g

4;’0-1 Online Lal Partuer

2) Environment Condition

5 €7
Has the [nstrument been adcquutcly acclimatize d since tmnspolt or storay

YES:

Opc rating Parnmeters
Ambient Temperature

Relative Humidity

Supply Voltage & Frequency

Comments:

Specified Range

10 to 30 degrees

<=85%
100 to 240V, 50/60 Hz AC

NQO:

Conditions Met

“ed
s

o ——

N

QA R .

“* :f”"‘ § ~
.‘Z.p/ l K"’{
Tl
b < =2 |

\< L]
\(Y/. l'."_’ /
-
2 S //..) -/
‘1\2\‘
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Labsakha Diagnostics Pyt Ltd "—

; 1) Instrument Identification
3 : ' :
3 Auto hematology analyzer ( Councell penta 2.0)
i S ] e
i Sr. No. | Specification As per design qualification 2 \pauhmhon '\‘ Match
| | Sy gl received AT (Yes/No) .
1 ' General Feature | The measurement methods used in this “
'; analyzer are: the electrical Impedance | | D
| method for determining the RBC ’1] \ V 2
\ and PLT data: the colorimetric method for | %,
| determining the HGB: laser-based flow \ \
| cvtometry for determining the WBC data. | |
| i_ “ 7“.,}‘- -
= | 2 . Sample aspiration | Whole Blood mode 20uL.pri-diluted \ :
( volume.  mode_20uL of whole b\ood/c'\pl\l"u y blood \{fé’zj
| \
| | sample and 480uL of diluent !
i | i ! P!
—— | e
| 3 ' LED lamp 1 530nm LED ' Mesd
T4 um??)nmmmuu‘\(-m " TLAN Port ‘ : 1 R ]
p(m 1 e s ,,,}l_ - mw___*["\k:‘/’a g
< Pprinter T Fternal ink tank and leaser printer | i
Cs e Bemd eSS o o Y
| 6 " Power L ACTOOV-240V. Input Power <200VA. \\ \i.fg
| requirement.  Is0/60HZ. — ~~»’———\i@*k —~\
? 7 | Grounding Good ﬂmundmw <5V o |
L e
Comments:
/:’ N o

NN ) /
\ . \.,.,/
~ f /‘ l
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4) Instrument Sa fety

Manufacturer S

afety Recommendations:

Allow enough space for the

Instrument YES©e—" NO: i

Position on level. non-combustible surface Indoors YES .~ NO: ‘.t
i

Area free from agaressive/ explosive chemical mixtures YES: \/ NO: 1«5‘

. | B
ll*x:lt;ieizc:rericl:);zo“en supply and all power switches YES: \/" NO %
Neep the analvzer away from electromagnetic waves YESe—" NO: 1

Read Operator Manua) be

fore use

o
YES: NO:

Comments:

CX Scanned with OKEN Scanner
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5) Assemblv and Installation

Assembled and installed By: User:

Installation Procedure:

N/A

Unpack and retain Packaging

pply

Verifying the site before connecting to UPS power su

Checking the instrument before performing the Test

Comments:

Specialized Engineer:

OK

LIS
A

OAL

SN
L ohsag
i v
S o e
-::./ ‘SJA P’T- . \1
e %
T Vo ‘[
1O 12
< y4
\. ZN, /35
\NY N A O
WV B s -.:\6-/
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3) [nstrument Delivery and Documentation

- the Instrument carcfully. Are any items missing against the Packing List?

; Unpack
, NO:"

YES:
If ves. state the missing ltems:

ls there any damage to the Instrument or Accessories?

YES: :
1t yves: Description of Damage: -
Corrective Action:_____ I
Manufacturing informed:  YES NO
< all Standard Documentation Included?
Operating Manual: Present: \// © Missing:
warranty Card: Present: v Missing:
Is all additional documentation Included:
./"/\ o
Presem\;// Missing:
Instaliation Qualification: V{/)
Uperulmnal ()uahhcmmn. \7/,://,
performance Qualification: 7{{/)
' ~ @QC } { -
y ¢ () C\L"i XUQK‘Q\fti\/‘
¢ < .

