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,, Customer Authorizations:

Name : 5i^ :, 5."1 ir I 'i rr -i r-,\t-,tn

Title : INSTALLATION QUALIFICATION

site r lbiocHernls*
LaL

, 5l al 2a2)
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Name Debashis Bhattacharjee

Title

Company

Manager - Customer Service

AGAPPE DIAGNOSTICS LTD.

Date , SlZlLl

Name

Designation

Department

UArB :TECT^I

LAB

' 68J t6i. lildii.
[Qutpitlt{I Pta,,tT
Xl583,t-B.8lor* No. )1. Klilff;A5$ail lnd{strial Fa.k.
Nellad,(0(h'n.1,{erilr. l,rd:i. 086711 Ie,:.91d842767477.
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Protocol Performed By: Representative of AGAPPE DIAGNOSTICS LTD.

Signature: W'

Validation Team from DIVINE TOUCH MEDI CLINlC, AGARTALA, TRTPURA

V
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Date
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L. An authorized AGAPPE DIAGNOSTICS LTD. representative will check and enter the

specific data as outlined in the lnstallation Qualification. Each result will be noted and

dated.

2. The concerned employees of DIVINE TOUCH MEDI CLlNlC, AGARTALA, TRIPURA 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 lQ protocol. All resolution to such problems

will also be noted in the COMMENTS section, and must be resolved priorto issuance

of a SYSTEM CERTIFICATION,
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A. lnstrument ldentifi Verified Date: 05-03-2021
1.. Model Name : MISPA CLINIA

2. Serial Number : YM-84001332

B. Following is a list of accessories /consumables verified:
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AGi.AfrfeE ClIAGiwISSITIGE3 LfEl,,:-s0e001r;01t18ur50r3485:i016(EaTtFtEocospallytctN:u242leirtHleesPttlgtl

S No. Component
Present

Verified By Comments

01 Analyzer Main unit

Computer

03 Printer ,w- CIt<

RS232 Connector cable ,:l€s

05 Power cord @ DP\

Waste can &-
07 ,o4Water can

08 Water connector tube OK

Waste connector tube yss ,y OA

1"0 Water pre filter w 0,9.

1,1, Probe assembly Yts
Mixer assembly CI,t<

Reagent tray oK
L4 Cuvette blocks ,frry' OK

Reagent bottles

l(€ril;i . 681 16l, |rdii.

No:21:

"{,;,;,,l,lV;::i:.;i; l'N STA LLATI O N Q

(Yes/No)

n/e 4 ,w 0^
02 Yel /w OA

Y 
t|1

o4 M.: nk

yse
06 yEe OK

yEs 4#"-
lEe /w."

09

yee

w/ o4

12 ytie:

13 y,es r
y,f t

15 7r;s ,p--- 0/<

[0utPilfl!T pra$T

xl5$!.LB.8lo(k Nc. Jl. KriFftA9n)ail l'rd(strial Frrt.
Nxllad,C0(hii. Hel?la, |:dia {867it. Trl: *91,i$4 2767,1r1.

0!$lorf t{g
glH !4$. 5'i flsai. t]Lf r8]irr, shiraji L,lnrg.
l.les 0rl n " 1)0 015, lIil,a
leli .$l Il {t18 B{10 : tmiII: iclhiolfircoiErlr.c rr
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necessary for operation

S No.

Power supply is correct

ADLI to I McD I 064 I 20ts I Roo

AGIATIT'E Xf IAGINI] SiTI ES
2

Component (Yes/No) Verified By Comments

t Major components and accessories

are present
,/G4 g- ab<

2
There is no physical damage to the
components lel @- AK:

3 Ambient temperature is available YU @. fltr

4
lnstrument is installed in the floor
and leveled properly YEJ @.- OK

5 @ OK

6
Electric connections are tight,
weatherproof & earthed

l'e9 W- OR

7
Analyzer unit installed as per the
man ufacturers recom mendations

yEe b ot4

8
Water supply and waste drainage
facilities checked

yEs Dt^
OK

9 Mispa Clinia Detergent Available YE9 @ o<

Summary:

