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With reference to the Annexure 2 and studies canied out in the Laboratory have determined

that the analyzer meets all performance criteria and has passed Performance Oualification'

The System is ready for specific usage'

Protocol performed byl Siemens Ltd.

Signature .

Name

Deslg'latiol.:

%,,.i a"A.
Pinki Das

Application Service

CustomerAuthorization :

Datei

lmpulse Diagnostrc, _
s,snatu.e (l{*yA^*
Name :JJPufayastha

Designation : Lab ln-Charge
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Annexure 2.

ADVIA CENATUR Performance Evaluation.

Following Procedure was carried out as part ofthe Performance Qualification for Advia centaur
CP bearj;g serial No. ROB30oo6'l l6lnstalled inlmpulse Daignostics' Silchar:-

l. Calibration of Assay

Checked and found all calibrations within the acceptable CV limits and in

range.
See Print out Attached.

2. lntemal Quality Control Performance

Three-Level Biorad Lyphocheck lmmunoassays Control.

Checked and found all level Controls to be within the acceptable SD limits'

See print out Attached.

3. Precision Study

AWithinRunPrecisionoflOreplicateswerecarriedoutforTSH,TT3,TT4andcv0/oobtained
are within the acceptable limit for the assay.

See print out attached.
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Operational Qualification for ADVIA CENTAUR CP

With reference to the lnstallation Procedure and Checklist and the studies carried out in lmpulse

Diagnostics, Silchar, ADVIA CENTAUR CP Serial No. RO830006116 meets all criteria outlined for

Operational Qualiflcation

Exceptional conditions, if any, have been addressed.

The Floqring on which the analyzer has been placed is LEVEL.

Temoerature and Humiditv

Ambient Temperature Check Found Between 18 to 25 C

Humidity Found to be < 80 o/o

E Yesn No

The Analyzer is ready for Performance Qualification

Protocol Performed By: Siemens Ltd.

sisnature Cfl*.; A\:p-
Name : l\rr. Kamal Kumar Baishya

Designation : Field Service Engineer

Customer Authorizafi PD: lmpulse Diagnostics

Signature :

Name

Designation :Lab ln-Charge

No

No

b.

c.

E Yes E

n Yes E
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. lnstallation Certilicate

This is to certify that the ADVIA GENTAUR CP lmmunoassay system, Instrument Serial

EllEjlqlgqlllihas been successfully lnstalled and Commissioned at

lmpulse Daiqnostics. Silchar as per the lnstallation Procedure& Checklist.

Siemens Ltd.

Namer Kamal Kumar Baishya

Designation: Field Service Engineer

,/ ^Srgnature l-lzc4DygO--

Date:

lmpulse iagnostics

Designation: Lab ln-Charge

Signature:

Date:
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.lnstallation Qualifications for ADVIA cENTAUR CP'

Carried out all the lnstallationsteps as well as the Necessary Checks and Alignments of all
Robotics were done as per lnstallation Procedure and Checklist. (See Annexure 1)

Checked the Dark Counts with & without cuvettes and obtained values acceptable

Performed all due maintenance activities such as Automated Daily Cleaning, Automated
System Prime and Probe Bubble detector calibration.

Handed over the lnstrument for Operations Training & Qualifications.

Enclosed:
a. Quality Certificate duly signed by the

Siemens Plant Quality Assurance Manager.
b. lso 900'1:2000 / ISO 13485 : 2003
c. Declaration of Conformity.
d. QA INSTRUMENT RELEASE APPROVAL-

For Siemens Ltd.

Name : lvlr. Kamal Kumar Baishya

Designation : Field Service Engineer

Signature :

Date :

For lmpulse Diagnostics

Designation:

Date :

fuLr*-^-

J.J Purkayastha

Lah ln-Charge
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c. Checked the Reagent Probe Dispense test.

d. Checked the Tip Tray Loading and Tip Pick up.

e. .Checked the aspirate probe.

t Checked the Acid and Base Reagent Addition.

g. Checked Dark Count

9. Verification of Water Requirement

a. CLSI Type ll or higherWater Used:

: Kamal Kumar Baishya

:

n
n
tr
n
tr

tr

,/
FsF sionature lLlA arj-hre X'-

Name

Date
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3 Power Requirements.

a. Uninterrupted Power Supply Available.