C nts:
_(_)mmtnt‘ o p e ( (AT
rng fal}e fron ‘
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o ¢ Sakha

Your Online Lab Partner

9

DSIIDC Shed No22, First Floor, Schem
Phase-ll, New Delhi-110020

7 o11-40501476 1 40501477

OPERATIONAL QUALIFICATION

‘ Lab'sakhbu Dia9"°$f|és Put “ i 5

T rati )
he Operational Qualification procedure specifies the methodology for installation of

specified system after successful installation qualification, Succes

sful completion of

rocedure identifi .
] ¢ identifies that system is ready for operation and subsequent performance

analysis,

00 PROTOCOL

- System Connections
. Reagent & Waste Connections

Maintenance procedures.

Ul:("-—b)l\)'—n

1. SYSTEM CONNECTION -

) SYSTEN CONNECTIONS
SIN NAME T _ Check

1 lnput‘f’ower»supply _|,__‘. - 7angnerct

. System Booting , Initialization & Check

—

N

. Customer Training - Operation & Maintenance,

UL |
Remark |
oK. ‘

Printer ‘
2 Connection(Optional) |~ Operatingmanual246 |

2. REAGENT AND WASTE CONNECTION

ox |

" REAGENT CONNECTION CHECK

NAME . |CHECK
DILUENT CONNECTION
LYSE CONNECTION |
Waste Connection___ | ToWaste Conlamer 43

B4 info@labsakha.com

I} ngrahr]g:Manuai Figure 4 3
~ Operating Manual Figure 4 4 _

e-3, Okhla Industrial Area,

£

UEEE05b 20l Bos 00 2

V_Bgmark

@il
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INSTALLATION QUALIFICATION

10 PROTOCOL

1. System Unpacking

2. System Checking For any Damages

3. All accessories as per check List verification
4. Space Requirement

5. Power Requirement
6. Reagents, Control, Calibrators verification.

. SYSTEM UNPACKING & 2. SYSTEM C HECKING
Damages and found to

Vanalyze-V30s is unpacked and checked for physical

be in good condition.

3 ACCESSORILES CHECK-

Check all accessorics as per check List

4, SPACE RE YIREMENT =
o Checked site for proper Spact allocation. At least 100 CM on cach
side and enough roomon helow the countertop to accommodate
the reagents and waste containers.

B —DWENTIONS
7T N
" widthmm_ L <300 .
 Dephm o MO
| Heghtmm ___ =400
[ __g\fv.@gﬂt_fﬁg___,l-____,.:.&,_ﬂ_
strial Area,

A neune Shed No22, First FloOT, scheme-3, Okhla Indu

C} Scanned with OKEN Scanner
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?:‘o.ana—&‘?’""’“"

\

3.SYSTEM BOOTING, INITIALIZATION & Cheelg -

Power ON System cheelkk instrument Initinlization successfully,
Check following Parameters,

) TEE}-EE;&I:EEENCQQRWO LHOSOP0, oottt L L
B Range Remark

SIN E;‘afameters

—_—

ENVIRONMENT 24 .80 ok
1 TEMP(*c 5.
4\ﬂ§a;§§5ﬁv1_~__ 000 | 0.00-0.20 Oi
I HGB BLANK (v) 42 . . 3.80-460 0
-4 | DCDC vy, 1t T 10812.98 Ok
—> L DCOC-iv(v) | iieq
6
L 7]

2V (v 84 1081296 Ok_
—1'] Y N Y . 4.50-525 Ok

— L% | arseos T T To

L VACCUM

———

. NORMAL BACKGROUND CHECK l

PARAMETER | Actual [T Remark | Remark
_wsc 00 =~ T2 I
RBC L. 00 | i e :
T i 01 T 8

-.._HGB
_HET
_ P

AMAINTENANC[2 PROCEDURES:-

—_—

S whintenaneE N S
ﬂ_ e P_ara_rgveters

- AL \_iChGCk i Remark "‘
—1 | Using Maintenance Meny K

———— |

cogene - | QPeralor Manual 197
2 | Replacing Priming Reagents _QQEEalO,rMaOua!.E;Z;E?_
3 | Cleaning T e—ee— o | Operalor Manual 10.2
4| Maintenance | Operalor Manual 1027 G

—2 L Overall Mantengnce ~ wom e Operalor Manual 10,23 | o

al 10.2

A
' e
S. Cus[()n S AT ) . L3N
1Cr Training — ¢ Deration & Maintenanee: Provided e