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

Acceptance criteria:

'"PASSPARAMETER FAIL

EQUIPMTNIPTAI{T

U53$.{8, Al.(A Nc. J), KlltIR}.sn}all lfld{ltrial Park.
Nellail. C0(hi4. fiernlJ. lrrli.r . 686 ??i. Irl: '9t d6.l 216 ?471



D. Instrument lnstallation

PARAMETER ,.PASS

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

AGiAPPE If tAGilVtrlsiTtGgi LTtrl, rsoe00tz0r5 tEnr501i485:20r6{iRTrFrEDCotipA}rytsN:uz423eMHree8ptors4r3

S No. Parameter Done by Comments

lnstallation of the main unit

lnstallation of the printer

Connecting the waste tubing

Connecting the system water tubing

OKlnstallation of the probes

OA

lnstallation of Wash Station DK

lotllPlltl,lT PlAl,lT (0ll(ATA oIflcl
x1l9$.(8, 8lo(k Ns. Jl. (lriffiA gnrall lsd{rtrial Fark, 406. I'ierlin Matrir, plot lio"10. glltl.nN, S0(l0r 1,

liellad,{0(hii. rorah, hdii.d86721. Trli *91 4842r, ?477. sati: Lihr(itY, xolkiiti'?00 091.

T.i: *91 ll 4003 0{51 itn}il kslka$0ltice(}a8anpt.in

t

Date of lnstallation : 05-03-202L

lnstalled by j--t-,t- li'/- -{ trr 
r* BHA iTN r}{A RfFF

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

FAIL

ADLI FO I MCD I 064 I 201s lR00

I
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01 M- OA

02 lnstallation of the computer system W o<

03 pA. oA
04 M-_ I i-.

05 W 0A
06 lnstalling the reagent tray w- 0t<

07 W
08 lnstallation of the mixers @- 0t<

09 I nstalling the cuvettes @-
10 @

BEI!{l 0rfl{t
09M540.5" ll00r, llf I0*?r,shilnii Marg,
iles 0rhr . ll0 015. h,d{a.
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.fr8l 5t':1, lttdi;t.

lqurplrlNT plAt{r K0LKATA ofn(t
x15$i.eS.8ln(k l(5. J!, xltl[flA Snall lsd{rlrial Fark. {00; ,rsrlin Malri{. Plot fto.10. El0rl.l]l,{,9.r10r Y,

llellird,C0r.hin.Ieraia,hldia 118672t.Tr[i9tdE427,?477. Salilahg(ity,x0lkita'7$tt091.
Iel; .91 ll 4001 ll45i i tnilil: krllr;.rlr0fi(eqtl8aFfr.in

c

'.,,,.1.,.i.'',,,,,''

Purpose: To check the cuvettes run Cuvette Check

Procedure: Manually put more than 40ml Mispa Clinia Detergent in position D of reagent

disk and more than 5ml Mispa Clinia Detergent in position D2 of sample disk. Then select

Perform Cuvette Check and click Continue to proceed.

Acceptance criteria:

o No error Messages displayed

o All Cuvettes should show acceptance

PARAMETER l.,'PASS FAIL

Parameter values for verification: No Error Messages

ADLI F O I McD | 064/20 lslRoo

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

Acceptance criteria:

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

All hydraulic units working well without air bubbles / leakage

PARAMETER./"ASS FAIL

Parameter values for verification: No Error Messages

ADLI FO I MCD I 064 I zots I Roo
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SNo Activity Done By Date

01 Do all checks in Hydro Unit v sblzt
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Eesignation
Signature

Company : AGAPPE DIAGNOSTICS LTD. Date

Titl

Name : 5l-l A3 T.ri t TA

Designation : LABTFCH

, o]>lz-l

AGIV(J$}TICS LTEI. rsoe00r.:20,5 l€Nrfoli{B5rz0t6(ERTrn[EcoMpAHylcur:ur4?ieuHleespLcus4lsA$.API3E I}I/
KOL(ATA OTfiCI
400, uprlil Milrix. lrl0l fio.10, Bllti.DN,5s(lar V,

Sali: t{[r (ity, Xolk;ita. ;t1fi $91.