. UPS Rating _2 _KVA

. LJPS Make

. Tvoe of batteries

. Back UP Time o.sHours .

' lncoming AC Power:-!!5e..
. Earth Voltage _V.

4 General Cleanliness Around Site : Acceplablen Not Acceptable E

5. Verified all lnstruments Components andAccessories: tr

6. lnstalled all Accessories as per the lnstrument Set - Up Procedure Below : n
. 1 Removed all shipping screws from the System

2 Assembled the User lnterface Modules - PC, Keyboard &Mouse
3 . lnstalled the Printer & Bar Code Scanner
4 lnstalled the ToP Cover
5 lnstalled the Syringe Assembly
6 Checked all cable connections;
7 Checked all Electronic Boards are properly plugged in

8 Checked the Dispense Test for Probes
I lnstalled the Current Software Version 6.'1

' 10 lnstalled Test Definition Version '1.0.X

7. Printer.

a l\,4ake:

b. lnstalled:E OK

8. System Calibration and lnspection.

a. Verified All Mechanical Configuration Adjustment of the Site

and Back up in Disc tr
(lnstrument Calibration Diskette provided to the User Department)

b. Checked the Thermal Operations of Reagent and Ancillary -
compartment. tr
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Advia Centur CP

lnstallation Procedure and checklist - ADVIA CENTAUR CP.

Models @ Serial No : ADVIA CENTAUR cP

lnstrument Sr # :RoB3oOO6116 
.

Customer Name : lmpulse Diagnostics

Doctor / ln-Charge : JagatJyoti Purkayastha

Address :Hailakandi Road, Meherpur

City :Silchar

Phone : 94352'13188

1. lnspect Shipperfor physical damage, then Uncrate.

a. Physical Damage to shipper : n Yes E No

b. Accessories as per packing List : n Yes E No

2. EnvironmentalConditions.

a Air Conditioned Environment Available : fl Yes E No

b. Room free of Rodents/ lnsects/ Pests : f] Yes tr lo
c. Humidity is less than 80 % : E Yes I lo
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. lnstrument lnstallatlonAcceptance Statement

Account Name: Impulse Diagnostic

Clty: Silchar State: Assam

lnstrument lflstalled: S/N: oezz:oss

si N:

S/N:

S,/N:

13t02t2024

Install Completlon Oate:

Cuslomer:

SbTeTECAS

CAS'S Name:

13n2l3o2t)

I understand and state that the lnstallatlon ofth€ Slemens lnstrument(s) has/have been

completed to my sallsfactlon, inclLrdlne tralnlng of Iaboratory personnel on the operatlon and

maantenanc€ of thls lnstrument(s)
I also state ihat the lnslrumenl(s) is/are (1) operailng ln accordance w th manLrfactlrrlng

speclflcaton and (2) the lnstrument(s) and cons!mable(s) periofmanc€ has/have been

validaled accordlng lo siemens protocol.

Customer's Name:

Cuslomer Slgnatute:

Da I monmi Iakai

CAS Slgnature:

Date:
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lnstallation Procedure and Checklist - Dimension EXL200.

Models @ Serial No : Dimension EXL200

lnstrumentsr# '. DE212658

Customer Name : lmpulse Diagnostic

Doctor / ln-Charge : Dr. DiPaYan Saha

Address : Hailakandi, MeherPur

City : Silchar

Phone :34a2224542

1. lnspect Shipper for physical damage, then Uncrate

a. Physical Damage to shipper : E Yes ! ttto

b. Accessories as per packing List : ! Yes E No

2. Environmental Conditions.

a. Air Conditioned Environment Available :EYes I No

b. Room free of Rodents/ lnsects/ Pests I E Yes tr No

c. Humidity is less than 80 % :EYes n lo
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3. Power Requirements.

a. Uninterrupted Power Supply Available

. UPS Raung _KVA

. UPS Make

. Type of batteries _.

