Installation Qualification
For
Councell Penta 2.0
Auto hematology Analyzer

Tulip Diagnostics (P) Ltd.
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1) Ingtmment Jdentification

Auto hematology analyzer ( Councell penta 2.0)

qualification Speciﬁ.cation
eived

Wﬁpeﬁﬁcation \ As per design
rec
1 General Feature | The measurement methods used in this
analyzer are: the electrical Impedance : Y@

method for determining the RBC
and PLT data; the colorimetric method for
determining the HGB; laser-based flow
cytometry for determining the WBC data.

Sample aspiration Whole Blood mode_?.OpL,pr'\-diluted _
volume. mode_20pL of whole blood/capillary blood YM
sample and 480pL of diluent

s L%
- e

Communication
port
Power AC100V _
requirement 50/60HZ. _ _
/4

Grounding

Comments:

gnosties (®) L&

Tulip Dia
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g m,i,-onment Condition
7) s .
| 'Instf“mem been adequately acclimatized since transport or storage?
the
. | NO:
YES: e e ——— i .. ..-, pve ..__..__,——-—-—-- — —-—'-_II
; arameters \ Specified Range , e Conditions Met A

R T
 qeA—

lll <=850/0 |

1100 to 240V, 50/60 HzAC ll

10 t0 30 degrees

Tulip Diagnostics ® Ltd.
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nt Safe
y 1 pstrument SE

acturer Safety Recommendations;

ye

i enough space fqr the Instrument ot 4
Al |
.o on level non-combustible surface Indoors I e
Posm |
free from aggressive/ explosive chemical mixtures ~ YES:\” NO:
Ated
correct power supply and all power switches YES: /" NO:
s :
Eégsﬂy accessible
the analyzer away from electromagnetic waves vES” NO:
e
. YES: f NO:
Read Qperator Manual before use :
e e
Comments:
Tulip Diagnostic® @) U
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| . .
\ Jate the missing ltems:

i ——
h 1116 ny damage to the Instrument or Accessories?

IL YES:

li‘[f)'CS'. Descripll()h of Damage: NQ/
|

| Corrective Action:

Ill, Manufacturing informed:  YES: NO:

|
| .
1|Fls all Standard Documentation Included?

\| Operating Manual: Present: / Missing:

| Warranty Card: Present: / Missing:

'1 all addmonal documentat-.on lncluded

1 T
Present~ Missing:

'|
'1nsta‘1'latmn Qua’uﬁcatlon V@

'. Operattonal Qualification: \ (&

lLPerformaryc_,e_ngli_ﬂcatic_m':_ ] w i

Comments: W ~tran)
S tron oM

Tulip Diagnostics P Ltd.
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6) Summary Report
rstrument Name: Cotmepp, - WA
sn0: 087051999 g,
oot TULsp Debugron ey @y )i

Assessme“‘ of complete Installation Qualification:

Deviations:

Impact on Operation Justification for Acceptance

|
\
i
|
l

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.

IQ Completed By: \ ‘gcmy&_y ff'ﬂa?ﬁf\ Date: 09109’, i \ XM J/;ep S

Deviations Approved , Date: ,
e \SW@V ‘ﬁmfm'\ vefoet3 \jm@/

1Q Approved By: \%j&/ ﬁwf%’[’“‘e‘pgjm?ﬂzj \XM/@/

Comments:

Tulip Diagnostics (P) Ltd.

- S e e & -
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Operation Qualification
For
Councell penta 2.0
Auto Hematology Analyzer.

Tulip Diagnostics (P) Ltd-
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1) Safety Tests

This instrument confirms to the following standards and |
Manufacturer. IS su

pplied fully tested by the

: lr::,:::::cal equlpr.nent for measurement, control and laboratory use.
ment requirement for laboratory for Whole Blood testing.