I*L i9l ll 40$1 0451if.n,)ili kclkana0lli$t:i8st]pr,in

i(etali) . 681 561, lldii.

c)

-.-,,,,,, r,;r*lirarfiiffi
.-I',:!!, -',, 1! fiJ,'j' rtIt""

VI. SYSTEM CERTIFICATION

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

criteria outline in this lnstallation Qualification Protocol, or exceptional conditions have been

identified and documentation included. Exceptionalconditions, if any, have been addressed. The

system is ready for Operational Qualification.

Report Performed By: AGAPPE DIAGNOSTICS LTD. Representative

Name : Debashis Bhattacharjee

- Customer Service

Customer Authorizations: DIVINE TOUCH MEDI CLINtC, AGARTALA, TRIPURA

, *lzlzs

Signature , @
Date
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OPERATIONAL QUNL! FICATION
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Name Debashis Bhattacharjee

Designation

Company

Manager - Customer Service

AGAPPE DIAGNOSTICS LTD.

Date

Name

Designation

Department

LNB TF Cfi

f io c\nq^ ;s{'b$

Customer Authorizations:

'''l'lNr*" : Shasrlh ?"1 a.. Sak^,

Title : OPERATIONAL QUAL|FtCAT|ON

AtiAIlTTE trlIAGiIVCIsiTIG$ LTtrI,

^ 'l UZ &1^*"t"nr Date&; o Ch-elrr rS , Slgl2Dz t

AoLl FO I MCD / 06s I z0ts I Roo

IQUlprrtINt pt,il!T
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0tult 0fHca
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l(oLxATA0ffrcE
4Lr,-,. tdlil;U Mltrix. prlt N0.10. Bl6tt.0't, Se(l0f V,
srlt lnkr (it/. Kolklh-?00 09t.
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I. APPROVAL OF THE OPERATIONAL QUALIFTCATION PROCEDURE

BOth DTVINE TOUCH MEDI CIINIC, AGARTALA, TRIPURA and AGAPPE DIAGNoSTICS LTD. aTe

jointly responsible for the installation of MIsPA cLlNlA with serial number yM-g4001332 as per the
attached OPERATTONAL eUALtFtCAT|ON protocol.

Protocol Performed By: Representative of AGAppE DlAGNosrtcs LTD.

Signature :

, 1lb 2ozt

validation Team from DtvtNE ToucH MED| cltNtc, AGARTAIA, TRtpuRA

Signature @
Site

150 90012015 I Elrl M 11485;2016 fERTrrr€0 e0irpAr{y I ot.. : u24r3}r{H1998prc1r54rl

5ha,<a h i"$a,. 4a,l^a Signature :

Date , rf elzl
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II. INSTRUCTIONS

AGiATI]'E CIIAGIIVCI5iTICS LTtrI.

:

ilrrnia . 6S3 i63. l*dii.

1.' An authorized AGAPPE DIAGNOSTICS LTD representative will check and enter the specific

data as outlined in the OPERATIONAT 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 Oe 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.

ADLI tO I MCD 106sl20lslR00
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AtiiAFITTE f,ITAGIIVCISiTIGSI LrtrI.
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ilt. scoPE

This operational Qualification protocol will be performed on the MtspA cLlNlA at DIVINE

ToUcl{ MEDI cllNIc, AGARTALA, TRIPURA. This operational protocol will define the documentation

that will be used to evaluate the instruments instailation in accordance with the manufacturer,s

specifications and intended use. Successful completion of this protocoi will verify that the

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

knowledgeable personnel will perform qualification studies. Any exceptionai conditions

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

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

and dated.
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IV. OPERATIONAL QUALIFICATION

Test
Test Name

Start up

Reproducibility
check

l

AGiAtIT:lE CIIAGII\ICISiTICE! IjTtrt.

