CUSTOM -
et ER NAME - PCR Healthcre pvtitd

Serial Number -
WS-18004021
User Software = V 5.4.2
Initialization Motar
Vertical Motors - S /R1 /R2 in Home
Polar Motors - S /R1 /R2 in Home
Reaction Rotor in home
Smnpi? a"Rtfagcnt rotor in Home
Cer:_umc Dispensing pump — 8/ R1 /R2 in Home
Optics Initialization: Ok
Auto adjustment of the probé is done
Peltier cells and drivers test
Rotor Peltier/ Reagent Rotor peltier driver test: Ok
Temperature system initialized
LED test: ok
Hardware completely initialized

(\J avantor-

Date: 03/11/2023

Parameters Current value Minimum‘ Mnxhnuﬂ

Reading reference Position - Well | 7896 7860

Washing Solution Tank 0 0 -5

Washing Solution Tank 50 46 40

Washing Solution Tank 100 98 95

105

Waste Tank 0 -1 5

Waste Tank 50 43 40

Waste Tank 100 100 95

-mal adius t of reaction
Thermal adjustment ol re 37.0 36.0

Feor

“Thermal adjustment of Wash iilh ”

slation

37.0 36 |

Thermal adjustment of reagent tip |

(¥ scanned with OKEN Scanner
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et ndpstiment of reagent Hp 2
Plietemetrie Dk Carent
l Wl st

I Wi Plroto Piede ©omms BI0NM
. Sain Phote Diode Connts ADENA

| Mak Phore Diede ©ounts SDANM i
M Photer Diode Counts S1ANM

| Main PPhoto iode Counts SOHNM

. Main Photo Dhode Counts RN
wdain Photo Dhode Counts HASNM

sl Photo Dhiede Counts BTONN |

Nent calibration dug on 021172024

por PCR Healthere pytdud
el

plRUNAL o 4 W
{'-:_'JF-:LJHﬁ.r«JHrml badbet pre
AL T

Apthorized Stpnatary

1.0

THRA
RH2.A00
0 2R
001, 1K
fR0.214
#,00. K2
O,01,4491
9,00,6449

590,062

(\J avantor

16 19

Wil | As00
216,086 050000

740,074 | 930000 ‘|
700,851 | 950000 \
597,627 [ 950000

7,10,500 | 950000 __

5,482,800 ‘ljﬂlﬁl_ll o
5,91.854 ___u_smmn__\
| 730773 | 930000 [
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" Test: ALPU

Curve T.;l"'PE ! Linear

 Calibration Date ; 03-Nov-2023 17:13:21
Last Gahhmtiun Date : 03-Nov-2023 17:13:21

T N W B W e

Ravislon & <A-200-ALPU-3 01.03.2016=

R1LotNo: B092232-237
RZ Lot No: B092232-237

A R
: ' 0:08=- T 1
0.04 - i 4 |
! o034 - i B MR S 74
= | t '1 i
% ‘ N W=
0.02 | ; ]
E 0.01 L
:f,. U —? 1 ] ]
1 0 50
.-.-l----i' -"‘-"""'?“'_*. r,.*.;...-_-—--_"“ E;
- - 5 2 g T - I-.-'I-r‘:__a‘“ """“'"'"_TI:J J .'I'l ,"' 1“ |"} !"’ "d i
: Pos |Consumable LotNo.
Iy
{1 |BLANK 1234 e
2309047A 320.000 \ 6,903, \
12 |MULTICAL

Print Date : UE—NUu-ZDZB

Page 1
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Tenvialion - EM 200 = et i

Revislon 1, <A-200.5/pp.4 10.04.2018> _
R1 Lot No : 8052320.320

er Lol No: + 8052320-320

Aty
i M = ] Ryl
o e s e e LA TR s

g Lo

i 'I-".

s

- 1k
LA

et

—
et g e e

1 1.5 2.5
Concentrabion

h
T

¥y
i

1"'.\., i

=gk, .--,a-_p..-...,.,.. - __'._____I'__ - - .r
BB

Conc ~ Abs Factor

F'Pns ,Consumable ILniNu.

