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CEIALATIN 

SURGING IPHaATOs4 
SERVING AHn 

Customer Name: Arunosha Labs Pvt Ltd, DELHI. 

Instrument: MISPA CXL PRO PLUS Fully Automated Biochemistry Analyser 

Date of Installation: 14/05/2024 

Motion Check 

Sample Probe 

Reagent Probe 

Mixing Bar 

Reaction Disk 

Reagent Disk 

Sample Disk 

Cuvette Check 

Lamp 

System 

Main unit 

Temp. unit 

Mixing unit 

CERTIFICATE OF CALIBRATION 

Reaction unit 

Reagent unit 

Sample unit 

CORPORATE OFICE/ REAGENT LANT 
tete9 M 

DS Ladam, Kerala -6$) 562. lnda 
JEnail; apppaugippeát 

WUMBAI RLGISTERTD OFCE 
401& 402 Floor, Jasingh usiness Centre, 19, 

Alignment Check 

Sahur Aaad, PursiwadaL Andherl (Es0, Muntal-400 099, dotia. 
122 4300 SO00Email: umbaolkegaappein 

Checked 

Checked 

EQUIPMENT PLANT 
K'SA8KB glok No R KNFRA Snal tndustrial Park 

S/N: 23T240PCSO538K 

Nellad, Cochin, Ker, Insa -6 72), Tet 0)44 276 74T3 

DELHI OFFKE 

AGAPPE 

DSM S40,5 lva, D Iuwer. Shivaji Ma. 

lel: 91 1| 4558 8436 Emait drtiottkegagappr in 

Remark 

OK 

OK 

OK 

OK 

OK 

OK 

OK 

AGAPPE DIAGNOSTICS LTD. I50 900LzO1S IEN 1S0 1485sz016 CERTHLD CONPANY OW: U24239HIPOR.CISAL! 

OK 

Remark 

OK 

OK 

ADL/DO/MS/0061/24-25 

OK 

OK 

OK 

OK 

KO KATA OFRKE 
406, Mes lin Matriu, Pkt No-10 Bioct-0N Setor V 
Salt &ale oty, kokata- 700 091 

BANGAL0RE OFFE 

Ema tnglarrotrtagppe in 

Y0UR6EST PLHTNA IN OLALNOSTICS 
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sURGINd DHCWATIOH 
SRRVING AOI0 

Filter 

340 

380 

Authorized Signatory 
Name: Deepak 

405 

450 

480 

505 

s GSTD DEFKE 

546 

570 

600 

660 

Power Supply: 

700 

800 

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

For Agappe Diagnostics Ltd., 

OPTICAL SECTION 

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

standard operating procedure given by the Agappe Diagnostics Ltd. 

Next Due 

12V. 

Lot.No: 3& 403646 Exp:oas-o6 

Designation: Sr. Service engineer 

Light Intensity 

Date of Calibration: 14/May/2024 

AsAo , Patmats 0 Dist nabdam Keala 641 SA, ndu 

24VB 

AGAPPE 

:13/Nov/2024 

AGAPPE DIAONOBTIC8 LTD. 50 9001:2015 IEN sO 1ABS016 CRED (OHPANYI C:eLCUSAU 
tOuwME LANI KATA OFPKT 
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CELEBRAIING 

SURGING RAIGATIGN 
SERVIIG BAItD 

ADL/DO/SER/0011/24-25 

OAPORATE OFFIKEJI REAGENT PLANT 

INSTALLATION QUALIFICATION 

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER 

MUMBAI IREGISTERED DFFICEI 
401&432. 4° Floor. Jaiingh Businss Cenere. t19. 

ABAppe Als, PiCoit a8cnegc0ekt 

AGAPPE DIAGNOSTICS LTD. IS0 9001:2015 IEN ISO 13A85:2016 CERTIFIED CONPANY I CIN : W29MHI99PLCISALD 

Sattar Roat, Parsiwad4, Andberi (Eas1, Mumtai -400 099, intia. 
Tel 9) 2 4MI0 S000Lm: eumbaalticeaagappe in 

For 

MODEL: MISPA CXL PRO PLUS 

AGAPPE DIAGNOSTICS LTD. 

FOSIPMENT PLANT 
32 KINF RA Smald todustrial Park 

Mellad, fochin, Neraa., 

DELHI OFFKE 

AGAPPE 

6V 540,5 Tioor, DF Tomer, Shtwaji Mag 

Tel: +91 t1 4558 84161 Emait deioffxedaginpe in 

KOt RATA OFFICE 
t96. Martin Marin, Pct No-10. Blxk-ON Sectg V. 
Sat Late ity, Kobata 00 04. 

BANGALORE OFFKE 
SéI Floe, Red Cross Bhavan. N26 Rre Caurse Rrad 
Bangaiare 8000! Tt: 91 80 22I8 SIN8 
Emat hangioreeffitgppein 

Éibm, Keraba 683 62, lndia 
te: 9 484 
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CELEBRATLNK 

SURGING MarUATIO 
SZRVING CAIOOD 

1. APPROVAL OF THE INSTALLATION QUALIFICATION PROCEDURE 

Both ARUNOSHA LABS PVT LTD, DELHI and AGAPPE DIAGNOSTICS LTD are jointly 

responsible for the installation of MISPA CXL PRO PLUS with serial number 23T240PCS0538K 
at Arunosha Labs PVT LTD, Delhi as per the attached lnstallation Qualification protocol. 

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD. 

Name 

Title 

Company 

Name 

Designation 

Validation Team from ARUNOSHA LABS PVT LTD, DELHI 

Department 

Customer Authorizations: 

Name : 

Title 

Site 

Roit 

OORATE OFFIKE / REAGENT PLANT 
20e Nts Ptimattom (PU), Dist Ersakan, Kerala -681 562. India 

MUWBAI IRtGISIAED DSFICI 

Deepak 

: INSTALLATION QUALIFICATION 

401 & 402, 4' Fisos, laingh Bness Centre. t19 

Sr. Service engineer 

AGAPPE DIAGNOBTIC8 LTD. 

Sala Aoat, Puiwada Andteri(Esl, Muntai -400 699, aa. 

AGAPPE DIAGNOSTICS LTD. 

tel +9) 22 4SOO B0001Eal: munthaiotagapoe in 

Padtal 

EQUIPMENT PLANT 

B4 Locai Siop1g Cer 
pa Ushun Am kun Signamegais Tdwn Par 

AGAPPE 

DELNI OFKE 

KYA8 C8. Oloct 32 KNFHA Smai lodustzial Park 

Date 

Nellad, Cochin. Kerata, nda 686 72. Tel 91 48S4 276 T477 

SM 540, 5 tlao. E Toer. Shteajt Mg 
Nee De- N Ot5, Ind. 

Signature :ef 

Date 

Signature 

Date 

:14/05/2024 

150 9001:201S IEN ISO 1DAS2016 CERTIFAEDCOMPANY ICN:2439MNI99SPLCISAB 

MI (ath & Me 

cOX KATA OFFICE 
4D6, Motin Mru At No-0, Bixt ON Seta 
Sat Labe on, Rohata 00 091. 
fet t 1 a003 045 Emt ànkttattingke 

SANGALORE OFFKE 
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CELEBRATING 

SURGING IMIGTON 

II. INSTRUCTIONS 

MUMBAI | 

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

and dated. 

