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Customer Name:UJALA CYGNUS RAINBOW Serial 4457-2- BioMedicls L

HOSPITAL,AGRA Model: _ EC 90 Number: 202209 I0-HIeaicals LIC.

|
ANNEXURE-A |
TABLE OF CONTENTS
Sr.No. Title Page. No.
1. Approval 1
O 2. Objectives 2 ¢
3. Pre-Requisites 2
4. Test Plan 2
5. Acceptance Criteria, 2
6. Summary 2
1. APPROVAL: ~
N 1.1 Prepared By:
Name Designation Signature Date
f
VED PRAKASH SINGH APPLICATION N
SPECIALIST
1.2 Checked By:
ie‘ Name Designation Signature N Date
1.3 Approved By:
Name Designation Signature Date
e
Page 1of3
rba:
wwwaoetransasia.co.in




(&)

TRANSASIA _

Transasia Bio-Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (East), Mumbai - 400 072

Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : transasia@fransasia.co.in CIN : U33110MH1985PLC036198 ‘“34@ {9

i
|

UNMATCHED SERVICE
SINCE1975™:
TRANSASIA BIOMEDICALS LIMITED
PERFORMANCE QUALIFICATION TRAN’AHA
Customer Name:UJALA CYGNUS RAINBOW Serial 4457-2- B M d I Ud
HOSPITAL,AGRA Model: __EC 90 Number: 202200 I0-MEQICalS LI0.

2. OBJECTIVE:
The objective of this protocol is to establish documented evidence for the
Performance Qualification of EC 90 and to ensure that the results obtained are within the pre-determined Acceptance

Criteria.

6 3. PRE-REQUISITES:

Following Pre-requisites are required before the execution of Performance Qualification.
> Completion of Installation Qualification (IQ) prior to PQ.
> Completion of Operational Qualification (OQ) prior to PQ.

4. TEST PLAN:

Perform precision study for both Erba Norm & Erba Path controls and check the recovery (for both level QC) & CV%
(for both level QC) during the Performance Qualification of EC 90.

> TFollow the EC 90 Quick Start Guide for Test procedure.

S. ACCEPTANCE CRITERIA:

Acceptance criteria are based on the precision studies conducted by manufacturer for EC 90.

6. SUMMARY:
Level Norm Path
(] QC QC )
Lot #
Mean )
SD
CV%
Range Limit Low

Range Limit High
Acceptable Criteria

(Max.value)
Status PASS PASS

Traceability: Instrument Raw Data printouts.

Note: This report is effective from the date of approval.
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UNMATCHED SERVICE
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Annexure-B
Instrurr;ent Raw Data to be attached as printout attachments in Annexure-B.
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Transasia Bio-Medicals Ltd., Transasia House, 8 Chandivali Studio .Road, Andheri (East), Mumbai - 400 072
Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : fransasia@transasia.co.in CIN : U33110MH1985PLC036198

UNMATCHED SERVICE
SINCE 1979...
TRANSASIA BIOMEDICALS LIMITED )
OPERATIONAL QUALIFICATION i ANSAM
} Customer Name: UJALA CYGNUS RAINBOW Serial 4457-2- bbbt
| HOSPITAL,AGRA Model: _EC 90 Namber, 202209 Bio-Medicals LId.
‘ —— umber: S
2. OBIJECTIVE:
The objective of this protocol is to establish documented evidence for the
6 Operational Qualification of EC 90
3. PRE-REQUISITES:
Following Pre-requisites are required before the execution of Performance Qualification.
» Completion of Installation Qualification (1Q) prior to PQ.
4. TEST PLAN: )
> Setting up the System settings by selecting date, time and language.
» Checked Tubes inserted, found OK.
» Checked EC Cartridge inserted with Biosensor found OK.
5. ACCEPTANCE CRITERIA:
Prime Up and 2P Calibration are resulted with NO ERROR.
6 Note: This report is effective from the date of approval. _
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Tel: +91 22 4030 9000 Fax: +91 22 2857 3030 Email : transasia@transasia.co.in CIN : U33110MH1985PLC036198

UNMATCHED SERVICE
SINCE 1979...
TRANSASIA BIOMEDICALS LIMITED “
INSTALLATION QUALIFICATION M‘AS'A@
Customer Name: UJALA CYGNUS RAINBOW Serial __4457-2- ! "
HOSPITAL, AGRA Model: _EC 90 Noumber: 202209 | Bio-Medicals Lid.

