Dear Sir/Madam,

Kindly exclude Hematology from the Scope and issue approval.

The calibration document of Biochemistry analyser is attached below.

Kindly do the needful.

Regards
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Certificate of Conformity and Calibration

TO WHOMSOEVER IT MAY CONCERN

ISO 15189:2012 REQUIREMENTS REGARDING,”CALIBRATION AND VERIFICATION PROCEDURE”

All Transasia Bio-Medicals Ltd diagnostics products which are distributed and for which a certificates is issued are CE
Marked. Transasia Bio-Medicals Ltd , Mumbai ,manufacturers of diagnostic devices with company quality management
system in compliance with standard 1S013485:2016 ;I1SO9001:2015 .This means that all the processes in development and
manufacturing of TBM products are guided by quality management system.

TBM declares and assure following

e The mentioned regulations require that production system and measuring devices are qualified and
manufacturing and test procedures are validated as per ISO 13485:2016 and 1SO 9001:2015 standard and it is
assured through schedule maintenance and by regular qualification.

e TBM declares to have established procedure and to maintain it in order to assure the post marketing surveillance
according to directive of 98/79/EC.

o All physical quantities, calibrators and controls used in TBM system are fully traceable to certified standards or
reference materials.

e Al TBM products are factory calibrated and final gc passed at the time of release.

e The performance of TBM system at customer site is assured if regular QC measurements, cleaning and
maintenance procedure as described in the instruction for use or service documentation are performed

e Additional calibration or verification procedure is not required in order to assure the specified performances of
every TBM system. Only if user deviates from the manufactures recommendation does he have to establish site
specific calibration and verification procedure as part of his accreditation process.

Date:-26/04/2021

Wushr

Manish Airan

Head Of Quality Department & Regulatory

€rba°
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SINCE 1979

INSTALLATION QUALIFICATION
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1.0 PRE APPROVAL
1.1 Prepared By
' Name | l)rcsignalinn Signature ] Date

) —

x | SERVICE o ,
SHW/ ERVI ” Ll
= WAR ENGINEER (B M3

1.2 Checked By

Name Designation Signature Date

e SERVICE O .
ESHWAR ENGINEER @w’“ \_.,_I-:n-.

1.3 Approved By

Name |)t‘Sigl;Ili(m ' Sig:mturc | Date
MR RAVINDRA | — O I RLR
| MR RAVINDRA RSM X f?‘f/‘."‘"
BABL ol ‘
e e et L

Note: After the Pre-Approval, this document is effective for the execution.
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2.0 OBJECTIVE
The objective of this document i$ 1o provide an outline for the inspection of EM 200 (Bio-
Chemistry Random Analyzer) and to verify that the following boundaries:

Each Installed subcomponent complies with the engineering design and instrumentdata
sheet / design specifications & manufacturer's recommendations.

o To cnsure that all the safety features are defined before the start up of operational
qualification excrcise,

~

Ihe system meets the current regulatory requirements.

> Toidentify the Standard operating procedures for Operational Qualification.

3.0 SCOPE

The scope of this protocol is to outline procedure for Installation qualification of the subjected
instrumentwithin the following boundaties:

o Identification and verification of its Major components / Accessories

5 Identification, Classification and Verification of Process Control Instruments / Gauges |/
Devices

o ldentification snd verification of Material of Construction

o

Identification and verification of Supporting Utilities
5 Identification of Standard Operating Procedures

o Identification and Verification of Documents

o
wWw Lransazs A (S n Pb
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UNMATOHED SERVICE
SINCE 1978
4.0 EXECUTION TEAM
| — T =
Name Department Designation Signature
\
B | £ — ==
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5.0 INSTRUMENTDESCRIPTION

The Clinical Chemistry Analyzer is an open, full automated, discrete, patient prioritized. random
access, computenzed analyzer.
Technical Specifications:
| System Type Open, Automated, Discrete, Random Access, Patient Prioritized, |
|72 Reagents i
| Analysis Speed 200 Biochemistry tests per hourd00 tests per hour (with ISE) for a
I cycle time of 18 seconds
Display resolution 1024 X 768
Analyzer Dimensions 810 (W) x 800 (D) x 600 (H) mm
' Number of tests on board Maximum: 50
Assay Modes I-point, 2-pomtRate-A and Rate -B, ISE optional
Calibration Lincar (two point and multi point), Factorized and Non-linear |
multipoint ‘
Sample (Tubes / Cups) Primary tubes of 5, 7 or 10mL & sample cups \
Photometric Optics. Mono and Bi-chromatic measurement using 8 wavelengths l
Absorbance Range 0-25
Auxiliary Data 10,000 results
Interface RS-232 C port for Bi-directional Communication
Stat Sampling Total 30 positions
®
WwWw fransasia co Lo "b
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Purposes

The purpose of this instrument is to analyze the bio-chemical parameters. such as Sugar, Cholestrol,
Tri-glycerides, Proteins, etc.