2. The concerned employees of ARUNOSHA LABS PVT LTD, DELHI 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. 

AGAPPE DIAGNOBTICS LTD. s0 9001-2015 IEN IS0 13A82016 CERTIRED COMNPANY I C:2429MAI99SPACISALS 
CORPORATE OFFKE / REAGENT PLANT 

AgAppe Hils, Ptinatton (PO, 0istEsabdam, Kerala 681562. ndia 
tel 91 48 Z% 70001 Emll agppeaen 

BAREGSELD OFFCEI 

400 099, odia. 
fel +9 22 4 VIO 9000| ¬al: mumbaiofedagape n 

EQUIPMENT PLANT 
K/I88CB, Olock No 32. KNF RA Smail idustrial Park 
Nellsd, Cochtn, Keraka, tnáa -685 721. tet 91 48M 276 74TT 

DELHI OFFKE 

AGAPPE 

SM 540. 5 Tloor. DS Tower, Shivaji Mar 
Ngw Defi- 0O1s, inga. 
Tet: +91 t1 45508430 1fs deioffxeNa_1ppe in 

KOL KATA OFHCE 
406. Mertin Mdrix, PAt No-0, Bc DN Sts V. 
Satt late Cin, Koata -00 091. 

SANGAL ORL OFFKI 

Emal bungarecfit*MJPPe 
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CEESATING 

SURGING IOVANON 
sBRVIIAG HLAIO 

III. SCOPE 

This Installation Qualification protocol will be performed on the MISPA CXL PRO PLUS 

at ARUNOSHA LABS PVT LTD, DELHI. 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 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. 

AGAPPE DIAGNOSTIC8 LTD, s090012015 IEN ISO 14832016 CERTEIED CoMPANY I CBM : 2NISOOPLIsAD 
CoRPORATE OFFKE/ REAGENT MANT 

Aganpe ltbs, Ptimattos (P0), 0is. Esaam, Keraa 641 562 ndla 
tel 91 44 86 K0OIEnit agorpeNope 

WUWBAI RtGISIERED OEFICEI 
414 402, 4 Faor, lngh iea Cere. 19. 
Saha Rust Passada, Andtert East, Mumbal 400 099, adla. 
le 912 40 SD00 untaioltieagappe in 

EQUIPMENT MANT 
KÄNB Bloxk No 2. aNRA Sai nduntial Park 
Nellsd, Cocthin, Beraia, tnda -680 721, tet <01 484 2% T4TT 

AGAPPG 

DELMI OFTKE 
DSM 540, 5 oo, DLF Tower, ShNvaji Ma 

Tet 94 ) 449 s46 Emait detsolatpe in 

KOLRATA OFTIOE 
06 Motin Marin P No Rck DN Sects 
S Lale ity, ahata 0 001 

AGALME OFFNT 
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CLESAATINJ 

SURGING DNOATION 

zEVTIO W. INSTALLATION QUALIFICATION 

A. Instrument ldentification 

S No. 

01 

02 

03 

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

04 

05 

06 

07 

08 

09 

10 

11 

12 

13 

1. Model Name 

14 

2. Serial Number 

Component 

Analyzer Main unit 

Computer 

Printer 

Connector cable 

Power cord 

Waste can 

Water can 

Water connector tube 

Waste connector tube 

Probe assembly 

Mixer assembly 

Reagent tray 

Cuvette blocks 

Reagent bottles 

: MISPA CXL PRO PLUS 

: 23T24OPCS0538K 

CooRATE OFFKE / REAGN AAT 
aRor kls, Ptntan iP0, id. Erabsa, Keraa àl 562 ndu 

tQUMENn MAT 

Present 

(Yes/No) 

DAIR OFAKt 

Verified Date: 14/05/2024 

Ye 

AGAPPE 

KWA Blexk io 2. KINRA Seali bdustial Park 

Verified By 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

AGAPPE DIAGNOSTICS LTD. 50 9001:201S IEN S0 14S206 CERTHD COMPANYION:N29LCIESAD 

Deepak 

Deepak 

Comments 

EOLKATA OFFY 

Sat Labe itn, Káata 0 1 

Eme haagaweffinage n 
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SRRVIG 16Am 

C. Installation Checks 

components necessary for operation 

S No. Component 

1 

2 

3 

4 

5 

6 

7 

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

Major components and accessories are 
present 

There is no physical damage to the 
components 

Ambient temperature is available 

Instrument is installed in the table 

leveled properly 

A SHBED BKE 

Power supply is correct 

Summary: 

Electric connections are tight, 
weatherproof & earthed 

Analyzer unit installed as per the 
manufacturers recommendations 

explained properly. 

Acceptance criteria: 

PARAMETER PASS 

(Yes/No) 

Yes 

tANT 

Yes 

Ye 

FAIL 

Verified By 

Deepak 

Deepak 

Deepak 

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

Deepak 

Deepak 

AGAPPE 

Deepak 

Deepak 

AGAPPE DIAGNOSTICS LTD. 00GLJ01S INUO IA CRTVD CoNT 

Comments 
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CEEBLATING 

SURGING INOATION 
SERVIIG NLA 

D. Instrument Installation 

S No. 

01 

02 

03 

04 

05 

06 

07 

08 

09 

Date of Installation 

Installed by 

Parameter 

Installation of the main unit 

Installation of the computer system 

MUwBAI REGISTUREO DEFICET 

:14/05/2024 

Installation of the printer 

: Deepak 

Connecting the waste tubing 

Connecting the system water tubing 

Installing the reagent tray 

Installation of the probe 

Installation of the mixer 

PARAMETER PASS 

Installing the cuvettes 

CoORATE OFFIKE/ REAGENT PLANT 
APanoe Nits, PMtBatto (PO, Dist. Ersakam, Kerala -68I 52. inda 
Ief 91 44 2M6 7000)Ennh agaspesppe 

n402 4 Fnor, asingh Bass (etre. t19 
Sla Ruat. Pusimada. Andtei (Eas, Muahaí A00 099, a. 
tel 9) 22400 8000Emaunbaeffikedarapoe in 

FAIL 

Deepak 

EQULPMENTLANT 

Done by 

Deepak 

Deepak 

Deepak 

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

DELMI OFFKE 

Deepak 

Deepak 

Deepak 

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

Deepak 

AGAPPE DIAGNOSTICS LTD.Is0 9001:2015 IENI50 148S2016 CERTFED COMIPAY I CM:2IPRCISALJ 

Deepak 

K'S8KB, Block No 2. KNFRA Smai hdntvial Park 
elad, Cochin, Kerata, Ita 686 721. teB 91484 26 T4T7 

AGAPPE 

DSM 549,5" Taor, D Toser, Shlvaj Mag. 