2 OBJECTIVE:

_ The objective of this protocol is to establish documented evidence for the
d Installation Qualification of EC-90.

Initial Inspection of the unit carried out and the details are as follows:

> Analyzer Condition Report:

Found the Analyzer along with accessories to have been delivered in satisfactory condition and no external
physical damaged observed.

3 PRE-REQUISITES:

> External Requirements for Installation;

> Input voltage of 100-240VAC 50/60Hz 60W

» Recommended Operational Conditions 15-35 °C / 15-90% Humidity

> In order to ensure the safety of the analyzer and the operator, following conditions must be guaranteed.

» The power supply system (Protection Class B & Category IT) must be compatible with the voltage and current
specifications indicated on the serial number plate attached to the rear of the analyzer; and it is recommended to
check the efficiency of the electrical system from time to time.

> The material for the operator's safety (gloves, containers for disposing of used expendable items, surface
disinfectants) must always be available.

4 UNPACKING AND PLACEMENT :
q »  The unpacking & positioning of the analyzer must comply with the instructions indicated in user manual.

S INSTALLATION:

> The installation of the analyzer must be in accordance to the instructions indicated in the EC 90_Quick Start
Guide (Available in Accessory box along with the analyzer).

After verification of the installation of the analyzer, flip toggle the power switch to ON (1).

Once switched on, the analyzer guides the operator to perform 11 relevant steps needed to install the analyzer.
On confirming the final step, the analyzer performs a Start Up Completion (Prime Up followed by 2P
Calibration)

The analyzer returns to Home Screen after successful Start Up completion process indicating readiness for
sample measurement.

vV VYVVY

Note: This report is effective from the date of approval.

Page 2of2

« P |
www.transasia.co.in




P T y
“rba |

Product name: EC 90

Catalog No.: INS00079

Results of testing

Lachema s.ro.

Certificate of Analysis

Serial No.: 4457-2-202209

<€ rba‘?

WETTET »

Manufacturing Date: 09/2022

Testing —— Limit/criterion Test results Remarks
Instrument QC pass pass ok
QC measurements more than 91,7 % valid 100 % ok
Conclusive SW check pass pass ok
Completeness pass pass ok

Date: 3.10.2022 o

Ing. R. Herrmann
Quality Manager

COA_EC 90_257-2

Erba Lachema s.ro., Kardsek 2219/1d, 621 00 Brno. Crech Republic

Identification number: 269 18 846, Tax identilication number: CZ226918846

Ihcorporated in the Comimercial Hedgis

Fel.; +420 517 077 111, e-mail diagnostics@erbamannheim.com, www.erbalachema.com

ter maintained by the Regional Court in Brno, Section C. Insert 45458



KONTROLNI PLAN

Erba Lachema s.r.o. = £ b o
GGSY -7-107109
Plan kontrol &. Vydéani &. Vydal / kontakt -
10020690 5 PROKESOVA
Cislo dilu Index zmény Datum vydani
10020690 0 09.09.2022
Nézev dilu Datum tisku
EC 90 27.09.2022
Tvorba KP - Utvar
Clslo Parametry Specifikace Kontrolni metoda
oper. Vysledky
Tolerance
1 SOP 257-2
|
\ ]
2 Funkéni zkouska (system check) viz Protokol o kontrole
\;Ir
3 Etiketa pfistroje podle koreklurniho vzorku
Al foos [
QCH,{"-*_./J?II,-: i i
Xl
\J
4 Etiketa na krabici podle korekturniho vzoru
"
CC (L1290 [4L/A v
5 UZivatelsky manual podle korekturniho vzoru
Cofiev/out/zz ;
! N /
6 Verze software
{ el
4 f i '/; /] b
7 Kompletnost dle Zv§
e
8 Zaznam o vyrobé SarZe
."‘{
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System QC protocol