. Back Up Time _Llq!q.

. lncoming AC Power: _______-Y_Aq.

. Earth Vottage _____y.

4. General Cleanliness Around Site : Acceptable! NotAcceptable !

5. Verified all lnsiruments Components and Accessories r !

6 lnstalled all Accessories as per the lnstrurnent Set - Up Procedure Below : E
I Removed all shipping screws from the System
2 Assembled the User lnterface l\,4odules - PC, Keyboard
3 lnstalled the Printer & Bar Code Scanner
4 lnstalled the Top Cover
5 lnstalled the Syringe Assembly
6 C'reckeo all cable correcfiors
7 Checked all Electronic Boards are properly plugged in
8 Checked the Dispense Test for Probes
9 lnstalled the Current Software Version
10 lnstalled the Dade Behring water diluent bottle
11 lnstalled the cuvette cartridge

7. Printer.

a. Make:

b. lnstalled: n OK
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8. Systenr Calibration and lnspection.

a Verifled All l\4echanicalConfiguration Adlustment ofthe Site

and Back up in Disc tr
(lnstrument Callbration Diskette provided to the User Department)

b Checked the Thermal Operations of Reagent cornpartment and Thermal E
Chamber.

c. Checked the Reagent area and Automatic Flex Loader !
d. Checked Sample area. tr
e. Checked the Barcode reader. tr
f. Checked the Lamp Calibration D
g. Checked the Photometer alignment and mAU Offset calbration. tr
h. Calibrated the Cuvette and reagent temperature tr

9. System Preparation: System Check

Run ihe System check with CHK Reagent to check the !
performance of Sample Probe assembly, Reagent Probe 1 and 2
assembly, Photometer alignment.

Attached System check Printout attached
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Alignment: pr int out attached

PolYer 0['!' Power ON Power ON

H-N

G.N

v (0-r v)
v (0-1v)
v (0"1v)
v (0-rv)
v (0-rv)
v (0-r v)

( 0- 125V)

_(90-llov)
__( 0-l2JV)

( 90-l l0v)

(Max 0.5)

Adiusted

( 198-26,1V)

( 198-26,1V)

(< 2v)
(<2v)

Caps:
Syri,gc

(Clnss 1l] rltr.,rer)

Sample Metering

Sample Flush

Iteigenr I MeteritrE

Rcagcnr I Mlterng

lI IINI Inst[uncnr

observed Specifi.rtion

(.005" - .010-)

(.005" -.0t0')
(.005" -.010')

(.005',.010')

(.005" -.010)
(.00s- - 0 r0")

(.005" .0|:))

Cuvea. Marufaclure Solsoids

(.005'- '0 L0)

Snccificalion

(.010" 1
(0.020" o.oa5-+")

(0.020" a 0 010"*)

Top Seal

Cuvcttc Form

U-Sea I
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lnstallation Qualifications for Dimension EXL2OO.

Carried out all the lnstallation Steps as well as the Necessary Checks and Alignments
of all Robotics were done for Dimension EXL200 located in lmpulse Diagnostic, Silcharbearing
serial No. DE272658 as per lnstallation Procedure and Checklist.

Checked the System check report and the obtained values acceptable. (Printout attached)

Performed all due maintenance activities such as Daily, Weekly Maintenance,
Automated System Prime.

Handed over the lnstrument for Operations lraining & Qualifications.

For Siemens Ltd.

Name : lirr. Kamal Kumar Baishya

Desiqnation : Field Service Enqineer

G,^"'rrg*
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lnstallation Certif icate

This is to certify that the Dimension EXL200 Clinical Chemistry system, lnstrument Serial

DE272658 has been successfully lnstalled and Commissioned in lmpulse Diagnostic, Meherpur,

Silchar, Assam as per the lnstallation Procedure & Checklist.

Siemens Ltd.