Comments 

Tet 01 114550 846IFnaii deiofketa^Ippe n 

ÜLKATA OFTKOE 
406, Mrtin Matrin, Pict No-J0, BÌt OR Ser 
Sat Lake ih, Kokata-0 9 

SANGAL ORE OFFKE 

Ena bungreejgä 
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ELESLATINN 

SURAING 
SRRVING A 

HOAA 

E. Cell Blank 

Procedure: 

S No. 

01 

02 

03 

04 

05 

06 

07 

08 

09 

10 

11 

12 

13 

PARAMETER 

Purpose: To check the cuvette blank OD at different wavelength 

Activity 

Checking the Cell blank 

340 nm 

coRPORATE OFFKE J REACENT PLANT 

380 nmn 

41&43 Fgo laingh s (te t19 

405 nm 

450 nm 

480 nm 

505 nm 

546 nm 

570 nm 

600 nm 

660 nm 

Acceptance criteria: 

700 nm 

No error Messages displayed 

750 or 800 nm 

All Cuvettes should show acceptance 

PASS 

Salha kuat Pauada Andheri (as, Mynha 400 09, 

Done By 

QdIPMENT ANT 

Deepak 

Deepak 

Deepak 

DELN OFKE 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Parameter values for verification: No Error Messages 

Deepak 

Deepak 

Deepak 

FAIL 

K/CA 8lock No KINRA SHal todustr al Purl 
ellsd, Cothin, Keraia, inda 6 7h te 1 484 2% At 

AGAPPE 

lel 1 11 451W s4)6 1 (nait deNoljaIpe in 

Date 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

AGAPPE DIAGNOSTICS LTD. IS0 9001:20LS IEN SO 1A52016 CEmDCOMTICN:NPLCUSAD 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

KOKATA OFT 

BANGAL ORE OFFKE 

Emak hangvusoficNe 
ia 
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CELESLATIN 

SURGING IGVAIOM 
sERVING LAUEO 

F. Priming 

S No 

01 

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

Activity 

Acceptance criteria: 

Do wash using the maintenance screen 

PARAMETER PASS 

wMOAI (REuSIRCO OFFIcE 

No error message or air bubbles in the internal tubing's 

CORORATE OFFICE / REMGENT PLANT 

All the dilutor working well without air bubbles/ leakage 

Parameter values for verification: No Error Messages 

AGAPPE DIAGNOSTICS LTD. 

tel91 46A 286 7000IEuk agpegoe 

FAIL 

41&492 4' Fa, Jiingh nesa Cetre i9 
Satar kut Pariada, dei a), Mumta 400 09, a. 

tQUIPMEN MANT 

Done By 

Deepak 

DELHI OFFKE 

K/A CB thci No KRA Smal dustyial Pork 
Neilad, Cothin Nerala, inda M 72 tet 1 484 26 74TT 

MW S49, s Tloo D Tor, shiaji Ma 

AGAPPG 

150 9001:20 S IEN ISO 1A2016 CIRTAD COMNAIYICN:2gNI9PLCuSAL3 

Date 

14/05/2024 

OLKATA OFFCE 

BANGALORE OFHCE 
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SAATIN 

SURING GrAU 

VI. SYSTEM CERTIFICATION 

Study data has determined that the system described in this docurment 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 

Name 

Designation :Asst. Manager Customer Service 

Company :AGAPPE DIAGNOSTICS LTD. 

Customer Authorizations: ARUNOSHA LABS PVT LTD, DELHI 

Name 

: Deepak 

Designation 

Title 

(oMPORATE FKE/ ACastRANT 

Usha m 

: INSTALLATION QUALIFICATION 

tqurut MANt 

DNAOT 

AGAPPE 

Signature : 

Date 

Date 

:14/05/2024 

&A A KUte 
MD (PRh & Mi 

B4. Local Shcpn Con 
Signatureyala Town Par 

11A1 

ANGAO FCL 
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LEREAtIN 

SURGING DINGVATROE 
SRRVING AKHD 

III.APPROVAL OF THE OPERATIONAL QUALIFICATION PROCEDURE 

Both ARUNOSHA LABS PVT LTD, DELHI and AGAPPE DIAGNOSTICS LTD are jointly 

responsible for the installation of MISPA CXL PRO PLUS with serial number 23T240PCS0538K 

at Arunosha Labs PVT LTD, Delhi as per the attached Operational Qualification protocol. 

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD. 

Name 

Designation 

Company 

Name 

Designation 

Site 

Validation Team from ARUNOSHA LABS PVT LTD, DELHI 

Department 

Name: 

Customer Authorizations: 

:Sr. Service engineer 

Rolit 

Deepak 

AGAPPE DIAGNOSTICS LTD. 

Title : OPERATIONAL QUALIFICATION 

Tel 91 484 286 7000 1Lmaih apappepee 

MUMBAL RtGISTERED DSFICEI 
401& 402, 4'Fluor. Jasingh Businss Centre. I19, 

Blo chemiy 

CORPORATE OFFICE/ REAGENT PLANTI 
Aganoe Mis, Patinatten (P0l, OisL. Eadam. Kerala -641$62. Indla 

Saha Rot, Priada, Andteri (Eastl, Mumtal 400 099, Nra. 
Tei 9) 22 4D00 6J0016mail umbalolfkapappe in 

EOUIPMENI PLANT 

Signature 

Date 

AGAPPE DIAGNOSTIC8 LTD, 0900LZOS IEN BO 1485200 CERTIED COMPAIY ICM :NR2IMISOPLCUSALD 
K'3 0loch No 32 KNFRA Snall odusbial Purk 

DELMI OFTKE 

AGAPPE 

SM S00,5 loes, oer, Shlvaj M 

Signature : 

Date 

Nellad, Cochin, Kerati, nda -686 7n. tel 01 4$$ 270 4T7 

Teth o91 11 45 4161EMait devatketa_me m 

Date 

:14/05/2024 

A A KUAR 
MD (Path & Moe 

runosha clinic & labs 
NEY 4. Lopal Shdping 

KX NATA GFFICT 
406, Mevn Matris At No-0, Blxt DN Stor y 
Salt Lale Cn, koâata P00 091 

BANALORr OFFKE 
SåN oe Red(rs Bnavan, Na 26 Rave Carse Roat 
Sangalor 0 00L let 91 80 8 KEN 

Censa 
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CHLESAATING 

SURGING IINGVATON 

IV. INSTRUCTIONS 

1. An authorized AGAPPE DIAGNOSTICS LTD representative will 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 document will be 

noted in the COMMENTS section at the end of the 0Q protocol. All resolution to 

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

prior to issuance of a SYSTEM CERTIFICATION. 

AGAPPE DIAONOBTIC8 LTD. IS0 9001:201S IEN ISO 13485:2016 CERTIFEDCOMPAY I:229I9LCLSAL3 
CORORATE OFFKE/ REAGENT PLANT 
kgApDe Kll, Pinatton (P, Dis. Eakdan, Keraa -8 S62. ndla 

MuwAW RGISTERED OFICEI 

Tel 91 444 286 O00 1 Enult agypeapsoe 

04 402 Fapr. Jäsngh eusines Centre. U9, 
Sah Rut, Parvuada, Andheri astl, Muombai -A00 099, kafla 

EQUIPMENT RANT 
K/S88-C8, 0lock No 32. KMFRA Smal xdustrial Park, 
Nellad, Cochin, Kerai, Inda -686 721. Tek 91 484 276 747n 

AGAPPE 

DELHI OFTKE 
SM 540,5 Tloon, DLF TY, Shivaji Nag. 
Tet: 91 l4558 3416 IEmait deiiafkeaspe in 

sOLKATA OFFICE 
06, Mertin Matrin, Plct No-10, Blxc DN SACTO V. 
Sat Labe in, Kokata 700 001. 

