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SENSA%CORE

Healthcare and Diagnostic Products

CERTIFICATION OF OPERATION

INSTRUMENT NAME ST-200Pro

SERIAL NUMBER : STP-001727

CUSTOMER NAME MKAS Health Care Pvt. Ltd.
ADDRESS ) Balasore, Odisha

ENGINEER
Signature
Name ©  MR.KIRAN DATE
Designation : NATIONAL SERVICE MANAGER
Company : SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.
QUALITY MANAGER
| - PosoBal.
Signature
Name - MR.POSIBABU V
Designation © QA/QC TEAM LEADER
Company

SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

Sensa Core Medical Instrumentation Pvt. Ltd.
Plot, No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist),

502307, T.s. INDIA,
Tel: +08455 - 223400, Www.sensacore.com A
~W.sensacore.com



SEN SH%CORE

Healthcare and Diagnostic Products

OPERATIONALQUALIFICATION OF THE INSTRUMENT:

DESCRIPTION STATUS REMARKS
POWER SUPPLY SELF CHECK PASSED
ELECTRONICS SELF CHECK PASSED
REAGENT PACK SELF CHECK PASSED
HARDWARE SELF CHECK PASSED
FLOW PATH SELF CHECK PASSED

FOR SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

Sensa Core Medical Instrumentation Pvt. Ltd.
Plot, No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S. INDIA.
Tel: +08455 - 223400, www.sensacore.com
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SENSA*CORE

Healthcare and Diagnostic Products

CERTIFICATION OF INSTALLATION

INSTRUMENT NAME : ST-200Pro

SERIAL NUMBER : STP-001727

CUSTOMER NAME MKAS Health Care Pyt Ltd.
ADDRESS : Balasore, Odisha

ENGINEER

Signature

Name : MR. KIRAN DATE

Designation 3 NATIONAL SERVICE MANAGER

Company : SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.
QUALITY MANAGER

Signature

Name : MR.POSIBABUV

Designation :  QA/QC TEAM LEADER

Company :  SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

Sensa Core Medical Instrumentation Pvt. Ltd.

Plot, No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S. INDIA.

Tel: +08455 - 223400, www.sensacore.com
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INSTALLATION REPORT
CUSTOMER NAME :  MKAS Health Care Pvt. Ltd
PLACE Balasore, Odisha.
DEPARTMENT :  Pathology Laboratory
INSTRUMENT NAME 3 ST 200Pro
SERIAL NUMBER : STP-01727
INSTALLATION DATE 30.07.2021
WARRANTY EXPIRY : 29.07.2022

THE ELECTROLYTE ANALYZER WAS INSTALLED ALONG WITH THE
NECESSARY STANDARD ACCESSORIES, ALL BASIC REQUIREMENTS AND
ADJUSTMENTS WERE CHECKED AND FOUND TO BE SATISFACTORY.THE
PRELIMINARY STANDARDIZATION OF THE ELECTROLYTE ANALYZER AND
THE TRAINING WERE PROVIDED TO THE COMPLETE SATISFACTION OF THE
CUSTOMER. THE ELECTROLYTE ANALYZER IS FOUND TO BE WORKING

SATISFACTORILY.

FOR SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

Sensa Core Medical Instrumentation Pvt: Ltd.
Plot, No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S. INDIA.
Tel: +08455 - 223400, www.sensacore.com
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ITEM DESCRIPTION STATUS
SOFTWARE VERSION (AS6.USF.M021) INSTALLED
REAGENT PACK INSTALLED
SUALITY CONTROL TESTED
M_,__—Wm
. POWER SUPPLY CHECKED.

e NO UNUSUAL NOISE PRODUCED IN THE SYSTEM.

FOR SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

- Sensa Core Medical Instrumentation Pvt. Ltd.
ot, No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S. INDIA.
Tel: +08455 - 223400, www.sensacore.com
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Healthcare and Diagnostic Products

INSTALLATION QUALIFICATION

INSTRUMENT NAME ST-200Pro
SERIAL NUMBER STP-01727
CUSTOMER NAME MKAS Health Care Pvt. Ltd.
ADDRESS s Balasore, Odisha.
INSTALLATION REQUIREMENTS FOR THE INSTR
RE U]REIWENTS ACCEPTABLE RANGE OBSERVED RANGE
Input Voltage 220+10AC 217+5V AC
Line Frequency 50/60 HZ S50HZ
10-35 degree 24 degree

Ambient Temperature

FOR SE

Plot, No: 3, Export Promo

NSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

Sensa Core Medical Instrumentation Pvt. Ltd.
tion Industrial Park, Pashamylaram, Medak
Tel: +08455 - 223400, www.sensacore.com

(Dist), 502307, T.S. INDIA.
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ST-200Pro
Electrolyte Analyzer

PERFORMANCE QUALIFICATON

FOR

MKAS HEALTH CARE SERVICE
Sunjay Heights,
Proof Road,
Balasore, Odisha

BY
SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

g s Sensa que Medical Instrumentation Pvt. Ltd.
» No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S, INDIA.
Tel: +08455 - 223400, www.sensacore.com
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Healthcare and Diagnostic Products

PERFORMANCE ANALYSIS
. gformencs af the system has been verified by the following process.