The sorking unit of the analyzer comprises the following:
> Basic operating unit with an intelligent photometer
> Sophisticated robotics combined with an operating console and & central processing unit (CPU),

Operating Unit:

The operating unit of the analyzer includes the sample and reagent handling systems. The sample
handling system consists of a sample tray, sample arm. sample syninge and a wash station for the
sample probe.

Photometric System:
I'he photometric system consists of 43 hard glass cuvetles, multi wavelength diffracting photometer
and a halogen lamp.

Operating Console: '
Ie operating console conststs of & touch screen (optional) color TET monitor, & key board and a
MOUSE,

CPU (Central Processing Unit): o
CPU consists of Pentium — 1V 1.7 GHz processor (o Higher) with a 48 x CD Dnve, and minimum
256 MB memory. The application software can he installed on computers with operating systems of
Windows XP.

Besides the above mentioned, this analyzer has 20t the unique Software and Hardware features.

;‘(_1
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5.0 IDENTIFICATION OF MAJOR COMPONENTS/ ACCESSORIES

Details of each major component identified in this section, is recorded in a data sheet under the
section 08,0,

—_—

_ Present J 3 = | | ‘
l\ Name of Component / Accessories VTN = \;':::::‘::: - Observations
\ Sample Tray / Disk Yes o e
]?amplc Syringe Yes {
Sample Probe — Yes |
| Wash Station for Sample Probe Yes
|
i Reagent Tray / Disk Yes '
i' Reagent Bottles | Yes @VW
| Reagent Probe Yes
; =
\ ‘, |
:] Stirrer Yes !
l | Permanent Reaction Cuveite Yes ‘
J 9 Stage Laundry System Yes |
Light Source Yes
l_S;ﬁblc Cups Yes
' Software of EM 200 Yes |

WHNW LTansasin . co. . in Pb .
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7.0 INSTALLATION CHECK / REVIEW

'S, No. | Statement

UNMATOSLD SERCE
SNCE 19

\'criﬁ:l by

I. | Verify that the “as built'drawings are ‘ YES
complete and represent the design goptcpl

2. | Verify that major componcm- accessones. |
are securely anchored and shock proof. il

3. | Veriiy thal there is no observable physical
damage. ‘

Verify thatall utilities and clectrical
connections have been done according 1o
the drawings. |
6. | Walking access to ground mounted
instrument provided. o
7. | Required electric connections are tight,
weather proof and earthed.

8. | Instrument identification nameplate visible.

4, | Venfy that there is sufficient room of
servicing provided B

i
.

9. | Units installed on foundation and secure in. |
place a8 per manufacturer’s
recommendations.

10, | Venify that the instruments installed and
leveled properly on the floor.

11, | Verify that the Material of Constructionss |
proper and meeting the requirements. |

T
| Signature
|

\Q
)

www transasia co n

HO : Transasia House. 8 Chandivali Studio Road, Andhen (E), Mambar - 400 072 Tef: #9122 4030 2000 Fax #9122

22365730




Jarsasis BoMedcss Lid., No. 43, Catle Streol, Fichmond Road, Dpp: Emgure Suness, Ashoins:
o Road, = gar Bangalury - 560025
Tel: 080 £430 9000 / 2556 8044 Emall : sx2@ransaslacoin CIN . U)Z-UOUH!Q%S‘P:CO.}M?B

SINCE 1979,

INSPECTION CHECK / REVIEW

Instructions for completing the check / review

I. For cach data sheet, record the required information with pen. Wherever required

record “Yes" for acceptance: “No™ for non-compliance and “NA™ for not applicable
“No” replies must be explained / justified.

3. When more than one component of same specification/type exists in the same equipment,
individual data sheets should be filled for each component.

