DATE = 06-05-2024

INSTALLATION REPORT

Customer Name *  WELL CARE PATH LAB
Place :  SCO-80 Shree Balaji Evclave Dhakoli Zirkpur panjab
160104
h-;\ Department : Laboratory
- )
Contact Person . Gurnam singh

Instrument Name : Vg nalyze-V30s
Serial Number : TH-3A016370T
Date of Installation : 06-05-2024

Warranty Expiry : 05-05-2025, AMC 06-05-2025 TO 05-05-2026

The Analyzer was installed along with the necessary standard accessories.

All basic requirements and adjustments were checked and are found to be
— satisfactory. The preliminary standardization of the analyzer and the
training were provided to the complete satisfaction of the customer. The
analyzer is found to be working satisfactorily.
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DATE - 06-05-2024
INS TALLA TION

10 PROTOCf

L. System (),

packing

2. Systen Cloat:

p A)/}Stcm Checking For any Damages

% servaceessories as per check List verification

4. Space Requirement
5. Powey Requirement

6. s -
Reagenys. Control, Calibrators verification.

1. SYSTEM UNPACKING & 2. § YSTEM CHECKING

/ . " — i ~ . e
\ al.lalyze-VB()s Is unpacked and checked for physical Damages and found to
be in good condition.

3. ACCESSORIES CHECK-

Check all accessories as per check List

Gl 4. SPACE REQUIREMENT —

5"’3 o Checked site for proper space allocation. At least 100 CM on each
side and enough room on below the countertop to accommodate
the reagents and waste containers,

. _DIMENTIONS
' PARAMETER Analyzer OV
. Widthmm | <300
. Depthem | <410 |
Heightmm <400 |
 Weightkg | <20

C Shed No22, First Floor, Scheme-3, Okhla Industrial Area,
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YERATTON DATE -06-05-2024
OPER 4 LIONAL O LALIFICATION i

The Operati e

Vperational Qualifie

Bl A Qualification procedure specifies the

Nl ¢ :-‘)atcml(.\ftcr suceessful ingtallatior
cdure identifies that system is ready

analysis, '

methodology for installation of
' qualification, Successful completion of
for operation and subsequent performance

Q0 PROTO( ¢ ).

l. System Connections

- Reagent & Waste Connections

. System Booting , Initialization & Check

. Maintenance procedures.

. Customer Training - Operation & Maintenance.

‘v b9

Tt de

1. SYSTEM CONNECTION —

[ —

L SYSTEM CONNECTIONS o S

FJN‘_.&,_-W NAME . Check . '.l.,___.BsthLéik: _",.i
L1 | InputPowersupply |~ Connect OK

| Printer ‘ I
[ 2 | Connection(Optional) | Operating manual2.46 0K ]
2. REAGENT AND WASTE CONNECTION

REAGENT CONNECTION CHECK

NAME ~ ]cHECK T TRemark

DILUENT CONNECTION | Operating Manual Figure43 | OK
"LYSE CONNECTION | Operating Manual Figure44 | OK
“Waste Connection | To Waste Container 4.3 __OK 4

shed No22, First Floor, Scheme-3, Okhla Industrial Area,
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Labsakha Diagnostics Pt Ltd

SSYSTEM BOOTING:
M BOOTING, INITIALIZATION & Cheic

b ]
Power ON System
Check follm\ ing P

and chece
check instrument Initialization successfully.
arameters,

e ENVIRONMENT—— sl | Range . Remark
1| TEMP{ c) é |
, feee _TEMP('c) ; 24 : .
T = N — L R 15-30 : Ok
, (T3 T HOBZERO(vV) | 000 000020 | ok
m& . HGB BLANK (v) 42 380460 | Ok
Pt BC-DC 12V (v) _nn 108-12.96 . Ok
b3 | DC.DC-t2v (v 1184 10 8:12 96 Lok
s S L 1\ 4 92 4 50-5 25 | ok
L7 | vaccum ) 186 175-205 I ok ’z
S— NORMAL BACKGROUND CHECK ]
L SIN_| PARAMETER Actual Remartk 1 Remark . |
(2 | REC 00| <0 02 ; oK |
o3 HGB 4 0p ] Q1 1 OK |
41 HCT L 00| <0 5% Lok
(e 1 e o0 e ok
I MAINTENANCE PROCEDURES:-
_ ~ MAINTENANCE RO
S{/N~ww Parameters Check Remark -
e B Operato: Manual 10. 2 ___Q_PS* o

i Usmg Matmcwnw Menu
T a Regnent 5

1
2 | Replacing Priming Reage: | Operator Manual 9 926 OK
) 3-‘* Cleaning Operator Manual 10.2 _' OK @ =
Md._
5]