ANGALORE OFFKL 
s6 Hoor, Red Crass Bhavan. Na RacP CauY Rad 

OACNDSS 
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CEFBAATIN 

SURGING HONGUHTON 
SERVIRIG AItoD 

VIl. SCOPE 

This Operational Qualification protocol will be performed on the MISPA CXL PRO 

PLUS at ARUNOSHA LABS PVT LTD, DELHI. 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 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. 

AGAPPE DIAGNOSTICS LTD. 
CoRORATE OFFICE / REAGENT PLANT 
6Ba9ne Mily, Patinaftan PO), Dist. Eraskdam, Keraba -681 562. Inda 
Tef 91 44 286 DO0D IEmt agaooeagppe n 

MuMA RLGSTEREO DFFICE 
016 402. 4' Fuor. luingh Burxiness Certre. 1u9 
Sahe koa, Parumada, Anderi (East), Munti 400 099, rntia. 
tel +9) 22 4 SOO 80001 Lml: aumbasotiedapape in 

EOHIPMENT PLANT 
KFS88 CB, Bloch Na 32, KNFRA SIRal nduwial Park, 

ISO 900L:205 IEN SO 1AK2016 CERTIFIED COMPANY L CIN:02429NI99UPLCIISAD 

Nellsd, Cocthin, keraaa, inta -686 72, Tet 401 48i 26 NTI 

NLN OFTKE 

AGAPPE 

SM 540, 5 Neo DF Tonr, Shivajl Mat 

Tel: +01 t1 4558 3436 1 Emait deiofxetag1ppe in 

KOLRATA OFFICE 
406. Metun Matrin, Pt No J0,. Bloa DN SRctor 
Sat lsse Gty, Aohata 700091 

ANGAA RE OFFI 

Enat bngsureeftiyp 

VOUR RESt ARTNEG N DACNOSTes 
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AE5RATIN 

SURGING DNOVETIO 
SRRVIIAG LAD 

VIII. 

Test 

No. 

01 

02 

03 

04 

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

05 

06 

07 

OPERATIONAL QUALIFICATION 

Instrument ldentification 

Model Name 

Serial Number 

MUMSAI ItGSTURED 0FFKE) 

Test Name 

Start up 

Daily maintenance 

Calibration 

QC check 

Reproducibility 
check 

Sample 
programming and 
Analysis 

Shut down 
procedure 

CORPORATE OFFKE / REAGENT PLANT 
kginpe kts, PMtnatton (PO1, Dis. Erakam, Keraa 683 562. ndla 
tel91 484 786 O00 I Emait agepeNgie 

401 & 402,4For aingh ses Crt. 19 

: MISPA CXL PRO PLUS 

:23T240OPCS0538K 

Sala Roat, Pada Andteri(, Mumti 400 099, ndia. 

Test purpose 

To make the equipment ready 
for operation 

To clean appropriate modules 

To calibrate the system 

To confim that the system is 
calibrated and working within 
specifications 

To check the precision 
[CV %] after calibration 

To run the samples 

Verified Date : 14/05/2024 

To shut down the system 

EQUIPMENT ANT 
K'Y88-CB, Blocd No 3 KNF RA Sall bdant ial Park 
Nellad, Cochin, Keral, tnsa-658 721, tet 0t 484 206 74T7 

DELNI OFFKt 
S S40,5 Ioar, DF Tower, Shivaji Mg 

AGAPPE 

AGAPPE DIAGNOBTIC8 LTD, 50 90012015 INSO 1A8S20NS CERTIEIED COWPANY ICM : M24219OORCILSALJ 

tel: +01 ) 455# 84)61 Emait deiatfketappe 

Verified By and date 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak, 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak . 14/05/2024 

KOLKATA OFFKT 
406, Mertn Maria, P No-10, Blec& OR SRtS . 
Sat (abe ity, koaata 00 091 
Tet 9t 1! 4001 0451IEsait aattakNKA 

BANGALORE OFFKL 

dnglure s00 00 et 1 80 RIS S88 
Emai tangorolit 

CIAGNTETCS 
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SURGNG RNGVAT00 

saest 01: Starting the system 

Purpose: To make the instrument READY for operation 

Summary: 

there is an error code, initialize the system and follow corrective action instructíons provided 

for the error message. 

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

Procedure: 

G. Wait for the instrument to get ready after initialization 

L 

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

Check the UPS. 

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

Switch on the MISPA CXL PRO PLUS by pressing the main switch, then switch on the 

computer and then the system power 

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

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

finished 

N. Follow instructions provided for the error message 

Acceptance criteria: System to display READY status 

UMAIGSIERtD 0F 

PARAMETER 

Parameter values for verification: "READY" on Status Area 

CORPORATE OFFKL / REAGENT MANT 

PASS 

AGAPPE DIAGNO8TIC8 LTD. ISO 900L2OLS IEN SO 1D4852016 CRIFED COPANY I CIN 

Patunatt (PO), 0is. fataam, K ndia 

4004 4024'Foo. lesnge aress itae, t9 

AGAPPE 

FAIL 

Li koa Pusuaa Andheri lanE, Mutal 400 099, ia 

tQurT MANT 
K/S08C Bch N R NPRA Smal duatal Park 

DEL OFKE 

ut Lake Cty, Kohata 

SANGAL oME OFFKE 
as ed ross anaa, ao ad 

:N29NISPLCIIS4L3 
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CEEBRATINi 

SURGING RNTATO! 
SERVI4G MLAIHD 

S No. 

02 

03 

04 

05 

01 Empty waste container 

06 

07 

08 

Method: 

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

Refer detailed procedure for Daily Maintenance 

Activity 

Check Wash solutions 

Check system water 

Check Reagents 

Test 02: Daily Maintenance 

Clean Reagent Block 

Clean out side area 

Load supplies and remove outdated and 
empty reagents 

Check main menu screen 

09 Perform Quality Control 

PARAMETER 

CORPORATE OFFIKLJ REAGENT AANT 
Agappe Hils, Pxtinattoen (P0}, Dis. Erasktam. Kerala 681 562. India 
Tel 91 4M 286 7O00 Emul: agaopeaggen 

uuMAAI IRtGISTEEuits Cecre. t19. 