-1
/ BLANK , 1234 0.000 0.0009 0.0000

2 IMULTrCAL Izsnauﬁm 2.320 0.0991
| *

23,6373

="
r
[}

-Paga 1of1

-
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" Test: BIT-

. AIT.2 26.00.2013>
Gueve rpe: oo, AZOI[RBORT ey
: & R1 Lot No : 5042060316 ~ b %y
Calibration Date : 03-Nov-2023 17:16:58

R2 Lot No ' 8042350-3156°
Last Calibration Date : 03-Nov-2023 17:16:58 . .
_‘:_"";i' AT e T i

R
(B, o

b .:.'E'.."-'..' - _""""'""['——-"'-—--'-'———-'J\"' g ”_--_‘ip A [
- | \

l
| |
|
:

R e e o el B e
o L

o —

4 Wi Ar N T
TR L
lb‘.WL."i-h"-"l.":?“—";l' L Lo

s '
..""1 Nk

o

- m ’ i
B s

Y

waples
SR ke
L e

A

a

T

0

k)
By
Dy T L

AT
Ol it Ry
e | o

e e

Pos Consumable,

I

-4 |BLANK

[z [MULTICAL

2023
print D8 * ga-NovZ
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_Test: CHOL ' Revision ;. <A-200-CHOL-1 20.08.2013> :
Curve Type : Linear R4 Lot No : S072326-328
i Calibration Date : 03-Nov-2023 17:25:59 R2 Lot No: —
IL_I '+ Last Calibration Date : 03-Noy-2023 17:25:50
|l e R T SR T b ot e
| 3
: i 0.4 -
: |
0.34
2 0.2
I I .: ’
¥ |
' 0.1 1=
! 0 T
0

Pos |Consumable

-1 BLANK

2302047A
|

|2 [MULTICAL

o 5023
' Print Dale 03-Mov 202
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Revision :. <A-200-CRENZ-1 01.08.2014>
R1 Lot No ! T012313-305
R2 Lot No ; T012313-305

-1
]
i
i
i
i
!
]
i
¥
L)
|1

M
R

Concentraiion

.
& 'al

[ {1

N
il

' ]

P
W]
fra

ki II b Il.

- B ki
e 5, B4 e e T4 o S R '_.__r_.,-_._..
R
S

o A e i R b g Ry

T e
wm e

-|Pos |Consumable . LotNo. Congc Abs Factor\

-1 |BLANK 1234 0.000 0.0095 a.uuun\

12 |MULTICAL 23090474 3.850 0.0891 4a.aaai\

: Page 1 of 1
Print Date : 03-Nov-2023 _ )
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‘Test ; GLU
t
alibration Daig : 03-Nov-2023 17:22:23

La_st Calibration Datea : 03-Kloy-2023 17:22:23

Revlslon ;. <A-200-GLU-1 20.08.2013> g
R1 Lot No : B052208-210
R2 Lot No : —-

AT Y

' Rk g, =]
e L e N e e v o 2
e G i AR e AT

T

ety

3

i
e T T T A
e Ty i 3
e S i S i

i E ! s

1 [] ] T 1 [] I T I ;_-

0 50 100 150 200 lf

Concentration .'f’“
lPas Consumable LotNo. Conc Abs - Factor
’1-1 IELANK 1234 0.000 0.0864 0.0000
Ir-z ‘MULTJGAL 2309047A 200.000 0.7803 288.2052

Print Date : 03-Nov-2023

Page 1 of 1 _
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“Test: 6Ly
Curve Typg : Linear

R Ty

. E
i . f
(L b T
i = Sl

1 PR

e A ey
e Bl Ly e i o AR e b A

0.8~

e
\\'

Calibration - EM =¥~ .

f ﬁ':hraﬂun Pato : 03-Nov-202 17:22:23
as Fa“bm-"ﬁﬂ Date : 03-Nov-2023 17:22:23

Ravision :- dA-EDEI-GLUd 20
R1 Lot No: B052200-219

R2 Lot No @ ==

AT te o] © T
E'--‘:'.-L'.".’itf-r,',_'h A

[l
]

il

R

it ‘e e — |l
o 1]

o e S

,08.2013>

......
e

-
-—
]

tn
o

Concentrabon

S dat

o o RIS
RS e
- Ly el Tud el -t

A v
e S B
8

Al

i mA

WIRAAN, -y
i

!Pus ,Cunsumama

LotMo.