C} Scanned with OKEN Scanner



3. POWER RE QUIREMENT

Reou?
[ equirement Acceptable Range

Labsakha Diagnostics Put Ltd

Observed Ranged
Input Voltage 220+7-10V 221V -
Line Frequency G 50 HZ
Ambient Temperature 15C-30C 24
Grounding Voitage ™ - P e o
- 6. Reagents, Control, Calibrators Check-

N:‘\ME —___ [status | Remark

Diluent - Vanlyze o i
(I | YES ‘ OK

Lyse - Vanalyze frmmr o

B i | YES N OK
Probe Cleaner | YES | OK
Controls | YES » OK
f

Q DSIIDC Shed No22, First Floor,
phase-ll, New Delhi-110020

! 011-40501476 | 40501477

Scheme-3, Okhla Industrial Area,

e
& Scanned with OKEN Scanner
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PERFORMANCE QUALIFICATION:

e Per ‘M b ‘evefo Y L% ‘.
The I «Tnfm‘manu ol system is to be verified by the accuracy and precision
analysis of the paramelers by running 3 Levels of controls,

The results should be with in control range as per the assay sheet.

PQ Protocol:-
1. Carry over check
2. Precision Check
3. Control Check (Three Levels)

L. Carry Over Check,

CARRYOVER
PARAMETER Actual Range Remark
___.._wsc 00 .| . 050% OK
. .._RBC . 00 o 050%. OK
HGB i 00 __0.50% oK |
_PLT o0 | 1% ok |
2. Precision Check.
| ) . REPRODUCIABILTY CHECK 7 B
| SIN | PARAMETER | Actual | Range CV% Remark
1 WBC (70-15.0) | 127 |~ 2.0% 175
/ / (4.0-6.9) 2.30 3.5 %

2 | RBC 0.50 1.5% 0.9
3 ] HGB
4_|

|
| 030 1.5% 0.46
MCV | 030 0.5% 0.40

5 PLT (150 - 500) 174 4.0 % 3.86
_ . (100-149) 38 ol 50%

o

DSIIDC Shed No22, First Floor, Scheme-3, Okhla Industrial Aréa,

Phase-Il, New Delhi-110020
Bl oo smms s = v

YL O ke MAlmdlnnnlrlhs A i B e B

C} Scanned with OKEN Scanner



Labsakha Diagnostics Pvt Ltd

3. Reagents & Control

[ N

"'it;_ Lot no Expiry
DILUENT 240402

oo 31032026
240201 T ' 31-01-2026
Probe Cleangey = 240302
Dia on COI]_‘_"OF\‘-‘_

31-08-2025

—-\_\_,‘J\ 1X0301___,_,__ ] 05.09.2024
oy
Data Range h\/nluc Normal Control
 57-77 ( 7.0
_ — 2= .
— . 3.38-448 | 4.4
\‘;___ e DER
. 83.8- 95.8\»\—';’”‘“ - “N“;{{() .
L 1787368 L 239 j

Q DSIIDC Shed No22, First Floor, Scheme-3, Okhla Industrial Area,
_ Phase-ll, New Delhi-110020

— 011-40501476 | 40501477

B0 i o s g

AR
P info@labsakha.com :

A BeRit ) R
PTG

CE Scanned with OKEN Scanner



Labsakha Diagnostics Put Ltd

MIN/MED/2023-2024/205535
12t may2024

CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer Vanalyze-v30s bearing serial number:
TH3A016370T installed at Dr. Anita Ranjan Multispecialty Hospital as calibrated on 12" may 2023

Calibrator : ABX MINOCAL
Lot No. :CX23
Expiry Date : 25" june 2024

The reports of Blank Cycle, Repeatability and Calibration Values were all found in

acceptable range.

Next calibration cycle is due on 13" may 2025.