EC 90 Analyzer
Serial number of product | 4457-2-202209 Manufacturing Date | 09/2022
SW version 1.11.3 Test performed by Burianova
EC cartridge lot 2111139 Test performed at 29.9.2022
No. | Performance content | Limit/Criterion Sample Notice | Pass/Fail
ﬂ . | Final QC intrument valid protocol - - v
Basic QC measurements
¥ Erba Norm | 100 % v
QC measurement less than 8,3% of all values are Lot: 2105150B
performance out of target range Erba Path 100 % v
3.
Lot: 2203101
Conclusive system check
4 SW check all tasks could be done per SW, 5 e v
no SW-freeze
5. | Mechanical check no mechanical damage detectable | - A - v
6. Pt nto operation no addltlonlal mamt.elnance for put | - - >
into operation required
7 Closing sgkivities Cleaning, visual tube check, - - &
) shutdown
Disposition Name Date Signature
Pass/Eatt | Burianova 29.9.2022 1 )
DV VD

EC 90_System QC protocol_1 100522 SOP 257
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Erba Lachema s.r.o.

Cislo vytisku:

Zaznam o vyrobé pristroje .

D o
Podminky testu (res conitions): }Z °C / ﬂ‘?

Produkt prosuey: EC 90

Katalogové ¢islo (catatogue numben: INS00079

V)'frobnl cislo (seda number);

4 T2 747202209

Verze PCB (pcs vorsion)

PowerPeb @ | 7 HeadPcb | .7 ¢ | ProximityPeb Z ¢
CPUPcb @) e BubblePch (3 At PrinterPch @ S Z
Wlontazni pracovisté (womvencree) Zavada gssus) : R~ Zéavada (issus)
e, |2 e rois™| il e /,gz;f;’;,,, P
PrEacoVt8 2 s 1o ;’a.réfc B’ | o R v [T g i o
Zakladni HW test sasi nwiesy '
Kontrola pojistky (cnecking giass wbo tuse) Piistroj (nsrumy | 250V 2AT P
Kontrola hlavniho vypinaée (chocking man s;wlch] Pfistroj (nwium) | 0-off; 1-on -
Funkéni test
Zapnuti+pfihladeni+instalace SW (st initiat sewp + instal swg | SW QK/ nOK -~
i | .00 [Vewor T 9p 3 [lmeme | 503
Kontrola naéteni ¢ipu RFID na kazet@ (checking RFID moduwe) | SW/ HW 0K/ nOK L/
Kontrola ctecky ¢arového KAdu (chacking barcodareader) SW/ HW Prihlagent (Login) L7 )
| Kontrola konektorti USB (creekin use reroce) SW/ HW 0K/ nOK ”

MAC adresa mac sdaress);

22 - EC - 90 - 00

A=

(napf pro SN 3123, MAC adresa je 22-EC-90.00-31.23)
rrxamr;m for aN 3123, MAC addrass is 22- Ecmm 31-23)

vypnklto {Red, green, biue, olf))

UloZenl verzi HW a SN (PCB,) (recors MW version snd SN SW/ Hw o 1/
Kontrola tiskarny (checking printor) SW/ HW OK/ nOK \_// o
Kontrola LAN pfipojeni (checking Ethermat intertace) SW/ HW OK/ nOK B
Kontrola pumpy (chacking pump) SW/ HW OK/ nOK L/
Kontrola ventilli checking vatves) i