N AQq‘n[endrk e V : ) JQLF:I{O" lv"af‘Ua‘ 10 74 2 OK_ ST O
T Overall Maintei nance s Operator Manual 1023 | OK

g,_...-

Provided

r Training — Operation & Maintenance:

3, Custome

e-3, Okhla industrial Area,

Floor, Schem
C shed No22, First !absakha com
g:':fe»u ew Delhi-110020 —— wew Iabsakha o7
nfo
| 40501477
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Labsakha Diagnostics Pyt Ltd

» B
Requiremont

' " ¥ %Acceptable Range Observed Ranged
erut Voltage 220+ /.10y MMW——-—-M
Line Frequency 50 HZ 50 HZ
ﬁf{??iﬁ?},l?f‘?,f’eral“m 16C-30C 24
Grounding Voltage  0Otosv 1V
\\-ﬁ- e
0. Reagents, Control, Calibrators Check-
[ NAME g - Romark
Diluent - Vanlyze ;
o L ! YES oK
Lyse - Vanalyze
T et e e et . e  T— S, ‘—--—lcE*-s..‘A - - N —— O_.‘K —— e
Probe Cleaner . YES — 0K
Controls ' YES OK

L
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Date -13-05-2024

PERFORMANCE QUALIFICATION:

The Performance of system is to be verified by the accuracy and precision
analysis of the parameters by running 3 Levels of controls.
I'he 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)

1. Carry Over Check.
CARRYOVER ]
SIN PARAMETER I Actual_‘i_ _ Range [ Remark |
1 wec | 00 | 050% | N,Q_K_,_j
2 RBC . 00 | 050% 1 K|
3 e | 00 050% | Ok |
4 ~ e o0 4 1% | Ok |
2. Precision Check.
B T REPRODUCIABILTY CHECK _ R :__k_ |
SIN PARAVETER | Actal |  RangeCV% [ Remark |
1 WBC (7 0-15.0) 1.27 2.0L{o \ .
(4.0-6.9) 2.30 35%
T RBC B 1.5% | 0.9
RBC 0.50 5%
2 “hHeB 0.30 1.5% | 0.46
— . — 3@5‘ 0.30 0.5% \ 040
4 5 PLT ( 150 — 500) 13.7; | 45% ://: \1 . J
 (qo0-mgy | 38 I 33% .t
jal Area
DC Shed No22, First Floor, scheme-3, Okhla Industr A
psil ; 5 20
elhl-1100
phase-1l, Ne::)40501477 %4 info@labsakha.com
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3. Reagents & Control

Name

RN RS ¥ T s TExpiry )
DILUENT 240402 31 m"'z(m} R
Lyse a0 [31012026 T
_Probe Clcansu o 1&302 ‘ “t“3l 08 2025""“ PR
_Diagon Control ‘t _IX0301 05.09.2024 e
QQ 4. Control Data :
Parameter DataRange | Value Normal Control |
WBC 5.7-17.7 7.0 7
RBC ~3.38-4.48 | 4.4 |
HGB | 126-138 C 13.2 |
MCV ~ 838-958 N 8.0
PLT | 178-268 | 239

DSIIDC Shed No22, First Floor, Scheme-3, Okhla Industrial Area,
Phase-1l, New Delhi-110020
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Lol No
Level

WRC
Lyrpnd
Mici
Grang
Lyrphda
“Midt
Granta
SRBC
(HGB
HOT
o MCV
MCH
MCHT
ROW-OV
ROW-SD
T
i Rty
w PCT
BLCC

. X

RSN BRSNS NI Ve

Low

Time of Analysis 1205304 1340

1y 14-24%
Q7 8- 08
0.3 G0- 00
0812
20404

"

R I 0.2 e
isQ 33
. - 822
¥ 43- 93
ta7 130- 150
td 3 1% 0 {7
2084 0038- J13R
3 22.42

Lot No
Level
STime of Anat

WBC
Lynph#
Nid#

Grants
RBC
HGE
HCT
MCV
MCH
MCHO

ROW-CV
ROW-SD
PLT
MNPV
PDW
PCT
P-LCC
P-LC

i

L-J QOC

1X03N
Hormal

7.0 3
a4 14
1.0 02
S AL I

PR % Y

151 105 -

yais  12-06-2024

239
129
145

361
178 -
96

11.3-

0.309 0.182-
75-
283-

120
504

H4
268
156
173
0382
135
68 3

\
J—— S
\\bﬁ\
Fil MO :
Lot Ho ¢
v Level
3 R \!.\
Tine of faiag o c
YWEL Y 2
! 4 s & 4B
Jinprit %
tynprs 8