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

w | o e S -
1 S::ety Ttists 'l’r' LP'“) | Fail | Date Signed
|Barthling voltage | | eglojpm3 /%; 7
|Tnput Supply :'| :/___ T S Wl (,TW
\voltage ‘, | )4 lo‘&l 2023 i 47"
s = z WS B SRS (. &?)M : /’m
Comments:

Tulip Diagnostics (P) Ltd.
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7) Pre-Run Checks

Mg_ljematologv Analyzer ( Councell Penta 2.0)

Pre run check \ O - i
Mechanics initialization ‘ Bl
Fluidic initialization l {5
Ambient temperature | Qjc;
HGB AD value l D«?&'
Backeround test \ 64¢
Comments:
Tulip Diagnostics (P) Ltd.
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3) Functional Tests

Auto Hematology Analyzer (Councell Penta 2.0)

Functional Test \ Acceptance Criteria

Pass Fail

[nstrument power Log on the Auto hematology analyzer

User Mawe
Pasvwowd

o

— e
| towin | L Shutdown §\

After self test the instrument will display
the following screen.

Sample Bl £ hagnt
P O roien B ac JGI Do @ bin
g A = Wit ik e e
st Tane LIS RLE L BT g \T *
|| bt e it R G
(Fora 1 W PR e e
g | il ke
Wl Loan e me L otm e -
i W A e W 1
| 1ys o gorws o1 o omm T— )
s e e 4 s W
Raar o [ L hrviz'ad - |
I oean wac v
| oty
[ a0 [} :
| bar n [ B [
| Law W . —
IM!- Ll |
| et it
(3713 e
o |}
{ L Tvaktiie
| 00 - |
B prp— i P et 3

—

i i he error
Self Test The instrument will _also prompt t \ J
status on the screen if any. M
dTest | WBC <0.2x109 /L ,RBC <0.02x1012/L
packeroun HGB <lg/L PLT <10x109 /L HCT /7
<0.5%
Comments:
Tulip Diagnostics (P) Lid.
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4) Training

Trained

\ Read Operator \ Read SOP T | Authorizing |
Aol Training Signature .,
* \ i | Samje ;
A

\TQO“O\]\ (P N T )ggé'ﬂ‘lfcf(’v | l,
el it e <§M/¢V | } v

Comments:

Tulip Diagnostics (P) Lid.

S
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5) Summary Report
Instrument Name:COCmCae Pen-b.
. }' D
SN D&Y 5199 LO0Y 9y
Manufacturer: 754-(4'/ Del
Bgnashis Pt L7t

Assessment of complete Operational Qualification:

No Deviationg,”” \o

w

Deviations:

Deviation .
Impact on Operation Justification for Acceptance

\
|
|
|
|

Suceessful completion of the preceding activities and checks indicates that this Instrument is
= operating satisfactorily following delivery and installation. The instrument has passed the
Operational Qualification procedure and may now be released for use.

(OQ Completed By: .pf.?fr\./"eﬂ/ 7 : Date: OWQMM%WW | X
Deviations Approved Date: 370 & égfp’
- . 9 ng /
By: Ao Tiwirn 23 d

8 asy ’é%/ 71

Date: p £/p dhﬁ\ oo

0Q Approved By:

Comments:

Tulip Diagnostics (P) Ltd.
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PERFORMANCE QUALIFICATION
FOR
COUNCELL PENTA 2.0

AUTO HEMATOLOGY ANALYZER

Tulip Diagnostics (P) Ltd.
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4) Summary Report

Tulip Diagnostics (P) Ltd.

G Scanned with OKEN Scanner



1) Performance Check

Auto Hematology Analyzer (Councell penta 2.0)

Test |

Test Name: Sample Processing

purpose: Ability to Process Samples

N

4 Method:

1.

Run the control samples five times consecutively

Acceptance Criteria: Each of the results obtained above should be within the range as
specified in the control chart.

parameters Values for Verification:

Level 1 (Low Control)

RBC Count:
[ Test Control Values | Results Obtained | Pass [Fail |
L. 216t0 V% [ 21§ | = | |
2 2-\6 X0 1% l ag | | |
E 3. l 2_-1{3__’\:0'\‘( l 216 1 T l \
e
WBC Count:
Test | Control Values [ Results Obtained l Pass_ [Fail |
L. 2E4 f 0o | 261 \ \ |
3 269 30C0 | 3-549 | — | |
3. Tyt 05 | 262 | = | |
Hemoglobin: :
[Test | Control Values | Results Obtained | Pass [Fail |
[1. S63 Y | G2 | &= | o]
2. | €6 Xy l 52 | == ] |
3. | €64 ) \ LY T | |
MCV:

Tulip Diagnostics (P) Ltd.
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| Pass Fail |
[