Sheetal Dixit

(Head- Products & Marketing)
For

Lehsag,

<
D

- aeet . W K al il RAemm
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Labsakha Dingnostics Put Ltd
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Owtine Lab Portun

CALIBRATION DATA

P——

:Ml NOTIME WBC RBC HGB HCT \ PLT j

e SCS1 6.74 397 10.9 33.3 \ 230 J

i? SCS2 6.72 3.99 10.9 333 \ 225 J
SCS3 6.73 3.78 10.9 334 \ 206 J

el SCs4 6.69 3.79 10.8 335 \ . 4\
SCSS 6.79 3.88 10.9 34.3 ‘ iy _\
MEAN 6.73 3.84 10.88 \ » J

Acceptable Limits|  6.61 - 6.82 3.690 - 4.0 1021-1136 | 33.06-35. 55\ 190 - 256 J
Result PASS PASS PASS PASS \ PASS 4\

(Traceability System ) :
The traceability system of VANALYZE V30S Hematolog:y analyzers areé shown in attached sheet.

pSIDC Shed No22, First Eloor, Scheme-3, Okhla Industrial Area,
Phase-ll, New Dethi-110020
o % infolabsakha.com

. www.labsakha.c
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File No
Lot No..
Level:

WBC
Lymph=
Mid#
Gran#
Lymph%
Mid%

- Gran%

<|“RBC

"HGB
HCT

- MCV

" MCH

- MCHC
RDW-Cv
- RDW-SD
PLT

MpPVY

1
1X0301
Low

Time of Anaiysis.  12-05-2024 13:40

OO -

SN
DWW WO, DNO g 0oy

oo () O
No o
NN
-
) .
w© -

Ha=2 OO0 SO OO

M) W W WO N
'

'

'
W) NTHY DN = O ON

'
[$e)

'

o] -t
o o
'

0 b

- ) b - )Y

N

~ w Q

- [ e O N B

o

o

'

SRR S s DR IO W® ) 5 0 g

goo F) W o )

—-

44 110-
0.084 0.035- 61
33 22- 42
495 321-721

File No..
Lot No..

- Level
“}Time of Anaiysis

L-J QcC
2

1X0301

Normal
12-05-2024 13.41 |

WBC 7.0 57-77
Lymph# 24 14-30
Mid# 10 02-186
Granz 38 3.9-41
Lymph% 337  217-34¢9
Mid% 138 26-242
Gran% 525 428-640
RBC 440  38§-448
HGE 132 126-133
HCT - 374  335-415
- MCV 850 238-95¢
MCH 301 277-2353
MCHC 354 303-2¢9
RDW-CV 153 105-20%
RDW-SD 447  361-541
PLT 239 178- 268
MPV 129 96-156
PDW 145 113-173
PCT 0.309 0.182- 0382 -
“P-LCC 120 75- 135
“P-LCR 504 283-833

i
i N
|
s g
9 = ED e
PR
——

—_— G S
{ i U\J
| File No. 3
3 Lot No. 15201
Level Hig i
Time of Anaiys:s S 0T-Iule 1345
WEBC 173 122-133
| Lymph# 38 14-48
Mid# 19 05-29
Gran# 116 33-187
Lymph% 220 129-25.7 :
Mid% 148 21-187 -
Gran%e 87 2 553-802 %
RBC 5é4 282-7 rn %
HGB 16¢ 3= \_\ e &
- HCT bt = w,my..y
MCV 88 883 20.3
MCH 319 282-364
; 345 258-354
RDW-CV 15 G 101-201
RDW-SD 431 362-56.2
PLT 511 418- 548
WPV 13.0 96-156
PDW 145  117-17.7
PCT 3856 0409- 0808 3
p-LCC 265 182 - 282 B
P-LCR 5t 28.8-68.8
|

i
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astNarne. ;
atient ID:- :
ampleID: 24050210
lode: wB
ime of Analysis:  12-05-2024 13:56
lodules Resuit Unit
vBC 58 107370l
ymph# e G 10°3/ul
lidg - 25 107300
iran# 4.0 1073l
ymph% 220 %
1id% 8.5 %
iran% 69.5 %
'BC. . A37 10767l
IGB 11.2 a/dt
ICT L 354 %
iCV. 81.1 iL
ACH {: 255 felel
1CHC ISR Y LS afdL
DW-CV 135 %
DW-SD 37.6 fL
LT  RL 3¢ 10730l
PpPY - RH 133 L
DW R 15.1
CT Rt 0081 %
>LCC R 34 10791
L CR R 586 Y
s, e
e 113 ] TG T

This report cnly a2pplies to the
orresponding sample analyzed)