Pttt Ty R 9

rant ' 1% 187
v i 3 15 4 .
Lysnph® y 124
% Z p.s B
. Pl
i 5 %

HGE ; A..
CHCT et
MCV as & Y

PCT
p-LCC
P-LCR

MCH 21 i - 2
MCHC %4 .05 4
ROW-CV G4 301
ROW-SD 352-562
PLT 415- 343
APy $6-158
POW 14 14.7-177
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L
| MCHC L .
| RDW-CV 135 %

N
<
h

&8 0

w
-
r
Q

: RDW-SD 376  fL
CRLT RL 55 10731l
S MPY RH 146 fL
i POV R 160
PCT RL- 0080 %
PLCC R34 10781
SICR ORH. 619 %

‘ NS ST i T E TS MRS |
{ % v amas- ey T
}

S : TEL gThis report anly epplies to the
I coresponding sample analyzed

L sl

Aid% 5

Gran% 592

R8C 4 45 {
HGE 11 1 oYfs18
HCT . 360
MCV 205 i
MCH L 250 Pg
MCHC L 310 grdL
ROW-CV 13.7 %
RDW-S 380 fL
PLT RL 64 10”2l
MRV R4 140 fL
POW R 151

PCT RL 0090 %
P-LCC R 3 10°9/L
DACR RH 573 %

\

———— g ey ———— o

B

| .
~ [This report only applies to the
P ¥ 2pp

corresponding sample anatyzed)

pam————_s

Last Name
Patient iD
Sampie 1D 24050210
Mode we
Time of Analysis  12-05-2024 1352
Modules Result  Unmt
WBC S 1073l
Lymph# 12 1072l
Mid# 04 1073/t
Gran# %3 1073/l
Lymph% 223 %
Mid% 81 Y
Gran% 659 1 %
RBC 426 1078/l
HGB 111 g/di
HCT L 349 Yo
MCV 30.2 fL
MCH L 256 pg
MCHC L 31.9 g/dL
RDW-CV 139 %
RDW-SD 382 fL
PLT RL B3 1073L
MPV RH 139 fL
PDW R 16.4
PCT RL 0088 %
P-LCC R 36 10"9/L
P.LCR RH 570 %
* 4

b Ny

e Rh) ELIE W

A
/ 1
~ ‘-I’“\ — d _

! [This report onty applies to the
corresponding sample analyzed]

St ¥

|

Modules Result Unit
WBC 56 1073/l
Lymph# 12 10730t
Mids 05 10730
Gran# 39 1073L
Lymgpn® 220 %
Mid% 35 %
Gran” 59 4 %y
RBC 4.40 1076/l
HGE 112 gdl
HCT L 356 %
MCV 31.0 fL
MCH L 254 pa
MCHC L 314 gdl
RODW-CV 13.5 %
RODW-5D 376 fL

PLT rL 70 1073/l
MPV RH 152 fL
PDWY R 16.5

PCT RL 0106 %
P-LCC R 43 1079/L
PLCR RH 8617 %

o B BT

I L e
|

R

[This report onty applies to the
corresponding sample analyzed]

P

Last Name.

Eatient 1D
Sample 1D 24050210
tAode wB

Time of Anatysis.  12-05-2024 7

1073l

1079/L

Modules Result
icies 55
Lymph# 12
Mid# 04
Gran# 39
Lymph% 215 /
Md% 31 g
Gran% Ho 704 z
RBC 4 47 3
HGB 11.2 gt
HCT L 359
MCV 80.4 fL
MCH L 25.1 ole]
MCHC L 312 q/al
RDW-CV 13.8
RDW-SD 38.0 fL
PLT RL 66
MPV RH 14.4 fL
PDW R 16 0
PCT RL 0095 %
P-LCC R 41
PLCR RH H156 %
PP i Yok NG, e 4 !

{This report only applies to the
corresponding sample analyzed]
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Vanguard Diagnostics Pvt. Ltd
NC - 123, Okhla Industrial Area, Phaso'l
ew Delhi - 110020, Ph : 011-41727222

' 011-3500773
mfo@vanguarddiagnoslics.cori
www.vanguarddiagnostics.com

To whomsoever it may concern

This is to inform that the following points are being confirmed by M/S vanguard
Diagnostics (P) Limited, C-123, Okhla Industrial Area, Phase-1, New Delhi-

110020 regarding the 3 part hamatology analyser Model Vanalyse-V30s serial
L number TH-3A016370T

1. The model Vanalyse-V30s with the serial number TH-3A016370T is an
OEM model of BC-30s

2. The calibration of the instrument has been done and the testing report
of the same is attached herewith.

For M/s Vanguard diagnostics (P) Limited

W.-

Authorized Signatory

=) 20.06.2024

REGISTERED OFFICE :- C - 123, Okhla Industral Area, Phase I, New Delhi - 110020, INDIA, CIN No.- U33110DL2015PTC276193
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