—
Platelet Count: i
Test Control Values
fs usi 20 Resuhs‘{o‘?\mned Pass Fail
2 s £20 -
= E To —
3. VY j' 10 g0 —
Level 2 Normal Control)
RBC Count:
w [Test | Control Values | Results Obtaj :
Plecu f U0V § 020 | = ?fage" l o R Fail
2. | YU\ £ 024 [ U73% o
A Q1 ¥ 02N S
E l - I T —
WBC Count:
[Test | Control Values Results Obtai .
0 \ UL T 150 ll esu % Mtg;ned l. Pais_s/ ]l Fail ]l
\-rz‘ 1\ % er,i \«00 l x50 l L ‘
3. %4y x\-DO l F A T ]
Hemoglobin:
[ Test | Control Values | Results Obtained [Pass _ | Fail |
[T~ 1 1os>s | 133 I
2. | V3316 \ et T~ 1 ol
= 3 [ vttt 1 e I
MCV:
| Test | Control Values | Results Obtained | Pass | Fail \
1. | QA -aL s D |  9o-% [ \ LI
| 2. | -3 1 <0 \l CKgq“%% \\ ti/ \\ J\
3. | qasy 50 '
Platelet Count: | T B e 2
[Test | Control Values Results Obtaine ass ai
. | 2527FV0 [ %sB L \ |
2. | 2822409 | 2SZ e \
3. | 282 %70 RN A DR
Tulip Diagnostics (P) Ltd.
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Level 3 (High Control)

RBC Count:

Results Obtained [Pass . | Fan)\_
60 Q l = l
Ql Y. -l | il
502 TP
wBC Count:
Control Values
FRCVEDYIY Resulls1 C:abi'.ained | Pass | Fail i
T30 2150 ua ot \l :: l\ l‘
REEY g, A
ST L 5 ]
Hemoglobin:
Control &agle; | Result Oblained | Pass [Fail |
\ w3 g \\ e :‘1 | l l
L F6Ts e |
MCV: |
Test Control Vah_t;es | Results Obtained P Fail
. | OKk* 't T 160°1 l\ 2= ‘\ a' ‘l
2. | 43} f¢o | 269 | oo | |
3. | %% §o | Q%69 | o \ |
Platelet Count:
ﬁest | Control Valges | Results Obtained | Pass_ | Fail \
= . 1 SO IGO l 520 | &= | \
[2. | Siofeo | %0 | v 1
3. | S\ £po | 59 Lo |

Validation Team:

]
Name: Somyfed. Tinery)
Designation: /E(:n 1’6 A(’fv'f& 6"53'5&03 .

Signature %57/(50/
Date 97 ?7 ),ay

Tulip Diagnostics (P) Ltd.
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Test 2

Test Name:

1. Tests for checki.ng the performance of the instruments during analysis
9. Tests for checking long term performance of the instrument

Purpose:
The purpose of the above checks is to ensure the reliability of the results being obtained.

Method:

1. During Sample analysis:

To run control samples each time the instrument is used for sample analysis and verification of the

results of the controls to be within the reference range to be established by performance of the precision
experiments.

2. Long term Performance

This is to be checked by Levy Jennings plots to be updated once in six months

Validation Team:

4
Name DM/ eey | AT
Tulip Diagnostics (P) Ltd.
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2) Routine Maintenance
© 1. Using probe cleaner daily

The cleanser soak should be performed:
| During the installation and shyt !

down of 4
2 When the background resylts’ Bisatinal the machine

3 Analyzer has been running for more than’ bad differential of sca

24 1
4 More than 1000 samples were run within 24 houre
2)Swab Cleaning and Maintenance

Repeatedly scrub the bottom end of the sw
dampened with the diluted probe cleanser

3) Washing,

1.High background of WBC or HGB, clean WBC chamber

2. High background of RBC or PLT, clean RBC chamber
% 3. High background of scatter gram, clean Flowcell.

4. Clean Sampling probe when it‘s dirty

4) Maintenance for other parts

Clean the dirty area with soft cloth with alcohol

Validation Team :
Name: fﬂ(\/ﬂe., ﬁw’ﬁhﬂ £
Designation: e v /f(/ﬂ/l e 5’5%"@“/ ”

# :
Signature lee,”

Tulip Diagnostics (P) Ltd.

ttergram or clogging.

ab and the inside of its lower aperture with a Q-tip

G Scanned with OKEN Scanner



o Electrical equipment for measure
e Instrument requirement for labor

ment, control and laboratory use.
atory for Blood testing.