K 3
Vi, V2, \a, \@‘ Vs ) SW/ HW QOK/ nOK L_/ |
Kontrola senzoru otevieni paky jehly (checing nap sensar) SW/HW 0K/ nOK [/
Kontrola senzoru vzdalenosti u Jehiy (Chack proximily sensor) o
zaviend paka (clossd fiap) (360-500) et — SW/ HW OK/ nOK L~
Kontrola LED osvétlenf za jehlou (check Lep at sampla noedle) i i Silsii L//'

Cervena, mgdra,
| Cerveps g

Senzor bublin (s senson

zelena,
=

[
Senzor (sanson

Rozsah (Range) Vysledek Rresuy
Prazdny systém empy) > 500 (‘_—f’g’/ g? {_7
Vypoctena hodnota o m A
(m{gﬂatnd valig) <30% hOdI‘IO[V vyse -r'/ 9’ f/

Pfiloha k EC90_PI 013 - p1

Verze 5
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Erba Lachema s.r.o.

Cislo vytisku:

Test s ISE simulatorem (dodany z MTEK) (checking signst wih simuiator debversd from MTEK]

Senzor (sunscr) Poloha 1 (zaparny signal) Poloha 2 (kladny signal)

Pasition 1 (regative sensors signal) Position 2 (positive sensors sigral)

Rozsah hadnoty [mV] | Vysledek | Rozsah hodnoty [mV] | Vysledek |

(Range) {Rasulty {Range) (Resul)
Na 495 516 S0 203 212 | 203. 9
K 371 386 3239 152 159 ey
Ca 123 128 | /20, ¥ 50 53 1.4
Cl 247 258 232, 9 101 106 | /03, ¥
Vodivost cenduetiity 4270 5220 Ix07 3 5690 6970 GETY

Test s roztoky — testovaci kazeta (testovaci roztok) (asic e tes

Vodivost (conducitvity) | Rozsah hodnoty [ade- | Vysledek Rozsah stability [adc-csv] | Vysledek
€5V ] (Rango for mean) (Resuk) (Range for SO) (Result)
Cal1 trasa roztoku CAL1 (cait fuie) 8000-10000 48 2 <30 7Y.19
Cal2 trasa roztoku CAL2 (ca nidic) 5500-7500 Slpa <30 AL, T3
Vystupni test (montazni linka) i s
e 2 =4 >
(dstum a podpis) -~ < ? - b SO & e
SpINENO (oo - (date and signature) g s ,/A“ ,(c._
Test se vzorky (QC laboratoF) s eysiem ac)
(datum a podpis) 29 ., 2012
Splnéno (Done) (date and signalira) 'L V-\o‘-ﬂ"'\'-\‘\'u'_\n.

Konecné OPEerace (cusing ectivitics) ) ol | 5
Popis (pescription) Modul teaue) | Kritéria imi Vysledek {Status)
VioZeni rozpérek do ventilt a uvolnéni krytu pumpy Pistroj ymsvum) OK/ nOK o —

(Insart spacers inta valves, release Ihe pump cover)
fflstenl a kontrola pfistroje (vzhled, barva, vady - PHYOF iassiis OK/ nOK Pt
skrébance..‘] (Clearing and Optical check)
Baleni pristroje (packing) PTistroj teswumy | OK/ nOK s
Erba Lachema s.r.0, m
2 ) e EC 90 1 i :
7y € 229
L - s LTS ETRER R llﬂ MIIIIHIIIHIH -
f/ // M —fIDOZDSQO
: I sarze 4457-2-202209 Exp: 03.10.2032
Podpis (signaey: L. 80y 12X T2 Cialatssir 12201950 | ?,,‘ (;2
N G )

Komentar: TEOMINGIL) & 2 v vv s sa vneansees e ernes e e,

Priloha k EC90_PI 013 - p1 Strana2z 4

Verze: 5

Datum Gc¢innosti: 120822




Scanned by CamScanner