1. When a list of acceptable options is presented, tick (¥) the option that is actually present

4 In the “Method of Verification” column indicate thai item 15 installed and inspected

according to manufacturer’s specifications, such as by Visual / Physical, SOP, lest
Certificate, Manual, ¢tc.

rba’
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Instrument/ Component Name: Sample Tray / Disk RSN
Date :19-03-2022
et Yoty Method of Verified by
Description Specified | Actual Verification | Signature’ |
No. of patient cups | 30 positions I MANUAL |
/ samples \
Standards / Stat 30 positions [ 3049 ] MANUAL |
/
Blank Can be put on any YES } P
position — Y & |
ISE positions Can be : NA i |
(Optional) programmed on any | NA ‘
positions -
Controls Can be programmed YES
on any positions | 4 ] ) '
/

rba’
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Instrument/ Component Name: Sample Syringe
Date :19-03-2022
s s : ‘Mcthod of | Verified by
Sl S Acwal * yerification | Sigoature
Dispensing Volume | 2 - 70 ul 2-70 AUTOMATED
Installed Location | Behind the
instrument on the
nght side p= _
Quantity 01 No. 01
Increase in 0.2uL 0.2
| dispensing volume

transasin. co

In
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HO : Transasa House. 8 Chandivali Studio Road, Andhent (E). Mumb - 400 072 Tat +81 22 4030 9000 Fax +91 22 2857 3030




K Tarsa Boedh ~ups TRANSMIA —
Tol:ul;l;l ezl;!;mqaoso Ud‘ ' ':r; 5::3.:::!‘)0 Streel, Richmond Road, Opp. Emprry Scfess Ashoinage Besgakay - £A0075

g Emall : s22@uansesa con CIN - LJ!BHOUHNQSF'LCJ}E:'-M “34
Instrument/ Component Name: Sample Probe IS" 8’7

Date :19-03-2022

UNMATCHED SENVICE
ST 1973...
Description Specified Actual lMcllwd of Verification | ;i"i?:: by |
= 1g2n; re
Aspiration Volume | 2~ 70 ul. 2-70 ; |
\o |
MOC Teflon coated Teflon | i v '
| coated | @/S‘V
Quantity 01 No. 01
|
Increase in 0.2ul 0.2 ’
| aspiration volume ‘ —

Instrument/ Component Name: Wash Station for Sample Probe

Date :19-03-2022
i " Verified by
Description Specificd Actual  |Method ol:'—e:lﬁculwn A b.‘:n':m’ §
No. of position 01 No 1 MANUSAL
: [ pxr |
Type of positions | 1) Prain MANUAL (}
it) Frough _ ’
J
®
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Instrument/ Component Name: Reagent Tray / Disk

UNMATCHED SERVICE
ANCE 19N
Date :19-03-2022
ol an l ~ \ ! 'ri hy !
Description Specified Actual \?::::.::ﬁ ;:)';1 \;tgnﬁ:l?nn‘ |
Cool reagent disk | 50 positions l | MANUAL ] - ]
| : - |
Outer Rings 25 positions | MANUAL ] ‘
| | _
Inner Rings | 25 positions ‘ | MANUAL J ‘
: : ~
Adaptors of SmL. | 50 positions i | MANUAL ] @J |
| A
Maintenance of | $-12°C £2°C | | MANUAL | |
Temperature : | ': |
Rotation of disk | Counter-Clockwise | MANUAL ‘
Time for Rotation | Every 18 seconds l MANUAL |
ofone Cuvette . |

®
wWww transasia co. in l‘b

HO : Transasia House, 8 Chandivah Studio Road, Andhen (€], Mumtas - 400 072 Tet +91 22 4030 9000 Faxc +81 22 2857 3030



-

g

Transsse Bo-Medoss Lid_ No &3, Castie Street, Richmond Road, Opg Empire Sofess. Asholnacar Bers S,
e D v Sy - 65