Last Name:
Patient ID: :
Sample ID: . 24050210
Mode: wB 1
Time of Analysis: . 12-05-2024 13'57
Modules Result® Unit
WRC 55 1073iul
Lymph# 1.1 10737l
Mid# 05 10730l
Gran# 39 1073/
Lymph% L 192 %
Mid% 9.0 Y
Gran% H 718 %
RBC - 4.38 10"6/uL
HGB 11.1 a/dL
HCT L 356 %
MCV . 81.1 fL
MCH L 254 pa
MCHC L2313 g/dL
RDW-CV 13.4 %
RDW-SD 37.4 fL
PLT. RL 62 10”3l
MPV RH 14.6 fL
PDW R 16.4
BCT RL 0.080 %
PLCC R 36 107970
P-LCR RH 587 %
X H

o T Sm( 260 i 1
I oLt _—

6 \\ll\,/)l||‘l|,ll¢l\\\

¥ 73 30 PR

{This report only mvn_mmm tc the
corresponding samgle analyzed)]

i &)

w
,

Last Name: : 15 Last Name:
Patient 1D . Patient ID: .
Sample ID: 24050210 4. Sample ID: . 24050210
Mode: WB “I' Mode: WE
Time of Analysis.  12-05-2024 13:58 |' e of Anaiysis  12-05-2024 13:59
Modules Result - Unit | i
WBC 5.5 1073/l 8%% ° w Mmc_ﬂ “_ﬁar
Lymph# 10 1073l Lymph# 1.2 Ao\m\cr
Mid# 05 10"3/uL Mid# 0.4 1072/l
Gran# 4.0 1073/l Gran# 40 1073/ul
Lymph% L 18.0 % Lymph% M‘_ 2 %
Mid% 9.4 % Mid% 755 %
Gran% H 726 % Gran% H 713 o
RBC 443 10%6AL RBC 436 106l
HGB 11 gdl HGB 111 gL
HCT L 358 % HCT L 353 o
MCV 81.0 fL MCV 810 1L
MCH L 251 pg MCH L 255 pg
MCHC L 310 gdl MCHC L 315 gl
RDW-CV 136 % RDW-CV 136 %
ROW-SD 3r7 1L " RDW-SD 377 L
PLT RL 59 1073k 2 p) T RL 62 1073/l
MPV RH 146 fL LMPY RY 139 fL i
PDW R 1 m.wy -1 PDW R 16.3
PCT RL Olomo 2 PCT RL 0.086 %
,P-Lcc R 37 PLCC R 36 1079/
P-LCR  RH 830 P.LCR RH 581 %
2 3 [ - T
| fo ) , |
S Lot 00 e
i \. — =

T

! [This reportonly appiies to the

corresponding sample analyzed)]

[TREINN R ST TION

TR L R —

{This report only applies to the
corresponding samp¢. Qalyzed)

- s

g3

“First Name:
Last Name; -
Patient ID: - .-

Mode:

_ Modules

Sample D 24050210 -

wB-

_ Time of Analysis: 12-05-2024-14:01

] © Result Unit
w WBC . 55 10730l
Lymph# 1.1 10°3L
Mid# 0.4 1073/l
Gran# 4.0 1073l
Lymph% 204 Hie e
Mid% 6.4 o :
Gran%. H 735 %
RBC. 437 1076/ul
HGB 11.1 g/dL
| HCT L 355 o
| MCV 81.2 fL
MCH L 255 pg
MCHC L 31.4 grdL
RDW-CV 135 A
RDW-SD 376 fL
PLT RL 63 107301
MPY  RH 147 fL
PDW R 165
PCT RL 0093 %
pP-LCC R 37 107G/
P-LCR RH 581 %
i e ) >
e <
. e . - |9
FRY i T
«,.._, >
! Ji //
i I3 M
i : - l’r(/.{, 1