PASS 

M1 44 Ubeilas1. Mumti 400 099, india 
tel +91 22 4I0 000Lnait: eumhaioltikeagappe in 

FAIL 

EQUIPMENT PLANT 
K/S88 CB, Bluchk No. 32 KNFRA Smal kdusuial Park, 

DELI OFFKE 

Done by 

Deepak 

Deepak 

DSM 540,5° tlon ToN, Shtva) Ny 

Deepak 

Tet: +91 1 4558 846 Emait deiolfceagAppe in 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

AGAPPGE 

Deepak 

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

Nellad, fochin, kerala, tnda -686 721, Tet 9} 4$4 276 A77 

Date 

14/05/2024 

14/05/2024 

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

14/05/2024 

AGAPPE DIAGNOBTICS LTD. s090OL2015 |EN ISO 1BASZ016 CERTIFAED COMPANTY I CN:2429MAI99RCUSAS 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

KOt KATA OFFICE 
496. MEvtin Matrin, PiCE No-10, Bloxt DN Sectar V. 
Satt Lade ity, Kolkata 00 091 

91 3 4001 0451 Emat ènkaatficgATe 
BANGAL0RE OFFNT 

Raotakutes 000 1et s1 80 ¿RN SIS 
Emat bungturecffikeagrpe 

Ret (ross Shavdn, N20 Rare [ourse Rcad 

vOLA OEST PTNER NtIACNOSTOS 
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BAAIIN 

SURGING NOUATTOH 

Test 03: Calibration of the system 

01 

Purpose: To calibrate the system 

S No 

Procedure: 

02 

Activity 

measurement 

Preparation of the cal material 

PARAMETER 

Performing Calibration with 
calibration programming Screen 

S No. 

Parameter values for verification 

Test 04: QC check 

02 

Acceptance criteria: Calibration data showS Concordance OD values in triplicate 

insert 

Procedure: 

Activity 
01 Preparing Biochemistry control material 

Creating QC file 

MUMSAI NGISIURLD 0FFICEI 

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

03 QC sample programming and analysis 

PARAMETER 

PASS FAIL 

CORORATE OFFKE/ REAGENT PLANT 
ApADDe Hlts, Pattnatton (PO, Dist ErAksam, Kerala 681 56. india 

Parameter values for verification: QC values within t 2SD 

MIL &40 4 Floot, Jangh Bgsánes Crere. t19 
als Rot Pusnada, Apdheri Eat, Mumhi -400 099, ia 
tel +9)22 4Y00 SO00 |Ém umbottkearapue in 

: No error message in the printout 

Done By 

Deepak 

PASS 

Deepak 

EQUIPMENT LANI 

AGAPPE 

DELMI OFFIE 
DSMS0,5 lon DE Tor, shivaji Ma 

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

K'88O loxh Na 32 KGINFRA Smal ksdustrial Park, 

Done By 

Nellad, Cochin, Keraia. na 686 7. Tet ) 464 276 T47 

Tel: 91 1 4558 s461(mait deinffkeagappe in 

Deepak 
Deepak 
Deepak 

AGAPPE DIAGNOBTIC8 LTD. s000L:015 IEN ISODAAS2016 CERED COMAY I:2PLCISALS 

Date 

14/05/2024 

14/05/2024 

FAIL 

14/05/2024 

Date 

14/05/2024 

14/05/2024 

KOLRATA OFFCE 

ANGALOt OFFKE 
SéW laa. Res Crss havan, N ae Cause Ayat 
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EEBLAIIN 

SURGING IDIGATOM 
sBRVII1G BeArD 

Test 05: Reproducibility Check 

S No. 

01 

02 

Acceptance criteria: Results CV within specified limits 

Purpose: To check the reproducibility of instrument 

PARAMETER 

01 

S No. 

Activity 

03 

Preparing control material/ sample 

04 

Running triplicates 

Test 06: Sample programming and Analysis 

Parameter values for verification: CV% within the limits 

Procedure: 

Purpose: To run the samples 

02 Programming samples 

PASS 

Activity 

DFFICE 

Preparing and Processing of samples 

Aspirating the samples 

CoRPORATE OFFKE/ REAGENT PtANT 

Viewing samples in process 

05 Review results: Monitoring results 

PARAMETER 

Acceptance criteria: Samples Analysis without any error 

FAIL 

PA`S 

eApoe Mks, Ptnattoe (P0, 0isu. Erasktam, Kerala 681 562. ndla 
1ef "91 48A Z86 2O00Enail: agoppr2agepein 

tel +91 22 4S00 S00oIEmail: umbaiotteagAppe n 

FAIL 

O4 40, 4 .s1. Mumtuj 400 099, toa Sah Ruar! 

Done By 

Deepak 

EQUIPMENT PLANT 

Deepak 

Parameter values for verification: Sample analysis without any error 

DELMI OFFKE 
D5M 540 

Done By 

Deepak 

Deepak 

Deepak 

Tet 01 11 4558 846 fnait driolfketasppe im 

Deepak 
Deepak 

K0S8 CO, Bloi No 2, KNF RA SnaM todustial Park, 
Nellsd. Cochin, Beraia, Inda 686 71. Tet 9) 484 27% 4T7 

AGAPPE 

Date 

AGAPPE DIAGNOSTICS LTD. IS0 9001:2O1S IEN ISO 1AS2016 CERTIFLED COMPANY I CIN : 24239MI9PLCILS4D 

14/05/2024 

14/05/2024 

Date 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

KOLKATA OFFME 
406. Mariun Mrn, Pit No 0, B0Rx& ON Stx V. 
Sat Labe ity, KDaata 00 91. 

BANGAL ORE OFFKE 

Émai bunginreftggrpe in 
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SURVIBG Asos 

system. 

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 

S No. 

2. 

5. Operator Training 

cOPORATN KE/ MLEAANT 

Operators 

Rohi 
Rohit 

Department 

AGAPPE 

io cheiy 

Initials Date 

AGAPPE DIAGNOSTICS LTD. 0 N00LNSIO LISJONS CHRUooICasA 
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CBSAATIN 

SURGDHG INGATG 
S8RVII4G A 

XI. SYSTEM CERTIFICATION 

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 

Designation :Sr. Service engineer 

Company 

Name 

: Deepak 

Customer Authorizations: ARUNOSHA LABS PVT LTD, DELHI 

Title 

Designation : 

:AGAPPE DIAGNOSTICS LTD. 

CoRPORATE OFFIKE / RtAGENT PLANT 

MUMBAI (RGISTERLD OFHCd 

: OPERATIONAL QUALIFICATION 

Apaope Wah, Patsnatn P, Dist Eraaban kefala 1 5A2, ndlu 

u& 40 4 our laingh Bsiness Ceere il 

Usho turn kmr 

Salu Ruat Paada, Andheri (lai, Muetai - 00 099, nha 

Signature 

tQUPMENT MANT 

DEL OFNKE 

AGAPPE DIAGNOBTIC6 LTD. 90 9001L20s IEN ISO IMSA TFED COIMYICIM :mRCISA3 

Date 

) 4558 A6Iat deaaltagpen 

AGAPPE 

Date 

:14/05/2024 

MD (Paf & Mer 

nesh& clinics & lsbs 

S4, Logal Sheping Germ 

Signatorg wala Ton Par 

A A KUAAE 

: 

KOLATA OFPCE 
06 Me tn Mai, Pot No-0 A SRta V 

at Lake (ih, Aahata NO t 

ANGAAORt OFFCE 

Enak hangeeeudAge 
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CDESRATLNG 

SURGING IMOVATTON 
SRAVING BLATND 

MUMBAI JREGISTERED DFFICET 

PERFORMANCE QUALIFICATION 

FULLY AUTOMATED CLINICAL CHEMISTRY ANALYZER 

CORORATE OFFIKCE REAGENT PLANT 
ABpDe Kits, Painsttom (P0%, Dis. Eraakdam, Kerala -68) 562. Indla 
tel 91 484 86 7000) Enit agsgpegagpe a 

MOI & 4024 Floor, lingh Bsiness Certre, 19 

AGAPPE DIAONOBTICS LTD, S0 900L2015 IENISO 13ASS2016 CERTIFIED COMPAYI CM : 2A29MNI990PLCISAB 

Saha Aot Psada, Andheri (Es), Mumtai -400 099, india. 
tel 9 22 4 0) 9000|Ea umbaiolfikegagappe in 

For 

MODEL: MISPA CXL PRO PLUS 

AGAPPE DIAGNOSTICS LTD. 