T Ter 080 4430 9000 | 2556 BO44

TRANSASIA

Emall © w2@vansasiacoin CIN : USITIOMMIF4PL OO 108 Q’“s“s
A v
: - UNMATOHED STRVICT
Instrument/ Component Name: Reagent Bottles SNCE 197,
Date :19-03-2022
I Description Specified Actual '\.'d.hOd ‘3' | \".crificd by
PSR Tl — | - Verification | Signature
| Minimum Capacity | 20 mL 20 mL MANUAL FF \
: . _ L | [ Py ; O\
Maximum Capacity | SOmL SO ml MANUAL | N |
‘- . 3% L - 5 R
Quantity (Large) 25 Nos® | 25 Nos' MANUAL ’
| ! —
Quantity (Smaller) | 25 Nos” 25 Nos” MANUAL
Type Screw Capped | Screw MANUAL B
Capped . ‘ ‘
Outer ring position | 20 ml, bottles& 20 mL | MANUAL
Sml adaptors bottles& 5mli
= T T I—
[nner ring position | 20 mL & 50 mL W0mL & 50 | MANUAL
bottles& Sml ml bottles&
adaptors Smladaptors | |
MOC Plastic Plastic | MANUAL |
| Adaptor 50 Nos' 30 Nos” MANUAL |
. B — _
Adaptor Capacity SmlL S mL | MANUAI ‘l '
{dentification of Barcode labels on | Barcode TMANUAL _\
Reagents the reagent labels on the l .
contatners reagent ’
l contginers | : ==

WWw lranas
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UNMATOHED SERVICE
SinCr 190

Ins ) ‘nt N
nstrument/ Component Name: Reagent Probe

Date :19-03-2022

| Verified by

LN [
I)cnﬂ?uon Specified | Actual  [Method of Verification | Signature
Aspiration/Dispensing | R1: 50 -3 U'ﬂ'_[f RI:50- |  AUTOMATED K
Yolume ul 300 ul |
R2: Dorl0 R2: 0 | AUTOMATED | >~
300 il | orl0 - /
o — oot || o~
MO [Teflon coated | Teflon MANLIAL f @
| . lg({.ilg\l _ - \ va |
Quaritity 02 Nos' | 02 Nos™. | MANUAI \
) = 3 R J_ —— ‘_____ - . \n
Increase in | pul. | ul MANUAI \
aspiration/dispensing )
volume : —— T
Instrument/ Component Name: Reagent Syringe
Date :19-03-2022
: T=INZ Method of [ Verified by
I)cscnpfion I Spccnﬁcd | ,‘f?.tu.il \"ct:i.f_'gcmiun l Signature |
Maximum capacity | S00 L 500 ul ' MANUAL
| Installed Location | At the back of | At the back T MANUAL \
the instrument on | of the ~
the right side instrument / r
on the right s
| g | 23
. | | side e (‘:’
| " Quantity 01 No, 01 No. TMANUAL ‘
~ . |
Increase n b I [ MANUAL
dispensing volume |
www fransisia Co | Pb
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! UNMATOSED SERVICE
Instrument/ Component Name: Stirrer “"'ga’:"--
Date :19-03-2022
| Deseription ' Specified Actusl| | [Metnod of Verification: | Lerines.
o B ik NSRS | Signature” |
ype | Single Stirrer 01 l MANUAL |
i T
No. of paddles | 01 No. o1 | MANUAL d
|

— — —e

Instrument/ Component Name: Permancent Reaction Cuvette

Tag/ldentification No.:

Date :19-03-2022

TN o ———————— [Verifed by |
Description ipeclﬁcd -Acluul ilcih_od ?E_Lnr_lcx_min __!,,S,i,gfl_awrc_ ‘
Quantity 45 No's 45No’s | MANUAL l'(

$ : —t o ‘
MOC (lard Glass Hard | MANUAL '\\L"’

i~ Glass A

| Capacity 770 uL 770 ul. MANUAL ‘4’/

)
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Inst ent/ ot Naras T C UNMATOD Service
strument/ Component Name: 7 Stage Laundry System SNCE 1971 _
Date :19-03-2022
Description Specified At Method of | Verified by
= — el _Verification Signature |
Nozzles Nozzle - | MANUAI \
Nozzle -2 = = I MANUAL | \‘m.
| Nozzle-3 MANUAL
Nozzle — 4 T [MANUAL || &

e
Nozzie— 3

\'ﬂ?‘j!a; 6 \1‘\_\( \l

Nozzle - 7

Instrument/ Component Name: Light Source

Date < 19-03-2022

— | ' S ) Verified by
Description Specified Actual  Method of Verification Signature
Y » : g » : . .
Waus 12W | MANUAL !
Volts 12V = [MANUAL Vi
| ! l ‘ — — ! (fj'\","
MOC Halogen | IMANUAL \ 2
' ()u:iniit_\- 1 01 No ' MANUAL '

