreoffice@agappe.in
|

Sahar Road, Parsiwada, Andheri (East), Mumbai - 400 099. India. New Delhi - 110 015, India.
Tel: +91 22 4300 8000 | Email: mumbaioffice@agappe.in Tel: +91 11 4558 MlbIEmall delhioffice@agappe.in

CORPORATE OFFICE / REAGENT PLANT EQUIPMENT PLANT . il | ATA OFFICE
Agappe Hills, Patti (PO), Dist. Er Kerala - 683 562, India. X/588-CB, Block No. 32, KINFRA Small Industrial Park, ‘ 4 “.Lufmcr:“lam;aﬂm No-lgo :ilotk -DN, Sector V,
ppe@agap) Nellad, Cochin, Kerala, India - 686 721. Tel: +91 484 276 7477. ake 0
T I P ke i [l | 7d1: +9133 4p03 0451 | Email: kolkattaoffice@agappe.in
REGISTERED OFFICE] DELHI BFFICE | B A LORE|OFFICE
rc‘lluﬁs:!'); 4" Floor, Jaisingh m’:slness Centre, 119, DSM 540, 5" Floor, DLF Tower, Shivaji Marg, \ | | 5-p. 1 Floor, Red Cross Bhavan, No:26 Race Course Road,
|
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SERVING

Test

Purpose: To check the reproducibility of instrument

RAPPCE

S No. | Activity Done By 1 Date
01 | Preparing control material/ sample Anil Kumar | ) PRI
[ \
02 | Running triplicates Anil Kumar ol ﬂ} n.
!ﬂ |
|| N
Acceptance criteria: Results CV within specified limits ; |
PARAMETER PASS FAIL ;
Parameter values for verification:  CV% within the limits \ |
Test 09: Sample programming and Analysis ’ |
Purpose: To run the samples l |
Procedure: [
l
SNo. | Activity DoneBy || Date
01 Preparing and Processing of samples Anil Kumar | | !%ln) w.-
L ]l
02 Programming samples Anil Kumar \; \ }7},;")-)1,
03 Aspirating the samples Anil Kumar ) | Yo )’)V
04 Viewing samples in process Anil Kumar i 9"'\‘)%
05 Review results: Monitoring results Anil Kumar 20)n) M

Acceptance criteria: Samples Analysis without any error

PARAMETER PASS FAIL

Parameter values for verification: Sample analysis without any error
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Test 10: Shut down

Purpose: To shut down the system

AP

Procedure: l
S No. | Activity Done By Date
i
01 | Preparing the system for shut down Anil Kumar o]\ )’M/
|
02 | Following the on screen instructions Anil Kumar f)? J );v
Mt
03 | Switch off the instrument when prompted Anil Kumar ‘ | I’VL,
[
[l
Acceptance criteria: Shut down without any error i
, |\
PARAMETER PASS FAIL I |
Parameter values for verification:  Shut down without any error I ||
||
h
OPERATIONAL PROCEDURE :‘ |
I |
Certificate of Training [ ;
[ |
1. Technician Training “ il
This certifies that the technicians have received basic user training n the fallowing
I |
categories for the system described in this Operational Qualification. ‘ 1 |
|
S No. | Training program |niti31 ! | Date
1. | Instrument Setup Ml | YoM 2~
2 System Operation P(b\-@““: | V"'ry"
3. Basic trouble shooting and Maintenance mmw ‘ ) "\ n-
il |
Il |
il |
il
il |
“ |
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2. Operator Training

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

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

S No. | Operators Department Initials Tte

1. | AbNSkek Leb M

i
Y wtféwg > | sl ol -

3. FMJJ J<umo Gashc %M‘MU %\\y/« H2din) rerr

Ji) YoMt

\
\
|
|
|
AGAPPE DIAGNOSTICS LTD. 509001:2015 |ENiS013485:2016 CER m*:ouvmlluu:uzmouumsmamu
|
|
|
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VI. SYSTEM CERTIFICATION Il

Study data has determined that the system described in this docu either meets all

jtions have been

Qe

criteria outline in this Performance Qualification Protocol, or exceptional ¢

identified and documentation included. Exceptional conditions, if any, ha sen addressed.

e

The system is ready for specified usage.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

/. \

Name : Anil Kumar Q»f‘ s :‘
-

Company : AGAPPE DIAGNOSTICS LTD. Date ilol il I)oH’-

1
Designation : Manager Customer Service Signature

Customer Authorizations: LIFEWELL DIAGNOSTIC PRIVATE LIMITED, LAGPAT

Name ! Abhishel i

Designation : Sy . gojcudive Signature

NAGAR

Ad

Title : PERFORMANCE QUALIFICATION Date
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V. COMMENTS
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