: .::: :

x0lxi.IA0rriat
40!. Meriin *ifrix, Pl6t t{!.10, Blg{k-0f,i, 5{n0r V,
Silr kke air./, l(alk ta " ioD 0!1.
Trl: r91 ll 4001 0451 I tnrnil: k0itarilalli[p,1ngaftr.ia
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No.
Test purpose Verified By and date

01
To make the equipment
ready for operation

a2 Daily maintenance To clean appropriate modules W
03 Calibration To calibrate the system W
04 QC check

To confirm that the system is

calibrated and working within
specifications

M,r€1-
05

To check the precision

ICV %) after calibration W"{
06

Sample
programming and
Analysis

To run the samples @*,
07

Shut down
procedure To shut down the system

Dftflt 0FFrta
DSM 540, I' fhror, Btt I0(r!. lhiynji t4arg,
ile$ Delhi- 110 Dls. lnd;a,
Tel: r9l I I 451$ g4l6 tmJ I: fl rlilrnttiicqr if,lpl:(..n
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then the system power

Double click the analyzer icon to initialize the system software

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

lf not, initialize by again after solving the error displayed

Follow instructions provided for the error message

PARAMETER !.PASS FAIL

Parameter values for verification: ,,READy,, on Status Area

AtriATTT:,E C}IAGiI\ICISiTICS LTtrt,
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Itflrla - 683 56?. hlili;t
t0lltptiEltt pLAIir
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Test 01: Startine the svstem

Purpose: To make the instrument READy for operation

Summary:

lnstrument checks functioning of different parts of the instrument automatically. lf there is

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

Procedure:

150 9001:?015 I iN 150 13485:2016 etRTtFtt0 t0Mpit{y I dtN : Ut4?}fMHl99sptCll54t3

t(01^xAtA0frial
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Test 02: Dailv Maintenance

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

Method:

Refer detailed procedure for Daily Maintenance in the software

S No. Activity Done by Date

Empty waste container ,,191 u
Check Wash solutions 1Yl u
Check system water

o4 Check Reagents qJ>lzr

05 CIean Reagent Block $*lzr
06 Clean out side area sltlzt
a7

Load supplies and remove outdated and
empty reagents Cdzr

08 Check main menu screen 'sld zr
Perform Qualitv Control 514r1

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

PARAMETER - PASS FAIL

Parameter values for verification: system found "Ready" after daily maintenance
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01 Db-->
02 p_-
03 W-- rlzlu
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w
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SNo

Performing Calibration with
calibration program ming screen

Procedure:

AGiAXTpE trltAcit\ttrtsiTtcsi urtrt.
tQUtptt€t{T FLANI
x156B-(8. Bifr[ !t0 Jl. KtNflA Sratl lndustrat pdrh.
itrlhr.trriln. (cr6,i, tildir 686 t2t.Tel:.ql 484 Z/a7,1??.

S No. Date

Preparing Biochemistry control material 1glLt
Creating QC file slelu
QC sample programming and analysis C sl2-)

Purpose: To calibrate the system

Procedure:

Activity Done By Date

01 Preparation of the cal material
4Yt a

02 W slgl u
Acceptance criteria: Calibration data shows concordance oD values in triplicate measurement

PARAMETER PASS FAIt

: No error message in the printoutParameter values for verificatlon

Test 04: QC check

Activity Done By

01 W.
02 w-.-
03 fu--

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

PARAMETER ,PASS FAIL

Parameter values for verification: eC values within t 2SD

ADLI F o I McD 106sl20lslRoo
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Purpose: To check the reproducibility of instrument

S No. Activity Done By

Preparing control material/ sample

FA!L

Parameter values for verification: Sample analysis without any error

ADLI F O I McD 106sl20lslR00
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S No. Date