Name: Kamal Kumar Baishya

Designation: Field Service Engineer

lmpulse Diagnostic

Name: Jantu Das

Designation: Technician n-charge

Signature:

Date:

Signature:

Date:

f,*-;^lgr la,tlwfru,
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Operational Qualification for Dimension EXL200

Operator Qualification Conducted the operator Trairing on the fottowtng Topic

1, Component Overview !
a, System Components

b, Keyboard, Touchscreen and Alert Keys

2 Calibration: tr
a, Ca ibrated L near Methdd and verify Enzyme lvlethod

3 Ma ntenance tr

a, Daily Week y, Ii,4onthly [/a ntenance and Period c IVlaintenance

b, Rep ace Cuvetle Nozz e D aphragm

c, Replace Cuvelte fim cartrdge

d Replace Reagent and Samp e Probe tip.

4. Sample Processing tr
a, Running sample using Sample cup, primary tube.

b, I\Ianual diuton and respond to syslem needs.

c Determine Segment status and deele Segment.

d, Review use of System stalus key

e, Ed t samples including adding and de eting tests. rerunning test and deleting Samples

f, Review Lrse ofthese keys:
Pause, Exit, Shift, Reset, Backspace. Backslash, Run and Arrow keys

g Review lnierpret ng test report aaessages

5 Customlzation !
a Set Password

b, Enable automalic cartridge removal and automatic repeal for panic

c, Enab e Automatc Flex reagent cartridge test ng
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d, Select P umbing configuration

e Deiine pane

f Deine OC Status and QC ranges

g, Rev ew method QC resulls from raethod review screen

h, Enter Panic values

Conf gure barcode choice

I Touchscreen and alert features

k, Configure QC Alerts, QC ranges and QC Panels.

I, Define calibration products and ca ibralion alert

m, Selt ng calibration.

6 Problem Resolution

ACTIVITY

Rcview response to alarm ON/OFF Operatoas Guide. /rrr'rdr.ir8,

Review response to error messages usiDg AL- l lv{ Operator's Guide. lrrodrci,Tg

llevie$,using Reset key lo clcar error messages Operator's Guide, 1rl/odrci,g

RIIietu n.riue and ,esidcnt error logs; including

More Inlo and See Minor lunctions
Operator's Guide. TiorIlesroolirg

Review lroubleshooting. ernphasizing system check

lloubleshooting guide]ines
Operatois Guide. Tirrll€sro0l,,r9

n*ie*icont and using CTL Help to respond to Operator's Guide,,lpprnAn
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REAGENT INVENTORY SUI\i]MARY

Altached printout

TIIIS INVENTORY SUMMARY CONS]STS OF ALL MET}IODS
CAIIBRATED AND TNTENDED FOR USE AT TIMP OF INSTA'L.

Wauu* Lr.lar,
CAS

1l

CUS-TOMER
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Dimension EXL200 Performance Evaluation. Annexurel

Following Procedure was Carried out as part ofthe Performance Qualification:-

1. Calibration of Assay

Checked and found all calibrations within the acceptable CV limits and
in range.

See Print out Attached.

2. lntemal Quality Control Performance

Iwo Level Biorad Lyphocheck Assayed Chemistry Conkol.
Checked and found all level Controls to be within the acceptable limits.

See print out Attached.

3- Precision Study

A Wthin Run Precision of replicates were carried out and CV % obtained are within the
acceptable limit forthe assay as stated in the lFU.

See print out attached.

4, Linearity Study

Linearity study done for AST, BUN, Creatinine, GGT, Glucose.

See Print out attached.

t2



StFMENS_.--.
Heo[th..,.ers'-'

. . Performance Qualirication for Dimension EXL200

\ Irth reference to the Annexure 1 and studies carried out in the Laboratory have
determined that the analyzer meets all performance citeria and has passed Performance
Oualification.

The System is ready for specific usage.

Protocol performed by : Siemens Ltd.

sisnature ac4.k 44,

Name : Jantu Das

Designation : Technician ln-charge

Date:

sisnature : Vnbtilh LaRO\

Name : Da lMonmi lakai

Designation : Application Service

Customer Authorization : lmpulse Diagnostic

ll






























