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1) Instrument Origin and ldentification

Turbodyne-SC

| Specification Match
| Sr. No Specification As per design qualification received (Yes/No)
j
3‘ 1 General Feature Turbidimetry & Nephelomeatry yc. s ){E _\
| 2 Smart Card Lot specific assay calibration with ) .
Technology application. YES YC;S
3 Optical system Laser LED (850nm) and silicon AN
detector at 135°& 180° \» LA \{ =)
4 Reading Chamber Temperature 37°C = 1°C e
Auto Mixing Ves \ S
8 Display 4.3" Color touch screen
s eS NHES
8 Electronic Pipette Electronic pipette for reagent and )
auto start reading veES \l/ el
7 Power requirement External Power adaptor t | ‘Y {/
Input 220-240V 50/60Hz, Qutput veE [
12V DC

Comments:

E;Cl@‘f’g':( l\'C«‘Q—'
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2) Instrument Specification

3) Twrbodyne-SC

~Sr. No | Specification

As per design qualification

Match

Specification
(Yes/No)

received

1 Goneral Feature

Turbidimetry & Nephelometry

2 Optical system

Laser LED (650nm) and silicon
detector at 135°& 180°

3 Reading Chamber

Temperature 37°C £1°C
Auto Mixing

4 Display

4.3" Color touch screen

5 Memory

500 Result

6 Power requirement External Power adaptor
Input 220-240V 50/60Hz, Output
12v DC
7 Electronic Pipette Electronic pipette for reagent and
auto start reading
8 Printer and data Inbuilt thermal printer (57mm)
transfer RS232 port for data transfer
9 Battery Backup 2200mAH LI-ion battery
supply

R NN A

Comments: 5‘2&9"’ 5 ‘k/‘%

4) Environment Condition

Has the Instrument been adequately acclimatized since transport or storage?

YES: /

NO:

Operating Parameters

Specifi?d:Range

Conditions Met

Ambient Temperature 0-40°C 23—
Maximum Relative Humidity < 85% Hiy™— {43_-_
Maximum Height 01 mtr | W

Supply Voltage & Frequency

External Power adaptor Input
220-240V 50/60Hz, Output
12V DC

IQ%D/E"OH(L"

Comments:

coditshal
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6) Instrument Safety

Manufacturer Safety Recommendations:

Allow enough space for the Instrument

Position on level, non-combustible surface Indoors
Area free from aggressive/ explosive chemical mixtures

Ensure correct power supply and all power switches
Easily accessible

Beware of moving parts during working

Do not use Heat material that could cause fire or other
Hazards

Read Operator Manual before use

Comments: g@ﬁ-@ (k: .\, l%

YES: ¥
YES:

YES: -

YES: ;/

YES:)
YES:Z/

YES: .

NO:

NO:

NO:

NO:

NO:

NO:

NO:
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7) Assembly and Installation

Assembled and installed By: D A Vl'&&l/\ User: FA C.\i_ Specialized Engineer: -y ‘xf(«l,'*t-"t‘z s

Installation Procedure: OK / N/A

Unpack and retain Packaging
Assembling the Instrument

Verifying the site before connecting to power supply R

Checking the instrument before performing the Test

oty d

Comments:
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8) Summary Report

Instrument Name: | (LY %&’VJ“/\& - SC

Sr. No.: P\‘S—Q ‘7.@ \Q[(
Manufacturer: '(_‘Lg.QfP Dl‘QL%MD(/H‘Q} f U"}_ [/-’T D

Assessment of complete Installation Qualification:

No Deviations: Deviations:

Deviation Impact on Operation Justification for Acceptance

J | /
/ / /
7 i /

Successful completion of the preceding activities and checks indicates that this Instrument
is installed successfully as per the set protocol. The instrument has passed the Installation

Qualification procedure and may now be released for use.

1Q Completed By: \( D'me S, Date: \q /) /20('?"

Deviations Approved By: Date:

——

1Q Approved By: L/VLY . g\,(m/t%}/ LDate: ql [ [ 7\0((7_,

Comments: (SC/L,#—CQ:S 'tH }\(4_

-+
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1) Safety Tests
This instrument confirms to the following standards and is supplied fully tested by the Manufacturer.

« Electrical equipment for measurement, control and laboratory use.
« Instrument requirement for laboratory for Blood testing.

The following electrical safety tests should be carried out by a competent person after Installatior.

Safety Tests Pass Fail Date Signed | e

Earthing ‘l/ :Bvl(/
UPS Supply }/ IM/

Comments: < E¢f- és({\c’(_&/

2) Pre-Run Checks

Turbodyne-SC

Pre run check OK N/A

Reading Chamber Empty / /

Paper Roll Present / /

Temperature 37°C / /
A

Comments:
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3) Functional Tests

Turbodyne-SC

Functional Test Acceptance Criteria ] Pass " Fail

Instrument power | The analyser performs self-check. The counter on the
ON display “wait for XXX Sec (600 sec), indicates the time ’

required for Optical stabilization during self-check, as show
in below image:

3 F

. ‘ i & ~TM
turhodune 868 L

Turbidimetry e Nephelometry

Performing Self-Test
Wait for  sec.
WELCOME
After the self-test is completed click the WELCOME button to
go to the next page.
1A i e
RAAIN MENU c
SETLPMENY SYSTEAA SAF-CECX
JEASRE DATA MARARENTNT

Turhoiyne 8C

Comments: sk ¢ 14’\'%"
——
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4) Traininga