EQUIPMEN PLANT 
K/S8 C8, Dlock No 32, KNFRA SHall bxdustial Park 

Nellad, Cocthin, K¹rala, tda -686 721., Te 91 484 26 T4TT 

DELIN OFTKE 

AGAPPE 

DSM 540,5° Tloor, DF Toer, 5hivajl MarL 

Tel: +91 11 45s8 84lEmal deiotfictagpe in 

KOL KATA OFFICE 
06. Mvtin Matria, Akct Mo-10. Blt ON Sector . 
Satt Labe üity, ADhata 700 091 
fet 9 1! 4C01 0451|Fmat koatatfgacpen 

BANGAL ORE OFFKE 

Bangilore S0 00! Tet 9l 80 2Z8 8288 
Ena hingturcofitegugppe n 
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SURGING ngVAT 
SaRVIG LAD 

V. APPROVAL OF THE PERFORMANCE QUALIFICATION PROCEDURE 

Both ARUNOSHA LABS PVT LTD, DELHI and AGAPPE DIAGNOSTICS LTD are jointly 

responsible for the installation of MISPA CXL PRO PLUS with serial number 23T240PCS0538K 

at Arunosha Labs PVT LTD, Delhi as per the attached Performance Qualification protocol. 

Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD. 

Name 

Designation 

Company 

Name 

Designation 

Validation Team from ARUNOSHA LABS PVT LTD, DELHI 

Department 

Name : 

Title 

Deepak 

Site 

Sr. Service engineer 

Customer Authorizations: 

AGAPPE DIAGNOSTICS LTD. 

COROTE OFFIL/MN AANT 

Bio chen 

: PERFORMANCE QUALIFICATION 

AGAPPE DIAGNOBTICS LTD. 
tOuMEN RANT 

AGAPPE 

DELI OFKt 

Signature : 

Date :14/05/2024 

Signatorea, Local Sheprng Cior. 
en waa Town Pa 

Signature 

Date 

a iA A KUMAS 

MD (Prh & M 
0Osha clinjcs & labs 

Date 9/osy 

s0 90020tS IENIS0 LAS20 CERTD COMMYINCIS3 
EOLKATA OFPY 

BANGALO0N OFFKL 
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CELEBRATING 

SURGING RMOVAIOH 
SSRVING 1LAHD 

Test 

No. 

01 

02 

03 

04 

05 

06 

07 

08 

09 

10 

VII. 

0. Instrument ldentification 

1. Model Name 

PERFORMANCE QUALIFICATION 

2. Serial Number 

Test Name 

Start up 

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

Daily maintenance 

Cell blank 

Priming 

Auto gain 

Calibration 

QC check 

Reproducibility check 

Sample programming 
and Analysis 

Shut down procedure 

CORPORATE OFFKE REAGENT PLANT 

MUMSAI JREGISIERED DFFICEI 

AB)00r Kils, PXlunatton (PO), Dist. Eraabdan, Kerala -681 52. Indla 
1el 91 484 ZB6 7O0DJ Emill apppezagsue 

4016 402. 4 For. Jedngh Busineis (rere, 119. 
Sahar Ruz, Pslwada. Andheri (Easi, Mumtui -400 099, ndia 

: MISPA CXL PRO PLUS 

:23T24OPCS0538K 

lel 912:40 89001Eml eumbaattkeaapape in 

Test purpose 

To make the equipment ready for 
operation 

To clean appropriate modules 

To check the cuvettes 

AGAPPE DIAGNOSTICS LTD. 

To check the tubing's, and flow 

To check the cuvette and 
photometry system 

To calibrate the system 

To check the precision 
[CV %] 

To confirm that the system and 
reagents are acceptable and working 
within specifications 

To run the samples 

Verified Date: 14/05/2024 

To shut down the system 

EQUIPMENT PLANT 

DELMI OFFKE 

K/S88-4B Block No 32, KINF HA Snall lndustial Park. 
Nellsd. Eochin, Kerak1, tnsa -68% 721, Tet «9} 484 216 74T7 

AGAPPE 

SM 540,5 Tinos. DF Tower, 5hlvaji Ma, 

Tel: e91 11 4558 84H61Emait denioffikga_1ppe.in 

Verified By and date 

Deepak, 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak, 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak, 14/05/2024 

IS09001-2O15 IEN ISO 13485:2016 CERTEIED COoMPAY ICIN:24239MHI998PLCISAB 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

OLKATAUr OFFIE 
triu Pt No-)0, Bkxt-DN SAtor V. 

ti Kobata 700 091. 
fe +91 33 4003 045UEmi: aoattaicette t 

BANGALORE OFFKE 
S-6. Tlo, Red Crss havan, Na 26 Rae Course Road 

Emak bangrecfitegagrpe in 

VORAESTPAHINGH N DIMGNUSTUS 
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EI8ATLN 

SURGIHG NGZTCH 
sERVINIG LAID 

Test 

No. 

01 

02 

03 

04 

05 

06 

07 

08 

09 

10 

VIlI. 

0. Instrument ldentification 

1. Model Name 

PERFORMANCE QUALIFICATION 

2. Serial Number 

Test Name 

Start up 

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

Daily maintenance 

Cell blank 

Priming 

Auto gain 

Calibration 

QC check 

Reproducibility check 

Sample programming 
and Analysis 

Shut down procedure 

CORPORA TE OFFKE/ REAGENT PANT 

MuwBAI REGSNRLD OFICS! 