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

iL Ss_af_e_,ty Tests _ Pass Fail Date i Sig;ied .

g P sy gy
oeepgmy. | L 0023 Lappoe Tiwo

Comments:

Tulip Diagnostics (P) Ltd.
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4) Summary Report

pstrument Name: :
srament N EOCP BYRG Nas gL )
s.No: ORUDG)992.0Y 27

Manufacturer:

Assessment of complete Performance Qualification:

10 Deviations: / -
N : Deviations:

Deviation

Impact on Operation Justification for Acceptance

\

| |
| |
\ \

|

Successful completion of the preceding activities and checks indicates that this Instrument is operating
satisfactorily following delivery and installation. The instrument has passed the Operational
Qualification procedure and may now be released for use.

Q@W&/ Finepr| Date: e’}g}w /f&/
i i S | e

Qanjwv  Tinn Date: & Q"2> &

PQ Completed By:

Deviations Approved
By:

PQ Approved By:

Comments:

Tulip Diagnostics (P) Ltd.

G Scanned with OKEN Scanner



= s L e -t B e S i

— TuLIP DIAGNOSTICS (B) LTD.

a PerkinElmer company

: | Phase W-B.
Pt No 8124, 8-125, $26. .m tlll ’
Vorna Indusirial Estate, b5
‘ . Telelax (0832
Calibration Cert‘mﬁﬂsﬁ il

VIIT HOSPITAL , Date 15/01/20;4

o me'm n

Customer Name

80 VIIT HOSPITAL KHURJA ROAD BULANSHAHR
UTTER PRADESH 203001

PR

Instrument
" Mode]|

|
Councell Pent 2.0 Date of Calibration | 15/01/2024 l
e ] 0840619220422 Calibrator Lot Number | PLUS0318 |
(\ Calibrator Expiry date | 14/01/2025 ]
Mean of
} Parameter Range Measured Factor Old Factor
f Values
| WBC x 6.61-6.82 6.73 100 96.77 ;
' 10%/ul
/ Calibration - 3.690-4.0 3.84 100 101.18 j
1 _
Values X105/l
LH 6B g/dl } 10.21-11.36 10.88 99.3 95.39
|
j o
| J — ’ 33.06-35.55 ( 33.56 100 103.5
| — 190-256 ( 219 105 97.17
L 10%/pl

Itis hear by certified that the Councell Pent 2.0 hematology analyzer installed at Lotus Diagnostic and
Imaging Centre has been calibrated using the standard reference material PLUS 0318.

This certificate is valid for 14/01/2025.
With Regards,

=
.

Deepak kashyap
(Head- Products & Marketing)For

G Scanned with OKEN Scanner



T TULIP DIAGNOSTICS (P)

a PerkinEimer company

Works:

T UBTRSGAISASPICIOSTIT

Piot No. $-124, 5125, 5-126, Utilty Plot No. VI, Phase B,
Vema industial Estate, Vemna, Goa - 403 722, INDIA
Tol.: (0832) 6624555, Telefax: (0832) 2783511,

E-mai: microxpeessiac@uuipgroup org
CALIBRATION DATA
| SMPNO/TIME WBC RBC HGB HCT PLT
| SCs1 6.74 3.77 10.9 33.3 230
SCs2 6.72 3.99 10.9 333 225
SCS3 6.73 3.78 10.9 334 206
SCs4 6.69 3.79 10.8 335 206
SCS5 6.79 3.88 10.9 343 228
MEAN 6.73 3.84 10.88 33.56 219
Acceptable Limits| 6.61 - 6.82 3.690-4.0 1021-1136 | 33.06-35.55 190 - 256
Result PASS PASS PASS PASS PASS

(Traceability System ) :

e traceability system of contncell penta 2.0 Hematology analyzers are shown in attached sheet.

)eepak kashyap .
Head- Products & Marketing)For

G Scanned with OKEN Scanner
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T TuLip piagNOSTICS (P)

a revwvity company

Deihi OMmice:
84, La! Singh Buikting, 2nd Floor, 205-206. Near Aggarwal Swoets.