Conc

: -

]r-1 [EMNH 1234 0,000 0.08 _

2052

‘.1-2 !MUL‘I‘ICAL 2309047A 200,000 0.7803 283205
.“i —

Print Dale . 03-Nov-2023

(¥ Scanned with OKEN Scanner
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o
H

o, PO

b
| Test Statistics . LRl
1Tex ) - - !
*Data F Report Type Patients 1

rom 03-Nov-2023 - \
Date To 03-Nav-2023 :
‘Sampla 1D ; i - Mg -
a2 EREASIO=AN Patient Mamo PREASIOBAN
Sk — Resull  Unit Flag ' . Resili Dale Curva#  Usad Calibraion
=3 163006
1, 5.82 mpidi H 03.Now.2023 184848 £9608 154.1:;-@1: '
‘ : 15-May-202415:30:05 =
2, - . 579 mpdl H 63.Nov-2023 1B:ABD1 60667  15-May ;.
= 16-May-2024 15:30:
, 585 mg/dl H 03Nov-2023 1BAT:A3 oaac =
o | £og95  15-May-2024 15:30:05
4 | 583 mgldl H 03-Mov-20Z3 1647:25 '
- - M ~
go4  15-May-2024 1630
5 5.90 mg/dl H 03-Nov-2023 16:47:07 i
Coinputed Ranges And Statistical Values
. Reference RKango 3 .
. - Above Reference Range B i
. Below H'.Hl'ﬂren_ce Range . 0
e ’
Drafzult-Range . .
; 9 . =
Total Test(s) =

h S From - Ta -

v — 5 -
B9 x 584 T
_ Mean i =

sD 0.72 =

§LCV o1 . :

Range

(¥ Scanned with OKEN Scanner



’Nr Statistics

— . =T -
X = ""'_""!ll-_l_\_-": —
ey o e det
y e - LR = -8 g

R L
2 +  03-Noy.2g03 eport Type Pafients
i_._\\\_nah h 03-Nov-2023 - =
«Sampla 1D !pREAEIOSAN .
-Sr# Pallent Name PREASIOSAN ' Ae -
oz Resuly 1
; nit -
1 12, g Resull Date Curva#  Used Cafibration
0 mgrdl
g " H 03-Mov-2023 16:52.50 59713 17-May-2024 11:08:30
1.8 magidy - _.
ﬁ\\d - H 03-Nov-2023 16:52:32 59742 17-May-2024 11:09:30
Wy 121 m g .
- " ~03-Nov-2023 16:52:14 69741 AT-May-202411:08:30 ;
. 4 121 mgidi 22
. o 03-Nov-2023 16:51:58 54710 =17-May-2024 11:08:30
k)
o H 03-Nov-2023 16:51:38 56709  17-May-2024 11:09:30
. Computed Ranges And Stafistical Values ' -
' .- Reference Range § 3
\, Pbove Reference Range 5
Below Reference Range o -
Dafault Ranga . a
Total Tesi(s) 5 _
S#From 1 Ta &
5 *
=) :
12.0
R 0.18
D - =
° 151 - : =
%V . s |
Range ) :
' =y __-_._._-..-l-I
. ; - \
03-Nov-2023 . -