Authorizing

o-::,-i;ifs Rea;\in;)n;zearlator ReadSOF. ?:Zf:lll‘r:\agl Signature
Koo ayps M es D ek s~
parvetl; A= _yek T | et Qg
fosae | el \ ek hep Dl
A Aefodedley \/W 0 o1 | NeX Qw/

Predteddn |~ ek el P

Comments:

%c,vl-(\}, ‘{' DA
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5) Summary Report

Instrument Name: Tty lﬂ&é\// e - SC
Sr. No.: ? [§D7‘0 P(r

Manufacturer:

Assessment of complete Operational Qualification:

No Deviations: Deviations:

Deviation Impact on Operation Justification for Acceptance

Successful completion of the preceding activities and checks indicates that this Instrument
is installed successfully as per the set protocol. The instrument has passed the Installation

Qualification procedure and may now be released for use.

1Q Completed By: Wy - ’ﬂ,'l/lé/&l? Date: 6/! l)?"ol}—

Deviations Approved By: Date:

IQ Approved By: U«\ Y Suu I/(U%/ Date: qu/ r] ;0[9_

Comments: (DQ/U(»(‘ &g{/\?\r/é_
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1) Performance Check

Turbodyne SC

Functional Test

Acceptance Criteria

Pass

Fail

Instrument power

The analyser performs self-check. The counter on the
display ‘wait for XXX Sec (300 sec), indicates the time
required for Optical stabilization during self-check as show
in below image:

Hrs
5 ¢;

" e palin an o o gwy M
Turbidimetry o Nephelometry

Performing Self-Test
Wait fof ~ sec.

WELCOME
After the self-test is completed click the WELCOME button to

ON
go to the next page.

AN AT i

PRI Az .
SETLP MENY SYSTEM SAF.CECK
WERSE DATA IAANAGENENT

i Turhadyne G
l i
Comments: g CJ‘(‘} 1’|\’ﬁ.
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2) Triggering Factor

Calibration Calibration is done by factory side at first time
Re-Calibration After 1 year
Routine Maintenanc:e 2 routine maintenance in a year

3) Calibration

Calibration Suggested Time Not Done ok Not Ok
Temperature calibration check |  37%_ s

Timer calibration check

Comments:- 5()\0-1 \5* M

4) Re-Calibration

Calibration Suggested Time Not Done ok Not Ok
Temperature calibration check e — —
Timer calibration check — S —i

Comments:- —
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5) Routine Maintenance

This instrument has been designed for Blood Testing. If any fault occurs, it is advised to contact Tulip

Diagnostics Service Engineer.

The frequency with which routine maintenance tasks are being completed should be gecorded below.

Routine Maintenance Date Done Not Done

Comments: ﬁ ELKAA% gf)(l)d A0 \A,&f-(«/\/

-

6) Safety Tests

This instrument confirms to the following standards and is supplied fully tested by the Manufacturer.

«  Electrical equipment for measurement, control and laboratory use.
«  Instrument requirement for laboratory for Blood testing.

The following electrical safety tests should be carried out by a competent person after Installation.

Safety Tests Pass Fail Date Signed

Earthing ] }/‘ W

{

UPS Supply I/ /7/1/ ,
Comments: é&bg‘(qé/‘% IOC/:&_

4
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1) Summary Report

Instrument Name: Tu’ﬂﬁﬁé%\%& .—SC/
$r. No.: FDLYO +0O l_QL_(.f o
Manufacturer: TLbQCP D(’Ct_ed-p\,o g/{—ﬁC} = «)U F l/ D

Assessment of complete Operational Qualification:

No Deviations: Deviations:

Impact on Operation Justification for Acceptance

| / /'
ol / |
Nz /
Successful completion of the preceding activities and checks indicates that this Instrument is
tocol. The instrument has passed the Installation

installed successfully as per the set pro
Qualification procedure and may now be released for use.

Deviation

1Q Completed By: - g Date: L
My Dilue edy q] ) /2007
Deviations Approved By: _ Date:
= S~ I
IQ Approved By: Date:
‘ MYy s (Suu,o//hf "L!L !%H/

Comments: < C\/(\(f} S ,\I’( '4/2,.

. :
/k\}w cﬁ 9 OL?/
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FULIP DIAGMOSTICS (F) LTOL, (INSTRUMRNTS DIVSION)  Hydersbad Office:
BesideAndhea Bank, StreetNo. 8,

iyl
BAMBOLUIM, STINEZ & VERNA - GOA Hicomts SN ?«z:}m

CALIBRATION CERTIFICATE

model:  Turbodyne-5C Calibration Bate:  26-07-2021
Sr. Mo PIBO70ISS Calibration Due Date:  25-07-2022

1) SCOPECAUBRATION OF Turbodyne 5C

21 FTENS DETAUS: Nomentlature Turbidiemetry & Neplometer Analyzer
Type S Model  Turbadyne 5C

3y DETAHS OF TESY mmmw 5 USED:

srop ‘sfwiw{;{

370 MEASURERENTS AND CHECKS CARRIED OUT UNDER STANDARD LABURATORY CONDHTIONS,

ARBIENT TEMPERATUREZS.D "L -30.0C HH 5%E0.0

5% TEST RANGE XX’%‘[} AC»E}F\?ML’Y

{ 5] £
1 i 2
371 | exlt PASS
5 50 130 300 00
4,78 485 97
|
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