Preparing and Processing of samples

Programming samples 4zlu
Aspirating the samples l Blzt
Viewing samples in process 4 312-l

Review results: Monitoring results Elslzt

6$3 561, l$dir.

i:ii",rl3i;:ilii : ;,:ilJ lri:ri;l11li: i::r"l
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Test 05: Reproducibilitv Check

Acceptance riteria: Results CV within specified limits

PARAMETER *PASS FAII

Parameter values for verification: CV% within the limits

Test 06: Sample prosramming and Analvsis

Purpose: To run the samples

Procedure:

E0utP$Eil, pLnNT

li$68.t8. 9!0(!: {u. }2. flflfitA Small tndsrtiiat parh,

fifllnd, (trhin. feriia, tiidii . 68ti l?1. lrl: 19t {S4 ??6 7d)?.

D$Hr 0rFrcs
I,sM 5,10,5'itliIlr, $lt ToRer. lhiyfrji Lhrg,
i{ew 0rlhi .li0 !li, ldia.
Tr,: ,rl ll 455S gd16 i Imnil: dclir0ftricqi.n0aoix.rn

Date

01 ,1zl ,t
02 Running triplicates W:: qf'Yl2-l

Activity Done By

01 W s/tlzr
02 b-
03 Db--
04 w--
05 W
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Acceptance criteria: Shut down without any error

PARAMETER \}ASS FAIL

Parameter values for verification: Shut down without any error

Purpose: To shut down the system

Procedure:

V. OPERATIONAL PROCEDURE

Certificate of Trainine

1. Technician Training

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

categories for the system described in this Operational Qualification.

S No. Training program lnitials Date

lnstrument Setup *>ong-- {1>lu
System Operation *1o t\3- 91zlvt
Basic trouble shooting and Maintenance )o"z*

AGiATEI'E rITAGiI\ICIEiTICSi UTtr',
lQrJrpr4ENI pLAN' t{0t^xATA 0tHtE
xl58g.(8. g! 0rt: ti[. ]2, l( tN[ itA silall I nd us tii a] pdr fi. 4 0(. M€di[ Mil rix. pt6t !{0.1}, Blo{k-0f{, EEftof v,
Icllad,(Ahrn.(erila,lndii.6B6,21.te[f9ld842/674??. SalrlrksCjt.r,K0lk t,l"7SD091.

Tpl:.91 ll {001 04i, I tm;ri[ k0tlntfi0lli&6]ig]tttc.rn

SNo Activity Done By

Preparing the system for shut down slzlu
Following the on screen instructions

Switch off the instrument when prompted C Elzr

"683 561. hdii"
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Date

01 @--
02 @- Ct lrt
03 @b--

1

2

3 Cgl Yr
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2, Operator Training

S No. Operators Department Date

rralisa}r.bbqr"ira
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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.

lnitials

I

L,

9,

1

5.
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VI. COMMENTS
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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.

Name : Debashis Bhattacharjee

: Manager - Customer Service
Signature

Com pany : AGAPPE DIAGNOSTICS LTD. Eate

Customer Authorizations: DIVINE TOUCH MEDI CLlNtC, AGARTALA, TRIpURA

Name

Designation : L-a'b {F C}\ Signature :

: OPERATIONAL QUALIFICATION , sl el2)

ADLI F o I Mco lo6sl201slROo

AGIAPPE trtIAGil\lOEiTtGsi LTtrl . i50e00i:z0i5rElir50il485:20iotERTrrrtDCoMPANrrr-rh;tr2423e,Mriiee8Pi(il541i

IQlIpMtilt pLtNr
xi5€8.t0. Biorli lio. )2, KrNFilA Smll tndustiiai park,

Itr'lli{i. (0$in. (prala, Indiil . 6*ti }21. T!l: rql 4g{ ??6 7d?7.