[This report only applies to the
corresponding sample analyzed]

| C—

i e
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el b L - First Name: FIrst Name: First Name | ORLALY IMAGING & PATH LAB
HiSENAmE Last Name: Last Name: B Nape: ¢ First Mame: :
_.m.w." Zn..:w Patient ID: - Patient |D: Patient 10 ¢ Last Name:
mm:%_” __nw: e Sample ID: 24050210 Sample ID: 24050210 Sample 1D 24050210 { Patient ID: .
zmqmum it | Mode: wB Mode: we Mode: we sample 1D. . 24050210
lode BT N Time of Analysis:  12-05-2024 1351 | Time of Analysis  12-05-2024 13:52 | Time of Analysis  12-05-2024 1353 | Mode wB
| Time of Analysis: 12:05-2024 13:4¢ dime ofcvaliiy (1SP20ZE Time of Analysis:  12-05-2024 3 54
; . ! Modules Result Unit - Modules Result Unit Modules Result Unit ; .
Z_ﬂam__mm MMmc: Toﬂ,w\ . WBRC 55 . 103l “WBC 55 10830l | WBC 56 1003l m.\moyo.w,mm Resuit Unt
| <<\U o P ?»w\m_r Lymph# 1.2 10830 -Lymph# 1.3 10°3uL  Lymph# 19 1073t .Euc B 55 L
, :.3%: 05  1granl | Mid# 05 1073wl | Mid# 04  10%ML Migh 05 o3 ymph# 12 1003
Mo 38 e | G 38 103 | Grand 38 10BAL Grant 39 1o A9E i
i . o Ml Lymphos 2200 % Lymph% 228 % Lympn% 220 % §pnde? SiE R
r<300.: Yo 21.4 ow | Mid% 82 o Mid% - 81 % Mid% 85 % .(<3.wﬁ.;\o 215 %
M ! ; M 31 %,
W?, \oe o o Gran% 898 % Gran% 691 % Gran% 69.4 % _m& \08 o U
i e Mo% ‘el | RBC 445  wenl | RBC 436 10%AmL  RBC 440 osnt | SETF T “om
RBC A2 0nenl g 111 gl HGB 111 gt Hoo 112 gdt e 447 | TG
| HGB 12 go HeT L 360 % HCT L 349 % yer L 356 % e B
PHCT ., - Leg2ab. MCV 808 il MCV 802 fL MGV 810 f e e
i MCV 810 fL MCH L 250 »pg MCH L 256 pg | MCH L 254 pg W ,,Sm: L
MCH L 253 pg MCHC L 310 gdt MCHC L 319 gd  |MCHC L 314 gd MCHC L
L MCHE, IS i - ol RDW-CV 137 % RDW-CV 138 % - RDW-CV 153 g% RDW-CV
| RDW-CV 135 % RDW-SD 380 1L RDW-SD 382 fL - RDW-SD 376 L . RDW-SD
| RDW-SD 376 1L PLT RL 64 100l | PLT RL 63 103 | PLT RL 70 toraaL | SEYSY
| PLT  RL-86.. . 10%8AL logby  RH 140 1 ‘MPV - RH 139 fL MPV  RH 152 il g
. MPV RH 146 fL PDW R 181 PDW R 164 | PDW R 185 POW R
PDW - R -160 PCT  RL 0090 % PCT RL 0088 % PCT - RL 0106 % o i
PCT RL- 0080 % p.LCC R 37 100 |-P-LCC R 36 1079L PLCC R 43 10°91L oree e
P.LCC R 34 “1078L PACR RH 573 % P-LCR RH 570 % P-LCR RH 617 % ! DICR RH -
PLCR RH B19 % . | b 3
: i __ -
+EL ) ” i , _ .;u.
f i
“ ,\h S v 1 ~ — ;
EDEL I h | e L |
i Am ; .,,, ! M g <. =
Bk / | ,
.w;l T 5.«”_ n X 20¢ ! 388t ” __“. ' _o_u! _1._.4 BN T8 R i - T 568
A . : - | Z t s i i i LT 5 —
g & H-m " ._.. W_Wx. 1 _ mli WW.,.. : .,\.. m w,ma
R L5 AE - e WA
: gl i . T—— LS
’L\ ) P \\. F_ S ; T 30 u.u — e : . R ) <) ——hn
. TS A — it only applies 1o the [This report only applies to the [This report only applies to the ! {This report only applies tothe
2 B [This report only mvv_‘mmm,ﬂo the mﬂﬂﬂwﬂﬂﬂ&mm Mwﬁw—m analyzed] corresponding sample analyzed] corresponding sample analyzed] | _no:wmnozasm sample analyzed] S
4 © 7E comesponding sample analyzed] = . o : . :