(& Scanned with OKEN Sca
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—
e "".\Q-L‘ Bm o H___q__,—nﬁ--—...-'-.r'hl...-
'““‘-%“""‘,..“:&-—::—;;.-—-—-.—_—_.‘,;‘.‘“'—'—q e ———— F AR :u!' ] -'-__-,:I %I"
3 T r - - y ':Ir-d'..t
= ; ; ' ; g
I . . Test Statistics _ e
y - I ;'-.'-"'"
1 ——— el 1 _é-:
| irtest = PRO Reaport Type Patianis » ' i
kY - =1
| |pafe From 03-Nov-2023 Date To ,03-Nov-2023
| % - ____._._._-—--'_'_'—_
g =
|kt .
gqmple 10 PREASIDSAN Patian! Hame PREASIOSAN , )
| : ! i * . B : w' umﬂ.ﬂlmm
nar Resull  Unlt . Flag Rasull mw
e 59 May-202
= o ) e B 7 17-May-2024 11:11:48
' sa74 1
154102
B.75 gidl H g2-Mov-2022 16 11:41:18
e 17-May-2024
II Fi\j 877 g H. 0a-ow-2023 16:53:44 - AN .2:12;11-11-15
? ' 47-May-2024 110
e 8.75 gldl H ' p3-ov-2023 16:53:26 ol 2024 14:11:18
‘ 4 K i, " b
714 17-May-=
"5 © BB6 glal H 7 p3-Hov-2023 16:53:08 .
| ~ Computed Ranges And Statistical Values - -
| " peference Rangs 3 -
i )
| ' above Reference Range 5
's  Below Referénca Range 1
Defaull Range N 0 =
Tolal Test{s) 3 o
g y - T - -
§ ;
B ﬁ )
B.78
Mean _
005
IED -
0.52
%OV . - .
e 0.1 -
- Ranga
03-Nov-2023 : 1

(¥ Scanned with OKEN Scanner



' TestStatistics

PRO
Report Tvpe Palienia
03-Mov:2023
& Date To 03-Nev-2023
PREASIO
s SAN Pallent Name PREABIOBAN :
Result Unij Flag " Result Dale Curve ¥
T - um.::m! PrrT BaT18  17-May-2024 11:41:18
o 8.75 qidl H D3-Nov-2023 18:54:02 gt A S
: May-2024 11:11:18
= 877 gid H i e
S .2023 18:53:44 -
> -UEFN:N 2024 14:11:18
4 8.75 gl H 03-Nov-2023 16:53:20 sa746  17-May :
I ‘ . , o ay-2024 11:11:18
5 .86 gl H , 03.Nov-2023 16:53:08 SsT SRR
~ Computed Ranges And Statistical Values = - =
; : : Reference Ranga 3 -*
. Above Refarence Range . 5
Below Reference Range 1. P
Defaull Range o 4 h
Total Test(s) ’
Sr# From - To_ - ) )
By . 5 )
BTG
* Mean -
TR 0105 ’
B0~
0.52
%CV ’ ) y
a =& s l:l-11 S ‘
Range

03-Nov-2023 )

(¥ Scanned with OKEN Scanner



03-Nov-2023

— .
‘gample 1D PREASIOBAN

e

S g Fiog " RowhDrle . Coved Uned€
- - 2024 o
3, A0
{lo: gome 1422 U H 03-Mov-2023 16:48:31 sheoz  16-May 2004 15'3'“
: ! - §-May-2024 1524
- 3 138.4 un H m“w.mn 16:48:13 50821 ¥ - 99
i . &-May-2024 1524
4 1400 UL H 07.Hov-2023 18:45:55 soge0 1 a5
A . - May-2024 15024
5 - 1424 un H 03-hov-2023 18:45:37 . sesso 4
33 nputed es And Statisti - ’ * ’
' Reference Range 3 =
" Above Reference Ranpge ;]
Below Reforence Range ol - : : I
Defaull Range . 0 w
Total Test(s) 9 -
S#EFrom - Tp - . a
5K -
- - ¥
140.6
Mean - .
i 1.72
sD
. 1,22 > -
%CV . b i
. TN 4.0
Ranga >
£ '
| -
. US-ND‘J—EUEB
" " e
- .
| wilhe
i

(¥ Scanned with OKEN Scanner



‘Repori Typs ~ Patients

03-Nov-2023 Date To 03-Nov-2023

3

| sample 1D PREASIOSAN

Patlent Name - PREASIOBAM

. LE" " Resull  Unit Flag ' : Rasult Date
L 101.9 mgld] H 03-Nov-2023 18:40:48
G T 101.6 maidl H 6aNov-2023 16:48:31
ﬁ;& 1051 mgld) H 03-Nov-2023 104813
Lo - 59700 i
. 1021 mgidl H 03-Mov-2023 16:48:56 : i
. T - soeg0 15-May-2024 153183 _
. 5 103.3 mgidl H * 03-Nov-2023 18:48:37 . i