rba’
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Instrument/ Component Name: Sample (up\ paciie ey
Date :19-03-2022
UNMATOAED STRVICE
[ - 2 = = - SINCE 1472
) ’ . - - 3 - - % ~ a : —
{ Description Specified Actual Method of Verification \..”'ﬁ"d by
| Quanti e - = Signature
| Qlldl“ll_\ \n() N() S \1.\\| \l et ———
‘ | | ‘q\
. 2 P ¥ ; :[a 132
e | v/‘,-’ L9 4]

== — — e | )i o = !
| Capacity | 2 ml MANUAL &

Instrument/ Component Name: Software of EM 200

Date :19-03-2022
' 1. e T L f“(’.-ﬁ,h
Description Specified | Actual  [Method of Verification | *i(grl:-::;nf‘
Version e = [ MANUAL i \A_ |
|
- e e} ‘
CD number I MANUAL , //
/ [
e — = - e L e —= Yo (8-
Product =M= 200 ‘ EM- 200 MANUAL ééL
1
‘Make Erba Transasia ~ | Etha TMANL AL =
T;ansm:in | ) =
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UNMATOMED SIRVICE
SINCE2979 .

|m‘lﬁ_|'l|"l('.j\'l'l().\ AND VERIFICATION OF MATERIAL OF CONSTRUCTION
Identify and list down all components of the equipment for its material of construction

Method of Test may be Molybdenum Test, Test Certificate, Manual, etc.

‘\'cl;gﬁtd h:\-
. Sign & Date.

-

‘Materialof | i

Component(s) | . : Actual | Method of Verification
{Construction

| Sample Probe {'eflon coated i Teflon IMANUALI
e . coated 7 —
Reagent Probe | Teflon coated Teflon MANUAIL ’
| — = | ;u;ucd - - ‘
Permanent Hard Glass Hard MANUAL
l}u:lthnn Cuvette | Ciluss .
Light Source Halogen Halogen MANUAL é(f; ‘
| :
| | e : B
T T . . | 4
Reagent Bottle Plustic Plastic MANUAL ‘
| |
"Sample Cups | Plastic 7_"} Plastic MANUAL | .

10.0 IDENTIFICATION AND VERIFICATION OF SUPPORTING UTILITIES

List the supporting utilities and record whether or not they are properly connected and
dentified.

R N =z : | Verified by
Ltilitics ‘ Obsery ntmnrl Result : Sign & Date

= . | MANUAL
Power |
e, — | MANUA
Distilled Water ANUAL 1 oy
= — e — s e — P
Wash Solution MANUAL ét
a45h DL ]
; TMANUAL l
UPS ANUAL ‘L

www lfransasis Cco IR Pb o

HO : Transasia House. 8 Chandivall Studio Road, Anaher (E), Mumbai - 400 072 Tel: +81 22 4030 9000 Fax: +81 22 2857 3030




. 4 No 4. Casde Syestl R - c -
o Mudic L3 e 3, Canle Sreet Rknmond Roed, Cpp. Empre Sttess. Ashois

ety L az21 Beraulury - 00,
sots 080 4430° 8000 / 2556 244 Email : s22@transasia o ln CIN Noar Benguuny; - SG2S

33 REEN R 1SE
Va3 HOMHISESPLC 35178

120 IDENTIFICATION AND VERIFICATION OF DOCUMENTS “"“:’Z"“"’“
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12.1  DRAWINGS

Verified by
Sign & Date

St

Fitle Drawing No,

As-built Drawing

110 IDENTIFICATION OF STANDARD OPERATING PROCEDURE

' SOP No. [ Title

I’ Operation | Operation of Bio-Chemstry Random Analyzer

.....