Agappe kis, PHtatton P0, Dis. Eraskadam. Keraka 562. ndiA 
fei 91 484A Z86 TO00 1Emit agaopepe 

: MISPA CXL PRO PLUS 

: 23T240PCS0538K 

Satha kut. Pavwada, Andteri (East), Murtaj-400 099, hodia 
led +91 22 400 6900|Emai munbzotfkagape in 

Test purpose 

To make the equipment ready for 
operation 

To clean appropriate modules 

To check the cuvettes 

To check the tubing's, and flow 

To check the cuvette and 

photometry system 

To calibrate the system 

To check the precision 

[CV %] 

Verified Date : 14/05/2024 

To confirm that the system and 

reagents are acceptable and working 
within specifications 

To run the samples 

To shut down the system 

EQUIPMENT PLANT 
K/8 8 Blox No u KNFRA ynal edustrial Park 
ellad, Cochin, Kerala, rda 686721. telt «9; 484 20 7477 

DELMI OFFKE 

AGAPPE 

SM 540, 5 Tloos DI ToNer. Shvajl M 

fet: 91 |1 4S59 846 1Eait deioicetagppe im 

Verified By and date 

Deepak , 14/05/2024 

AGAPPE DIAGNOSTICS LTD. s090L:2015 IEN B90 14852015 

Deepak, 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

Deepak , 14/05/2024 

KOL KATA OFFCE 
406. Maxtn Matrix, Pt No 0. Blca-ON Secta 
Salt Labe ity, Kosata 00 091 
le 1n 403 045| /Eml albaateNe 

BANGALORE OFFE 

CRED COMPAIY ICH :22MKIPAM. aISALJ 
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CEEBAATINU 

SURGINHG RNOVETIOH 

Test 02: Daily Maintenance 

Refer detailed procedure for Daily Maintenance 

S No. Activity 

02 

01 Empty waste container 

03 

04 

05 

06 

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

Method: 

07 

08 

Check Wash solutions 

Check system water 

Check ReagentS 

Clean Reagent Block 

Clean out side area 

Load supplies and remove outdated and 

empty reagents 

Check main menu screen 

09 Perform Quality Control 

MUMBAI (RtGISILRED oFFICEJ 

PARAMETER 

CORPORATE OFFIKE / REAGENT PLANT 

PASS 

kgaDDe Kts, Pxtnattm (P0), Dis Eraakdam. Ketala -81562. India 
tel 91 484 Z86 7000 Emait agepeageoen 

401 & 402,4° Foor. angh ants Ceate., l19, 

FAIL 

Satar Auas Puswada Andheri(Eas), Mumtai - 400 099, niia 
fel +91 22 4 I0 S000| oail umbaotxesagappin 

Done by 

EQUIPMEWT PLANT 

Deepak 

Deepak 

Deepak 

DELHI OFFKE 

Deepak 

SM S40.5 lnoD Tower, Shhaji Mary, 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

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

KB, loch Na 32, KINFRA Sma tedunwial Prk 

AGAPPE 

Ketlad. tochtn, Keraia. lrdia -636 721. Te 01 48 276 74T7 

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

Date 

AGAPPE DIAGNOSTICS LTD. 50 0120S 1EN IS0 1A8201s CHRTIFIED COMPAINiCHN:24239MHIS9aRCISALI 

14/05/2024 

tel +9) 11 450 8A6 1Emait deiolkejaippe in 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

KOLKATA OFfICE 
406. Mertin Matriu, Po NU-10, Bi DN SIO 
Satt Lake in, koksta 00 091 

BANGALO0RE OFFNT 

Sungalore.ú000L e +1 80 228 KZN8 
Emal tung°orrctitrgwpea 

DIACtNG 
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CELEBATIN 

SURGING HHGVETION 
SERVIG KANND 

Test 03: Cell Blank 

01 

Purpose: To check the cuvette blank OD at different wavelength 

Procedure: 

S No. Activity 

Checking the Cell blank 

340 nm 

380 nm 

405 nm 

CORPORATE OFFIKE REAGENT PLANT 

WUMDAI (Rt&IsIERED DSFICII 

450 nm 

480 nm 

505 nm 

546 nmn 

570 nm 

600 nm 

660 nnm 

Acceptance criteria: 

PARAMETER 

700 nm 

750 or 800 nm 

No error Messages displayed 

All Cuvettes should show acceptance 

Parameter values for verification: No Error Messages 

Agappe kts, Pxtinaltom P0%, Dist. Eraakdam, Keraba- 68] 562, ndla 
Tel 91 49A 286 7DUG 1Emi: agpoepin 

401 402, 4' Fop1 Jengh Auness (iere, t19. 

PASS 

Sahar Rout Pavwada, AndheriLas), Muotuj -400 099, ndia. 
Tel +91 22 4 SOO S9110 LAa umbäiolfkegagape in 

FAIL 

EOIPMENT PLANT 

Done By 

DELN OFFKE 

Deepak 

Deepak 

SM 540, 5 Tloor, DF Tower, 5hlvaji Ma, 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

Deepak 

KS88-KB, loch Na 32. KINFRA STal edustial Park 
kellad, Cochin, Kerat, nôa -6S% 7. Te 0 4$/ 276 T4TT 

AGAPPE 

Tel: +9) 11 4358 84361 Emait dealficega_1ppein 

Date 

14/05/2024 

14/05/2024 

AGAPPE DIAONOSTICS LTD, S0 900L:2015 JEN ISO 13A85:2016 CERTIFIED COMPANY I CIN : 24Z9MAI998PLCISAL3 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

14/05/2024 

KOLKATA OFRCE 
406, Martin Maris, PÁct Nu-10, Blzck-DR Sats V. 
Sat lale tity, kobata-700 091. 

BANGALORE OFFNE 
SeI Flo, Reó Cros Bhavan, N26 Rare (ourse Rcat 
Bangslore 0 00! Tet »91 80 3228 8/88 
Emzi bungurroitedagwpein 

VULRBEST PATINERN CNOSTS 
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CBEDAATIN 

SURGDNG YATO 
SRRVING AHD 

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. 

S No. Operators 

2 

7. Operator Training 

MUwAAI RLGISIURED OFICEI 

Rohit 

CORPORATE OFFKE / REAGENT PANT 
Agiope ieik Pnattan POA, Dist. Eraakdan. Ketaa-681 562. kndia fel 91 484 286 OUG Lmit agorgANQIEn 

401 & 402. 4 Fuot uungn asnes CeTe. 19 
Sata Huat Prsada Andheri (EaNl, Muntui -400 099, ndia 

Department 

AGAPPE DIAONOBTIC8LTD, IS0 900L201S IEN ISO 148S2016 CERTIFED COMPANY I CN : 024239MH998PLCIUISALD 

lel 22 4A0 00Énul eutbaottxsdagappe in 

Bjo ohemity 

EQUIPMENT PLANT 

Initials 

K/Y88 CB gloch Na R KINI RA Smatl ndustal Park 
Nellsd, tochin, Kerau, tnda 6 1, Tot 9) 4I 0 AT 

DELMI OFKE 
D5M 540,s loar DI Toer, Shivaj) M 

AGAPPE 

tet 1 | 455# 8416 1 (mait dealficrape in 

Date 

KOL NATAA OFFCE 

BANGAL0RE OFFNCT 

Sng ngalerougwe in 

VOR GESTAATTNEN DIACNOSTCS 
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ADL/CO/APL/1214/24-25 

1:2 

1:4 

Parameters 

Dilution 

1:8 

Direct 

Customer Name 
Instrumert 
Protocof 
Date 

01:16 

01:32 

1:2 

1:4 

RATTNG 

Parameters 

Dilution 

1:8 

Direct 

01:16 

01:32 

Expected Obtained 
value 

483.87 

241.94 

MUMBAI [REGISTERED OFFICE) 