. Computed Ranges And Statistical Values =

Reference Rango | ) e
Above Reference Range ' 5 -
" Below Reference Ranga : _I:J -
“DefatiLRange 0
Tolal Tesl{s) 5 - .
" SpFrom 1 To 8 _
LT e - {8 -
]_r Mean v .
i : 1.40 )
| eV .
Range

(¥ Scanned with OKEN Scanner



j TRACEABILITY

I:‘fr[;:‘IULTICAL
uct Code; XSYS0034
Lot: 22061334 3
————_____________-'_ .
Analyt Roferance Mn'llmﬁsll Reference Cllll:l.';:lﬂ:ﬂr uﬂuﬂnlnty"
b L Materla D.Eﬁ—— g/di
Albumin CRV Ao 352 e on
,i;l,l:f._________ Original lormulalion IFCC 262 I_IE— un
|ALT/SGPT Original formulation IFCC (1985) 88.8 — un
ASTISGOT Original formulation_IFCC (1986) 100 v un
—EI’;:Y':';* Original formulation IFCC (1998) 184 : =
rubin Dj - 0.0
_ﬁ".’nlterl}. Gfr{;:ndu} Refarance method accor. Jendrassik-Grol 2.13
Bilirubin Oj : 013
{Di(.:A} e Reference method accor. Jendrassik-Grol 2.29 0
Bilirubin Tet i : 0.095
._[x':q'_l'xwu;!; (f‘:e:.lardu] Reference methad accor. Jendrassik-Grol 4.54
| {Et;l-:.l‘:r:;:m i Reference method accor. Jendrassik-Grof 4,30 0.090 —a
Saicilooid Atomic absarption 2 Tl:: mmnuii\
Chioride Coulomelrie 100 1'51 ppeeT
'Cholesterol ID-MS 135 T Ui
|CK Qriginal formulation IFCC (1991) 333 -
i CK MB Original formulation IFCC wilh 479 23.2 l un
, i immunoinhibilion (2002) e ]
| Creatinine (Jatfé)  |1D-MS == 37| mgd |
| Creatinine (Enz.) | ID-MS 3.84 0.0 —un |
GGT Original formulation Persijn v.d. Slik (1976} 111 1.05 1 "
Glucose BRIGETE 200 1.57 h ma”
LDH-P Reference meihod 517 3.83
|Lipase Original formulation IFCC 99.4 1.88 | un
"Magnesium Alomic absorplion 2.72 0.021 | maldl
"Phospho rus Primary reference maierial 5.49 0.057 l mg/dl
| Totzl Frotein SRM 927e 5.04 0.044 || gld!
{single reagent) I = =i
|Trigiycnridei§ | SRM 908c 140 1.36 maldl l
[lwo reagents
Urea SRIM 2909c 100 1.04 ma/d!
[ Uric Acid I0-MS 3.43 0.034 mg/dl

1 Expanded uncertainty, k = 2 _

I CRM = Cerlified reference maleripl, Eurapean
t gRIA = Standard reference material

$10.14S = lsotope dilulion = mass speclramelry

Dage: 05.12.2022

Erba Lochema s.r.o., Rarosih 22100594, G21 00 Dreso, Czech Rupalibi,

identificatien number. 2649 10 BAG, T denuhcation numbern, CL2089100846

Incorporated in the Commurcial ugrite it ted by the Regional Court in Bine, Seetion CLinsert 454585
lel | 420 17 0 110, w=rnanl pliag s kg ed latane b g, “"""’“-“'“ﬂ'ﬂtlu:nm_.:u... ‘ =