K0U(A.TA0ftlCt
4t{. Merlin Matrix. Ptrtflu-1}, Blork-0]!. sefiorv,
sxlr lrke fiiY, r{olkntr ' 700 091.
Tpi: a91 l:l ,001 04tl I [mni,r k0lliattx0ltit{5.Xjaga0$.iil

BNNGALORT Orfl(I
5.6, ll-'tlr0r, Rrd (r0ss ghalan. Nl0:26finre fo{r!eRcil1,
Baogalotu - 5r&001. l!i:.91 80 l2?8 8288
Emaill bnnen l0rr0ilir*t?r6ippe. i i

56i. india.

liiviji liilrE,

.,';:r.is:]in.i:::::."r{-r

W

@
Title Date

1



n

,.- r- -l r; tjrr - i Yi 
1 

j {t rn i-"f!. {r
:: .":i,..r:.: i : ..:,:ril__l..riI,

ADL/KolsER/00 87 / 23_24

S{ri,}r '{,

IAGITVTS$TIGS LTtrtAGIAIIPE trI

r".'Liijlii.A;t":iti lrf $

PERFORMANCE QUNTIFICATION

FULTY AUTOMATED CLINICAI CHEMISTRY ANATYZER

MODEL : MtSpA CLtNtA

AGAPPE DIAGNOSTICS LTD.
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BOth DIVINE TOUCH MEDI CIINIC, AGARTALA, TRTPURA and AGAPPE DIAGNosTIcs LTD.
are jointly responsible for the installation of MISPA cLlNlA with serial number yM-84001332 as
per the attached PERFORMANCE eualification protocol.

E

rotocol Performed By: Representative of AGAppE D|AGNosilcs LTD.

-C"ustomer Authorizations:

Name: IAsJLt& e'A4

le : PERFORMANCE eUALtF|CATION

t'+l**-%'bw

AGAPPE trIIAGiIVISSTIGS IJTCI.

Signature

Date

ADLI F o I McD 10661201slRo0
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Manager - Customer Service

AGAPPE DIAGNOSTICS LTD.

Name Signature :

LA.,L T44,/1 ,
Date

Designation

Department

0ttll 0rrr([
DSH 5{0.5' f100,,otr lor.jt,shi!ilt MJr!
,{iesorlar iloolt ln;i.
Iel, igl U 455SS{:16 | E,raiir dethia{trftii:0$npp*.ir

I ul

I.

Name Debash is Bhattacharjee

Date :
-oSUYY-Designation

Company

Validation Team from DrvrNE ToucH MEDI cLtNrc, AGARTALA, TRrpuRA

Site :

w
*(*/-,
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II. INSTRUCTIONS

1" An authorized AGAPPE DlAcNosrlcs trD. representative will check and enter the
specific data as outlined in the Performance Qualification. Each result will be noted and
dated.

2' The concerned employees of DlvlNE ToucH MEDI cuNtc, AGARTALA, TRlpuRA 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 pe protocol. All resolution to such problems
will also be noted in the CoMMENTS section, and must be resolved prior to issuance of
a SYSTEM CERTIFICATION.
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Test
Test Name

Start up

Daily maintenance

Cell blank

Priming

Auto gain

To calibrate the systemCalibration

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

08 Reproducibility check

Sample programming
and Analysis

Shut down procedure

q

65? 56:. hdia.
Sf[io1 V,

Verified Date :

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

No. Test purpose Verified By and date

01 To make the equipment ready for
operation

02 To clean appropriate modules 14

03 To check the cuvettes
t(

04 To check the tubing,s, and flow
u

05 To check the cuvette and
photometry system t,

06
[!