, New Daihi-110 007, INDIA.

Vasant Mshipalpr
?=m§r‘%rmum:m)mﬁ.
el i yshoo,co n, updeni@gme.com
Remark
i
_|pass N
| PASS =
B .. I _;ﬂ-\
| PASS
\Re_nTark " .
i | PASS e
4.1+0.24 PASS 5
13306 | pPASS
8_9.9:1:5.0 PASS
252+40 PASS
iI Parameter | Obtained Value Range Remark ﬂ
l |
g'_ WBC 19.1 19.4+2.50 | "pAgs""""“*‘“”—j
' RBC 54 5.04+0.30 PASS
 HGB 165 [164x08 | PASS | |
o 2 R 727 S N 7
[ PLT  [s25  [5w0#60 | PASS

Evaluation done by:

Deepak Kashyap

QC- OFFICER.
Tulip Diagnostics (P) Ltd.

Place: NEW DELHI

Office: Gitanjali, Tulip Bl
+_1. ino2N 24RRARAR-51.

Corporate

e

ock. Dr. Antonio Do Rego Bagh, Alto Santacruz, Bambolim Complex P.0., Goa - 403 202, INDIA.
Fax: (0832) 2458544. E-mail: sales@tulipgroup.com, Website: www.tulipgroup.com

G Scanned with OKEN Scanner
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NLR
193
194
199
175
182
.89
1.94
.76
173
170

PLR
11391
99.33
101.97
99.35
90.26
96.13
11961
11203
9299
103.25

RBC

475

454

- 448

451
4,55
4.60
452
4.52
4.62

4.69

HCT
40.8
388
384
38.7
389
393

38.5
39.0
39.8
40.5

MCV
85.9
85.5
85.7
85.8
85.5
85.6
85.3
86.1
86.1
86.2

MCH
20.4
314
324
32.0
317
313
318
319
30.7
299

MCHC
354
367
37.7
37.3
37.1
36.6
373
37.0
35.6
34.7

RDW-CvV
3.1
3.0
3.0
3.0
3.0
29
130
132
12.9
129

RDW-SD
20.9
406
407
40.8
206
404
408
416
404
405

PLT
172
148
155
154
139
149
183

146
159

Mpy
08
112

- 114
11
113
116
100
113
116

Ll

PDw-cv
0.151
0152
0.159
0.158

- 0157

0.167
0.154
0.160
0.156
0.168

PDW-sp
16.0
190
204
1838
207
213
143
136
20.0
215

PCT
0..86
0..65
0.177
017
0.158°
0.172 .Z
0.182 "
0.200
0170
0177
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3recz onl0

Y

T RSN
W (¥
i
b
v

Jrecs o
2rec siond
2recsion3
Jrec sion2
2recsionl

Mode Name
é:eﬁ!ooa-nwn-unnn

Whole 3lood-C3C~-227=
Whole 3 ood-C3C+D2.%
Waoie 3lood-C3C+ D77
Whole 3poc-C3C+DI77
Whote 3'00c-C3C+DIIFF
Whole 3ioog-C3C+ D57
Whole 3loog-C3C+DIFF
Whole 3 0oc-C3C+ D77

Wao e 3o00c-C3C+D2%~

Date
L5/0L/2024
15/01/2024
15/0./2024
.5/0./2024
.5/02/2024
15/01/2024
L5/0°/2024
15/01/2024
15/02./2024
.5/01./2022

Table Review

Time
12:34
12:32
23:30
12:29
.2:28
w227
12:25
12:24
12:23
12:22

Status
Printed

Transmitted
Transmitted
Transmitted
Transmitted
Transmitted
Printed
Printed

wWBC
493
L9
£95
£97
£ 81
£98
4.94
4 BS
276
68

Neut#
292
289
3.03
272
2.81
293
2497
278
271
262

Lym#
L5L
A9
52
355
1.54
.55
153
.58
1
1.54

Mon#
D2s
2.16
0.18
027
2.25
024
0.7
028
025
030

Eos#
021
021
019
021
218
022
D23
D19
021
SRi=]

BasH
202
2.04
203
N0z
Do3
o048
004
D02
002
203

Meu¥=
93
603
612
=69
385
581
592
512
569
552

Ly
305
3L
30
315
32A
3
31
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