(¥ Scanned with OKEN Scanner




Aosull Dnle

e Fing
' sk 153908 7
A . " 03-Nov-2023 18:64:10 ga708 m-uv-m':
é - il 3 03-Nov-2023 18:54:01 859707 1%“'”‘“'
. 54 " 09%Mow-2023 16:50:43 sg708  15-May-2024 15:39:08 5
s S o I W 03-Nov-2023 18:50:25 59705  15:May-2024 15:39:08
: Cris H 03-Nov-2023 16:60:07 sa7o4 15-May-2024 163906 -
. n d . _
Reference Range 1 - % .
Above Referenca Range . 2
* Below Reference Range . )
R I .
DefaulrRange "
Total Test(s) " 3 \
~S#FEfrom - To -
R _
-'r. B o :
€ 241
tean '
' 2.59
sD
; 1.07 ]
oV
Range .
103-Nov-2023

| '
]

-
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(\J avantor’

BS-380
AutomatedClinicalChemistryAnalyzer

ualificati

Installation Qualiﬁcaliﬂnfﬂperutiunquuliﬁcatinn{PerfurmanceQualiﬂtatinn

10/00/PQ-B5380

(¥ Scanned with OKEN Scanner



1=

(\J avantor-
INSTALLATIONQUALIFICATION

INSTRUCTIONS:

iil. Thisdocumentistobecompletedattimethesysteminunpackedandsetupforoperat
on.

2. ﬁ:muthuﬂzcdﬂindrayrepresnnlatlvuwlIlrherkouteachmnduieandverineslheallgn
ment.

3. All deviations from normal specification to include any problems with installation will
benotedinthecommentssection.

4. T]‘_i“]“ﬂ"mf‘“'-'ﬂﬁt&iﬂspmprlctarylnfurmnﬁunnndlslnnnwaytuhecupled,phnwpaphtdn
rduplicatedinanywaywithoutexpressedwrittenauthorizationbyMindray.

INSTALLATIONQUALIFICATIONPROTOCOL:
Thislnsta’il;niunQuaIIﬁmtionprutnculwilIbupurfonnedunthe[nsh*umentlnstzlledat.

PCR Healthcre pvt.itd
DELHI

This;;'.-rmucniwiIldeﬁnethedncumentatiomhamillheus edtoevaluatetheinstrument
docume ntedinnr:t:nrclancewithmanufacture'sspeciﬁcatlnnsandIdentiﬁer.‘.use.

Installationcheckswillbeperformedtoveri fythattheinstrumentatiunhasheeninsnlledwithpm

per connections and utilities.

Any exceptional conditions encountered during the qualification studies will be
identifiedforreview. Exceptionalcondit ionswillbeinvestigated &appropriatecourseofactionw

illbedetermined.

1Q/0Q/PQ-BS 38U

(¥ Scanned with OKEN Scanner



O\J avantor--

[NSTALLATIONQUALIFICATION
SYSTEMCERTIEICATION:

Study data has determined that the
this Installation. Qualification protocol, or exception

tation included. Exceptional conditions

system described in this document meets all
al conditions have

criteriaoutlined in
if any have been

heenidentified and documen
addressed. Thesystem is readyfor specified usage.

Protocolperformedby: BMJ_BBEEBESLNIBM

Name: Mr.AmolPatil
Title: Area Service Manager

Company:Avantor

Y

5 ﬁ-r_i[f; g

—

|

Signature:

Custnmerﬂuthnrizatinn:

PCR Healthcre pvtltd
DELHI

SENALUTE: soreessre o

1Q/0Q/PQ-BS380

—

(¥ Scanned with OKEN Scanner



\J avantor-
CERTIFICATIONOFINSTALLATION-REPORT

AnalyzerName:BS-380

SerfalNumber; BS-380 &S. No: Ws-18004021

CUSTOMERNAME&ADDRESS:

PCR Healthcre pvtitd
DELHI

Theundersignedperformercertifiesth atthelnstu||atiﬂnQuaIiﬁcatlﬂﬂPrUmCﬂ'haEbEE“S
uccessfullycompleted fortheinstrumentstated above.