07 k

To check the precision

lcv %l

09 To run the samples tl

10 To shut down the system I



ce criteria: System to display READY status

PARAMETER PRSS FAII

rvctsTt
. 6{3 56?. ,rdia.

up is finished
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Test 01: Startins the svstem

Purpose: To make the instrument READy for operation

Summary:

:- - 
lnstrument checks functioning of different parts of the instrument automatically; if there

ls an error code' initialize the system and follow corrective action instructions provided for theerror message,

Procedure:

Wait for the instrument to get ready after initialization
Check the room temperature and switch on the Air Conditioner
Check the UpS.

switch on the MISPA cllNlA by pressing the main switch, then switch on the computer
and then the system power

a

a

a

a

Parameter values for verification: ,,READy,, 
on Status Area
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detailed procedure for Daily Maintenance

Parameter values

AGIATITIE CTIAGITV:3SITI CSi

s No.
Date

Check Reagents

Activity

Empty waste container Vb ,14

Check main menu screen

Load
07

Perform Qua lity Control

(6rrla . 6S? 56t. Iltdia.

PARAMETER PASS, FAlt

for verification: system found "Ready" after dairy maintenance

:r::i..ll1l;l:lli r.ilirit Li)t;1rr.'r;1lii
liriitii.r:i:r:.,]t tr 1. ;lrl:ri:-l..jiij

Test 02: Daily Maintenance

Purpose: To clean appropriate modures so as per the dairy maintenance protocor

Method:

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

ADL/ F o I McD lo651201slRoo

Done by

01

o2 Check Wash solutions
t4

03 Check system water
? 0t

a4
Y

05 Clean Reagent Block
t, t4

06 Clean out side area
\1 t4

remove outdated and
,t1

Y

08
ri q

09 v v

. D€u80tfl{x
DSt45{0.5 Il0r,.0{f 1oyril,Sn,vaji Mnrg,
Nelr oeht 110 0l:. tnrlta.
tet; .9t ll 45iBB4t6: Eiuii, delhi0ffi{pil:,11iitpln_iri
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Test 03: photometer Check

Purpose: To check the photometer after running some cycres of tests

Photometer Check

r. Execute photometer Check.

Acceptance criteria:

No error Messages displayed

All checks acceptance

2' Make sure that the ramp has been turned on for oven r.0 minutes. operateaccording to screen prompts.

3' lf the status field shows Normal, it indicates that the ramp's right intensity satisfiesthe requirements of measuremenu if it shows ,,Light intensity is weak,, in red, itindicates that the lamp has insufficient light intensity.

4. lf an alarm occurs during the check, operate as follows:
' lf an alarm indicates the ramp is off, check if the ramp has been turned on.. lf the alarm indicates light intensity too strong
' lf the ararm indicates right intensity weak, reprace the ramp immediatery.

PARAMETER
FAIt

Parameter values for verification : No Error Messages

P4&,
\./
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Test 04: primine

Acceptance criteria:

PARAMETER FAIL

Parameter values for verification: No Error Messages

AGiAF'T'E rIIAGiIVCTSTIcs LrD.

Date
SNo

Done By

Do all checks in Hydro Unit

l({r}la - 6S3 t6!. tidir.

tirailr celliofti(efirBipp*_irl
tex5p f,ond,

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

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

All hydraulic units working weil without air bubbres / leakage

a

a
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Test 05: Workflow

PARAMETER

Parameter values

criteria: The workflow be correct in order
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FAIIPASS
v/"-
verification No unwanted stopping in between
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Purpose: To confj,i" =p..iti..{t.".;;;':1 
m thaL svstems' reap
ach assay us;;. 'redBents and consumables are acceor5br- ,a *-,-.__

Acceptance criteria: eC results within specified lim

PARAMETER

Parameter values for verification: QC values within t 2SD

Test 08: Reproducibilitv Check

Purpose: To check the reproducibility of instrument

Acceptance criteria: Results CV within specified limits

PARAMETER PASS FAIT

Parameter values for rhrification: cV% within the rimits
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on the control product insert

FAIL
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Activity
Done By Date

Preparing control mater:ial/ sample ))
02 Running triplicates
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Test 07: QC check

Procedure:

PARAMETER

values for verification: eC values within t 2SD

Test 08: Reproducibilitv Check

Purpose: To check the reproducibility of instrument

on the control product insert

FA!t

AGiAPpE CIIAGIIYTSSTI CS LTtrt

in specified limits

FAIL

CV% within the limits

E0lJtpii[ilT pLA'{T
xJtS-3.C-e. 0,0tk No. 32. KliJfRA lrlrdtr lilLiuslflli pad{,
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Acceptance criteria: Results CV withi

PARAMETER PAS9'

Parameter values ror rXiitc"tion,

Krrila - 6fi3 56?. htdir.
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Acceptance criteria: eC results within specified

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

ADL/ Fo I McD I 066 I zlts I Roo

limits mentioned

PASS\.'