120.97 

60.48 

30.24 
15.12 

Expected 
value 

Glucose 

635.37 

317.69 

158.84 

79.42 

39.71 

19.86 

TGL 

Telk +91 484 286 7000| Email: agappeagappe.in 

Arunosha Labs pvt Ltd 
Mispa CXL Pro Plus 

Lineariy Study 
12/06/2024 

401& 402,4 Floor, Jaisingh Business Centre, 119, 
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63 

31.27 

15.33 
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635.37 

Sahar Road, Parslwada, Andheri (East), Mumbal -400 099, india. 
Tet 9122 4300 8000|Email: mumbaiofficeqagappe.in 
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Emait bangalor cegagappe.in 



WWw.agappe,com 

Pararneters 
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Tel: +91 484 286 7000| Ermail: agappe@agappe.in 
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ADL/CO/APL132624-25 

Customer Name 

Instrument 

Protocol 

Date 

Parameters L1 

GLU 

TG 

AST 

Low Level 1 

ALT 42.5 

Arunosha Labs pvt Ltd 

L2 L3 

16.28 16.36 16.66 

20.59 22.32 21.41 

Mispa CXL Pro Plus 

Carryover Study 

12/06/2024 

MUMBAI [REGISTEREDUtiness Centre, 119, 

40.62 38.75 

Customer Technical Support Department 

ah Daa Parshada. Andheri (East), Mumbal -400 099, India. 
Tel: 91 2 4300 8000 | Email: mumbaiofficesagappe in 

CORPORATE OFFICE/ REAGENT PLANT 
ARaDDe Hills, Patimattom (PO), Dist. Ernakulam, Kerala -683 562, Indka. 

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

AGAPPE DIAGNOBTICS LTD. 

Parameters 
GLU 

TG 

AST 

ALT 

EOUIPMENT PLANT 

High Level 2 

DELHI OFFICE 

X0S88-CB., Block No. 32, KINFRA Small Industrial Park, 
Nellad, Cochin, Kerala, India -686 21. Tel: +91484 27674T1. 

Tel: +91 114 

H1 H2 H3 

500.27 494.19 496.37 

695.07694.17707.87 
507.99 509.28 506.4 
518.75 522.5 

10 015, India. 
DSM S40,5 Floor, DLF Tower, Shivaji Marg, 

AGAPPE 

B8416| Email: delhioffice@agappe.in 

524.6 

12/06/2024 

Carry Over 
Ratio 

ISO 9001:2015 |EN 1S013485:2016 CERTIFIED coMPANY I CIN : 024239MHI998PLCI15413 
KOLKATA OFFICE 

-0.079 

-0.119 

0.000 

BANGALORE OFFICE 

0.772 

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

Tel: +91 33 4003 045L| Email: kolkattaofficeaagappe. in 

S-6, I Foor, Red Cross Bhavan, No-26 Race Course Road. 
Bangalore-560 001L Tel: +91 80 2228 8288 
Emait: bangaloreofficepagappe.in 

35.67 33.74 35.67 
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ADL/CO/APL/ 1 214/24-25 

SD 

Customer Name 
Instrunent 
Protocol 

Date 

Mean 

Cv% 

Glu 

93.45 

93.69 

94.24 

94.48 

94.44 

95.23 

92.74 

94.44 

93.97 

94.88 

94.16 

0.72 

0.77 

Arunosha Labs pvt Ltd 
Mispa CXL Pro PLus 

COPORAt tAAERANY 

Chol 

Precision (ertificate 

12/06/2024 

139.33 
142.1 

140.23 

141.2 
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138.13 
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141.87 

139.79 

1.96 

1.40 
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155.03 

156.21 

157.25 

157.77 

156.66 

156.88 

151.85 

154.51 

154.44 

158.95 

155.96 

2.04 

1.31 

AGAPPE DIAONOSTICO LTO. 

teB458 54i6 

Urea 

24.1 

23.77 

23.89 

22.95 

25.53 

24.1 

23.44 

23.2 

24.0 

24.1 

23.91 

0.70 

2.93 

E-Crt 

0.76 

0.75 

0.77 

0.78 

0.73 

0.77 

0.77 

0.76 

0.77 

0.75 

0.76 

0.01 

1.90 

AGAPPE 

12/06/2024 

æA 

5.75 

S.81 

5.62 

5.8 

5.75 

5.86 

5.75 

5.84 

5.8 

5.56 

5.75 

0.10 

1.66 

BANEA 

AST 

26.76 

26.09 

24 08 

26.5 

2743 

2542 

25.0 

26 

25 42 

26.09 

25.88 

0.95 

3.67 

wNoPLTsR 
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ORATIN 

Mean 

SD 

CV% 

ALT 

39.53 

39 

40.19 

37.53 

38.86 

38.86 

38.86 

36.87 

38.86 

34.88 

38.34 

1.53 

4.00 

Alb 

4.18 

MMRAL(REGISTERED OPiness Centre, 119, 01840da ndheri(Fast), Munbai 400 099, India. 
Tet -91 2 4300 8000| Email: mumbaiofficeaagappe.in 

4.23 

4.22 

4.22 

4.23 

4.22 

4.23 

4.2 

4.17 

4.19 

4.21 

0.02 

CORPORATE OFFICE / REAGENT PLANT 
Agapne Hills, Pattimattom (PO), Dist. Ernakulam, Kerala -683 562, tndla. 
Tel: +91 484 286 7000 |Email: agappeagappe.in. 

0.53 

TP 

6.73 

6.73 
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6.73 

6.69 

6.69 

6.63 

6.67 

6.69 

6.7 

6.70 

Tel. s01 114 
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0.46 
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0.44 

DELHI OFFICE 

0.43 

0.45 

0.45 

0.47 

0.46 

0.45 

0.47 

0.46 

0.47 

0.46 

0.01 

2.98 

X/588-CB, Block No. 32, KINFRA Small Industrial Park 
Nellad, Cochin, Kerala, India- 686 721. Tel: 91484 2767471. 

DSM 540, 5 Floor, DLF Tower, Shivaj Marg. 

AGAPPE 

14558 8416 t Email: delhioffice@agappe.in 

Alp- IFCC 

83.92 
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86.21 

83.46 
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85.75 
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84.37 

84.83 

84.92 

0.91 

1.07 

Cal 

9.89 

9.82 
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9.35 

9.83 

ACAPPEDIAcNOTIC LT, Is0 9001:2015 |EN ISO 1485:2016 CERTIFIED COMPANY | CIN: U24239MH1998PLCI15413 

9.74 

9.73 

9.63 

9.78 

9.75 

9.78 

0.07 

0.76 

KOLKATA OFFICE 
406, Merlin Matrix, Plot NG-10, Block-DN, Sector V. 

ReY. Kolkata-700 091. 
133 4003 0451| 

BANGALORE OFFICE 
kolkattaofficeaagappe. in 

S6. li Floor, Red Cross Bhavan, No26 Race Course Road. 
Bangalore-560 001. Tel: +91 80 2228 8288 Enait bangaloreoffice@agappe.in 
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