AuthorizedEngineer,

Signature:

Name:Mr.AmolPatil
Designativn:Area Service
ManagerCompany:Avantor

10/00Q/PQ-BS380

(¥ Scanned with OKEN Scanner
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¢\J avantor

INSTALLATIONVERIFICATIONREPORT

This is to certify that the following checks mentioned in the
installationverificationprotocolhavebeenperformedandfoundtobesatisf

actory.
1.PRE-INSTALLATIONCHECK REMARK
A)  Cartonarrival Checked
B] Spareandaccessibility Checked&Cleared
C) Electricalinput Checked&Passed
D) AmbienttemperatureandHumidity Passed
E) Ventilation Passed
F)  Drainage NA
2.UNPACKING&INSTALLINGTHECONSOLE Passed
3.INSTALLINGTHEELECTRICALCABLES Checked&Passed ]
__4.L|NFJ‘&CI{ING&INSTALIJNGTIIEANALTI'EC&L UNIT Passed
5.SETTINGTHEANALYTICALUNIT Success
"~ 6. ALIGNMENTSVERIFICATION Success

Mr.AmolPatil MR.MANOJ KUMAR

] [
. ne
(Si uatxé\

B

10/0Q/PQ-BS380
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nstaliationQualificationNotes@Attachments:
OPERATIONALQUALIFICATION ‘

ument meets all

Study date has determined that the system described In this doc
conditions if any

criteriaoutlined in this Operational Qualification protocol. All exceptional
havebeenaddressed. The systemis readyforspecified usage.

Protocolperformedby:AVANTORREPRESENTATIVE

Name: Mr.AmolPatil
Area Service Manager

Company:AVANTOR

CustomerAuthorization:

PCR Healthcre pvt.ltd
DELHI

Authorized Engineer'ssignature Custofner'sSigfature

Date:08.11.2022 Date:08.11.2022

10/00,/PQ-BS380
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Thisistocertifythatthefollowingchecksmentionedintheoperationalverifi
cationprotocolhavebeenperformedandfoundtobesatisfactory.

1] CHECKINGTHEANALYTICALUNIT
AJSOFTWAREBOOTING&INITIALIZATION Success
B]BASICSYSTEMCHECKSRVERIFICATION Verified

2] IMPORTINGECALIBRATINGTHECHEMISTRIES Success

3] RUNNINGCONTRROLS Success

A]TRAININGTHEOPERATORS Completed

MR MANOJ KUMAR

Mr.AmolPatil Designation: ADMIN

10700/ PQ-55380
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OPERATIONALQUALIFICATIONPROCEDURES

:l'rhedﬂperatiﬂnalQuaIiﬁcatinnprutedurespe::iI’iesthemethodulugyfnﬂeinstallatinnofthesper: |
ified system after successful Installation qualification. Successful completion of !
thespecifiedprotocolsandis readyforoperationandsubsequentpe rformanceanalysis.

PR D

Systemsoftwareloading.
S}I’stEl‘nBDutingandlnitializatiﬂrl
BasicSystemChecks.

ImportingChemistries &CalibratingChemistries.
RunningControls.

GperamrﬁTrainingSchedule.

o W e

References:

1 (Jpem:fanManuaf-BSMﬂPra
2. S'er-.rr’ceMnnuai-H.‘:'z#ﬂPm

10/0Q/PQ-BS380
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YSTEMCERT X

this document meets all
tional conditions have
if any have been

btftdy‘ data has determined that the system described in
mtm:aanutlined in this Performance Qualification protocol, or excep
beenidentified and documentation included exceptional conditions,
addressed. Thesystemis readyfor specified usage.

Pratocolperformedby: Mﬂ_{_jﬂﬁﬁﬁﬂﬂmﬂ

Name:Viraj Kale

Title: Manager-
TechnicallVD-
Automation

Cr::mpany:MMNT{lR

CU.SLDITlEl'ﬁLIthm‘iEﬂtiml:

PCR Healthere pvtltd
DELHI

'galghdture
T [T Sogar Pur
aw Oelm
10046

Authorized Engineer'sSignature
Date:08.11.2U0%

Dﬂtu:ﬂﬂ.ll.}I{JEE

10/0Q/PQ-BS380
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Thisistocertifythatthefollowingchecksme ntionedintheperformanceverificationprotoco
Ihave beenperformed andfoundto besatisfactory.