-

S No. Activity
Done By Date

01 Preparing Biochemistry control material h4 cl't I

02 Creating eC file
v ,

03 QC sample programming and analysis q q

S No.
Done By Date

01 Preparing control material/ sample vg L4

02 Running triplicates
t4 v
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Purpose: To run the samples

Procedure:

est 10: Shut down

Purpose: To shut down the system

Acceptance criteria: Shut without any error
PARAMETER

Parameter values

S No.

Preparing and processing of sa mples

Activity
Date

Programming samples J\

Aspirating the samples

Viewing samples in process
E

Review results: Monitoring results

AGIATIr)E CIIAGIN:] EiTTCS LTtr'

Acceptance criteria: Samples Analysis without any error
PARAMETER PA'S FAII

Parameter varues foi verification: sampre anarysis without any error

verification: Shut down without any error.

FAIL
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Done By

01

02
\^

03
1,

t
04

\
05

! \4

S No. Activity
Done By Date

01 Preparing the system for shut down rb 2l
02 Following the on screen instructions

v
03 switch off the instrument when prompted n, 4,
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Certificate of Training

1. Technician Training

This certifies that the technicia
for the system described in this Operational Qualification

2. Operator Training

AGIAPF'E ]IIAGIIVISTTICS :JTEf .
6QtliPlltl,lI PlAt{T
xl18i.(_8. Bkrt t{0. ,. KtIFfiA lnHir tndur(idt pa,k,
rlafiiC, [0(hrr. fiernh. l::rtia . 696 721. Tfl: {9i 4S.l 276 7in.

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

ADLI Fo I MCD 10661201slRoo

Operators Department lnitia Date
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S No. Training program lnitials Date

1. lnstrument Setup u
2. System Operation
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3. Basic trouble shooting and Maintenance $
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Designation , LA* -Je4/,

Title : pERFORMANCE 
eUAL|FICAT|ON

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

orizations: DIV|NE TOUCH

AGIATIPE EIAGIIVC'STIGS
Hrrrln .683 56a, tndir.

UTE!.
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Name

Designation

Company

Report Performed By: AGAppE DTAGNOSTTcs trD. Representative

: Debashis Bhattacharjee

: Manager - Customer Service

: AGAPPE DTAGNOSTTCS LTD.

Signature

Date

Signature

Date

%

2i,
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lnstrument

Customer Name

Date of lnstallation

Check

jsampte Probe

Reaction Disk

gent Disk

iSample Disk

Lamp

AD L/KO/S E R/0 262 / 23_24

: Mispa Clinia Fully Automated Biochemistry Analyser

: Divine Touch Medi crinic, corone! chowmuhani, Aga rtara,Tripura.

:Oslo3l2c,Zt S/N: yM_84001332
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Reagent unit
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Sa mple unit
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OPTICAL SECTION

Photometer Unit Alignments Status Remarks

Lamp Brightness Adjustment

Collecting Position Adjustment

The equipment is calibrated for the different parameters by using Multi calibrator
Lot.No:_Exp: ji 1[ 'i t-(-44 I %. : ] - ir ^.,..

This is to certify that the abore-l'nentioned product has been calibrated according to
the standard operating procedure given by the MINDRAy Medical systems.

Date of Calibration : LZlSEpl2O23

Next Due : LL/MAR/2O24

For Agappe Diagnostics Ltd.

w
\ \)

signatory

Name: Debashis Bhattacharjee

Designation: Manager - Customer Service
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