Calibration of Parameters

@
N
&
=
5
=
3

Controls \ {hecking of Controls for Parameters

Maintenance Maintenance / Checking of Distilled water, Waste, Wish solution, Cuvelte
' rinse, Sample probe wash and Water save .
| Cleaning Cleaning of Instrument surface

P
WwWW FLADBRABRIA SO Pb o
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UNMATCHED SERVICE
SINCE 1979

122 GENERAL DOCUMENTS

| Verified by
Title Document No. ‘ 3 :

Sign & Date

l General v — =

‘ Purchase Order No J

) —
|

| Warranty Certificate

Invoice

Test Certificates

|
‘ Material of Construction

‘ * —— - — —

‘ Electnical Motor L |

150  ABBREVIATIONS

SOor Standard Operating Procedure
MOC Mautenial of Construction
10 U Instatlation Qualification
L | B -
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UNMATORD SERVICE
16.0 POST APPROVAL: ok
16.1  Checked by
[ Name ? Designation Signature l Date
MS.ANITHA | l
16.2  Approved by
Name Designation Signature Date
DR.VENUS . = w
1EAL
KUMAR Lab HEAD |

Note: This report is effective from the date of approval,
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ERBA—EM 200
FULLY AUTOMATED BIOCHEMISTRY AN: SNPTR
Serial No. V200050

OPERATIONAL QUALIFICATION
FFor

Customer Name: H CLOUD HEALTH CARE #1618 6" MAIN 3"YCROSS ROAD *UPHASE JP
NAGAR BANGALORE-360078

As pant of Operational qualification, the following checks shall be done and cach test shall be recorded

Instrument Start-up

To check and establish the standard sequence to be followed. during start-up of the subjected instrument
in Auto / Manual mode, 10 propose for correct operation and to avoid any damage 10 the instrument and
personnel,

Functional Checks

To check and ensure that different functions (such as switching devices, indication / monitoring
recording devices., feedback system, el for correct operation of the subjected instrument are working as
expected

Interlocks and Alarms Cheek

To check and ensure that the interlocks and alarms (such as status indication system, negative feed back
system, control loops. sound alarms, ete.) for correct control and monitoring of the operation cycle are
working as expected

Safety / Security Cheeks

To check and ensure that the safety / secunty functions (such 8s program logging, process control
personnel safety systems. password check, ete) to protect the instrument and personnel are working as
expected

Instrument Shut-down

To check and establish the standard sequence to be followed. during shut-down of the subjected
instrument in Auto / Manual mode, 0 propose for correct operation and to avoid any damage to the
instrument and personnel

www.ltansasla ¢co n l\b
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UNMATCHED SERVICE
SINCE 1979

L0 INSTRUMENT START-UP:

Refer the Operator’s Manual for the procedures, for the following activities:

l Action Observation Verified by

(Sign & Date)
\T’ns&ﬁc?hut all the yes

| required electrical
connections are (]
\_ﬂmpcrl)- connected.

Ensure the proper ves
filling of double '
distilled / de-ionized
water and Cleaning

solution in the
respective cans:

Ensure the availubility | yes | .
of XL Wash, / e nh)'v

Ensure the availability | yes
of Biohazard Waste.

Remarks

Ensure the avatlability | yes
of Normal Waste.

Switch ON the rear yes
switch of the analyzer,

Switch ON the side yes \
switch of theanalyzer.

Switch ON the yes.
computer and start the.
analyzer application
software.

Initialization yes /

rba’
www iransasia €0 In
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2.0 FUNCTIONAL CHECKS:
2.1 Maintenance:

Refer the Operator’s Manual for the procedures, for the following activities:

Activity - Observation Verified by Remarks
| (Sign & Date)

Photometer functioning | yes ?é .

Cuvetie Rinse =3 \ %"
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s BoMedcals Lid | No. 43, Castie Streel, Rxhmond Road, Ogo. Engire Suless, Aok

(at. 080 4430 2000 / 2556 BO44  Emall 008 Bengalury + 560025

: s2@imnadin coln CIN ¢ U33110MHIG8SPLC038 108 &Q"“s‘&/
v
2.3 Calibration:
UNMATOHED SERVICE
y ; : - SiCE 1979,
Refer the Operator's Manual for the procedures, for the following activities:
Action Observation Verified by | Remarks
(Sign & Date)
Blank (Distilled Water) | yes (0 i
| Standard (Multical) yes ) 43\% =i o >
3.0 INTERLOCKS AND ALARMS CHECK:
Refer the Operator’s Manual for the procedures, for the following activities
Action Observation Verified by Remurks
(Sign & Date)
Less volume of yes
Distilled Water (LA :
Less volume of Wash | yes /ég,f |
Solution p, -
| A — '
More volume of Bio- | yes
Hazard waste
More vplume of | yes '
Normal / General waste j
Www . transasia 2. 1IN Pb
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4.0 SAFETY /SECURITY CHECKS:

Refer the Operator's Manual for the procedures, for the following activities hicr oo
g SINCE 1979
Action | Observation ' Verified by = ' Remarks |
| {Sign & Date) ' .
Password Check for ' NA g ] J
Test Parameters , | i,/
Password Check for QC | NA I %E" e
Mode J

5.0 INSTRUMENT SHUT-DOWN:

Refer the Operator's Manual for the procedures, for the following activites:

Action Observation " Verified by — | Remarks

' (Sign & Date) |
Sample Probe Wash yes \ K j —
Water Save yes | —————— =

] = '
Switch OFF the yes | 5‘;’
computer, | F}H\V
Switch OFF the side yes : S — -
switch of the analyzer. | |
Switch OFF the rear ves =
switch of the analyzer.

/ _— e —
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Customer Name. H CLOUD HEALTH CARE CENTER | Serial
#1618 6" MAIN 3*°CROSS ROAD 3*"PHASE JP | Model: £M-200 \-c ;':‘m.,
NAGAR BANGALORE-560078 | e
ANNEXURE-A
TABLE OF CONTENTS
SiNo_| L
(LI Approval '
= Objectives | s
= PreRequisites | 2 |
| 4 Test Plan 2 i
| S Acceptance Coiteria 2 |
B S —
| o Summary. &=— ]
I. APPROVAL:
Prepared By:
‘ Name Designation ' Signature Date |
’[&'{.ifﬁﬁ N APPLICATION MANAGER a N Ef‘f ﬁ
A
Checked By:
Name Designation Signature | Date
NS ANITHA LAB TECIINICIAN |
| =
Approved By:
Name Designation ~ Signature Date
‘ —
MR VENUS KUMAR IAB HEAD l
Page 1of3
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” RVIANCE QUARIFICATION 0
Cusmmcyr‘\.\mc HCLOUD HEALTH CARE CENTER|
1618 6" MAIN 3" Model: EM-200 | Secial
CROSS ROAD 3" PHASE IPNAGAR =——== Number
| BANGALORE-S6007S
Iu
2. OBJECTIVE:
The objéctive of this protocol is 10 cstablish documented ¢vidence for the
Performance Oualification of Fully Automated Biochemistry Analyzer and ta
Enstire thit the results obtained arc within the pre-determined Acceplance Lnicria
3. PRE-REQUISITES:
Following Pre-requisites are required before the execution of Performance Qualification
» Completion of Installation Qualification (1Q) prior 1o PQ
» Completion of Operational Qualification (OQ) prior 1o PO
4. TESTPLAN:
Following any of 3 available test parameters precision shall be performed (N©10 for each parameter ¢ach 1e¥ «/) on Mano-
Level &jor Bi-Level controls and check the CV3% during the Performance Qualification of Fully Automated Bio-
chemistry Analyzer,
[ S NO lc.-._l"}z.}‘;;gg _7
EelE==i = ALBUMIN. =
[ 2 CHOLESTEROL. |
=31 GAMMAGT |
] GLUCOSE
T | NPT j
= 6 . PROTEIN |
L ___UREA J
& ACCEPTANCE CRITERIA:
Acceptance ctiteria are based on the precision studics conducted as per CLSH Guideline EPD3-A3
6, SUMMARY:
ALBUMIN —sart | GLUCOSE
Tent Name U =
Lesel mum«mmi LRUA PATIH | ERBANORM | ERHAPATI | EHOA U7 AM RBA PATH
— i 134 T sia 397 NG2 o9 | 2134
Mean l ! | { | . .y
002 0.03 , 94 i 1.3 | 087 114
059 | 0,65 I 236 | | 58 | 0.9 042
CV% {
& LYY, —- —_— —— - —_ — —_— . -
Acceprable )
Critens
__(Maxyalve) — == — I Il lSe== ) P
Status | PAsS \ PASS PASS | PASS [ PASS 1 PASS !
Traceability: Instrument Ran Data from Test Statistics Meau,
Note: This report Is effective from the date of approval,
Page 2ol5
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Model: EM-200 Nk ee

Annciure-B

Instrument Raw Data from Test Statistics Menu 1o be attached as printout attachments in Anncrure-B.
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