B

Viraj Kale

Manager-
TechnicallVD-
Automation

MR MANOJ KUMAR

10/00/PQ-BS380
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Tests?alidated = Glucose Ure
: a

UricAcid sgp s
LT, S5G0 -€8, Creatinj
GO Albumin, Totalijipypy. Tr;?::fzfﬂh'?]%;em" Triglycerides, Total Protei
; ilirubin,A} r otein,

An '
S eyzerModeldSerialy, FalinePhosphatase Loi
—ateolValidation BS-380 &S, No: Ws-18004021

Method

o 08.11.2023

_—‘——-_-___
. Photometryat37°g

: 5 i i

Nameofl, ABORATORIES henzhen MindrayBio-Medical Electronics Co., Ltd

_Department _%@ll: Healthcre pvt.Jtd
e Laboratory

:‘.E;thi::_runpre:islunrepurtprutucub
replicates each of BIORAD chemi ;

: mistry contro2 Level 3 analyzed on BS i i
number WS-18004021 continuouslyto verifytheprecision S

Summary:
: Manulacturer's | Observed CVY%
| S.No Parameter s Yo
' : Glucose(me/dl) </=3.0% 11% |
3 Urea{mg/d]) </=4.0% 0.7%
3 Creatinine(mg,/dl) </=3.0% 0.9%
4 TotalCholesterol (mg/dl) </=3.0% 0.0%
5 Triglycerides(mg/dl) </=3.0% 0.6%
Rr8 Total Protein(g/dl) </=3.0% 0.8%
7 UricAcid(mg/dl) </=3.0% 0.3%
8 SGPT(U/L) </=3.5% | 0.9%
9 SGOT(U/L) </=3.5% 0.5%
10 Albumin(g/d) | </=3.0% u-“’:"”
s & ik TTotalBilirubin(mg/d) | </=50% ﬂ'g nﬁ“
1z | DirectBilirubin(mg/dl) 1 0% | 08%
Conclusion: srameters involving the modes, endpoint & fixed-time

| Within run precision of the p wavelengths werecompleted&tabulated.

' kineticwithvario us:iamplemlume,reagentvulume,

; : ; btained are well
< et variaton (CV %) of all the parameters o
:f:?i{;:ﬁtt}st[lﬂan ufacturers %‘u’%]un BE-SBD

LY
ReportedBy - “ :
' Name -Viraj
|KaleDesignation = Manager
TechnicalCompany -Avantol

I The Percentage coe
withintlwau;ceptabl

1Q/0Q/PQ-B5380
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Accuracy:
Equipmentname& SerlalNo B5-380 BS. No: W5-18004021 |
validatedduring 08.11.2023 |
Method Photometryatd7*C |
Manufacturer Shenzhen MindrayBlo-Medical Electronics Co., Ltd “wil :
I NameofLaboratory/Hospital PCR Healthcre pyt.itd A 2
Department Laboratary *t £

TESTSVALIDAT ED-Glu:nse*Urun,l:reatinlnn,TntaLEhnIesterui,TrigW:erldal,SEﬂT SGPT,
Albumin, Total Protein, Albumin, Total Proteln, Total Bllirubin,Direct
Bilirubin,Calcium

Accuragggratucal:

The accuracy of BS-380 &S. No: WS-18004021 been verified by analyzing Multi-3era Callbrator LOT
MNo:150121008.

5. No Parameter ValueObtained CalibratorConcentration
1 Glucose(mg/dl} 191 190
2 Urea (mg/dl} 102 102
3 Creatinine{mg/dl} 4.05 4.53
4 TC(mg/dl) 160 164
5 TGLIme/dl) 132 131
6 SGOT(U/L) 108 110 |
7 SGPT(U/L) 103 103 |
8 Calmg/d!) 11 10.57 |
g Ua(mg/dl) 5.80 5.76 |
10 Albumin(g/dl) 36 3.68 _]
11 TP(g/dl) 5.70 5.82 _'\
12 T.8ILI{mg/dl) 4.88 4.72 1
13 DBILIme/d) | 257 2.75 _[
Conclusion

W5-18004021 has been ve rified by analyzing the Multi-Sera Calibrator the results obtainedwere satisfactory

ReportedBy

, (L

[

Viraj Kale
Manager-
TechnicallvVD-
Autornation
+81-9930033581
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