The p

of the control Level 1 & Level 2 & Level 3 have been run and the statistical

Ten replicates data is performed. The results should be within control range with following

analysis of the
precision limits.

UN])ERSIGNED PERFORMERS CERTIFY THAT THE PERFORMANCE
%C ATION PROTOCOL HAS BEEN SUCCESSFULLY COMPLETED
QU iE INSTRUMENT STATED ABOVE.

A separate annexure has been attached along with this document
ENGINEER
Signature
Name MR. KIRAN DATE
Designation : NATIONAL SERVICE MANAGER
Company : SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.
UALITY MANAGER
\J >~ ,(Pc‘}"grt‘ %e.[’ec.(
Signature
Name :  MR.POSIBABUV
Designation : QA/QC TEAM LEADER
Company . SENSACORE MEDICAL INSTRUMENTATION Pvt. Ltd.

ok Fiacra Sensa Core Medical Instrumentation Pvt. Ltd.
» No: 3, Export Promotion Industrial Park, Pashamylaram, Medak (Dist), 502307, T.S. INDIA.
Tel: +08455 - 223400, www.sensacore.com




M.. 9439454650
o 3?&0 Core Medical Instrumentation Pvi. Lid.

®
Export Promotion Industriol Park, Pash i
Hyder , amylaram, Sangareddy (District) - 502307,
0bad, Telangana, INDIA. Telephone : +08455 - 223400 www.sensacore.com

$iark—Saniay-Heights——
Proof Roat, Balasore-756003, Odhisha

S 4 r.:.'f
s‘
3.
‘i
F02/SC/FQC/SOP/001-00 Q:.‘_
/ ALLATION PLACE: N
NAMI\s\&MKHS HEBLTHCARE , APOLLO CLINIC |, pis
[ marck< . St Heo'9AHA DR maketh nuudl
e filag] s ol etonr lodvha - 706 003 ool G
pot KD STE TS o) bens |
/ >
ST — 220 prro _ )
m: ......................................................................... S.No.: QTP .......... 72 K 4"
METERS : y
PAR:J — Na 2702 /50| rotassium ®): K2103 L1 .. s
of s W
SZLoRIDE (CI) : o V= L AR 1107 1y (e v
C ~ ) )
{ONIZED CALCIUM (C2"): 2022409 L ) OpH : oo (0,0 XS :':'
BUBBLE DETECTOR : (/S S RD2) 0300 REFERENCE : ........ [ 22 3"’(?49’{0_3593 Jg_
___—— N
T I —T LTS T ¥
WARRANTY ENDS ON : covcrcrn £Qi A Tty =262 .. !
COMMENTS IFANY : | S T =240 Preo vf)na/('y‘ur( in;émr% g\cce&s;ﬂ.«w%/ o,
: < G oer) 9] / 9
\ Chine Wavie UPS % Vi |
A;:)IL% a1 Par aneetfert 9 /Le/Za’VU A /\/\é—*‘v’;?:;V)"7 s
e - ™
I )
INSTALLED BY / &‘Z insTALLED M) K AS Heed i o>~ ::-
cony K asiasnfoes...18E ?3‘--2) wt ) Bt LAROI B ... |
NAME OF THE ae 28O Man o
DISTRIBUTOR: ...{-...pg gy % ........... ol e
SIGNATURE: 4/(:@ ........................... o
9’-
DATE: ....... 30*07*"?*03/1 ........ "
SEAL: SEAL:  MKAS HEALTHCARE SERVICESPVT.ITD. || es
= Thatond Blark Ganiay-Hoi 93

o
)
- - s G 1



DESCRIPTION \
STATUS \
/ms,@gl"—"“f |~ | RE“{QE\KS

N O

Short Su |y of accessories

Check the voltage and earthing at the
supply point.

Check the internal parts of the system
loose connections

| roranylomse S

Check the input Voltage

Install printer paper with its Axel

|

gwitch ON the system

| SR

__——___——-___-——-____

8 Check the Date & Time \
/
9 Check any leakage i present \ Y
| \/
librati T \
1/0‘ Run a calibrationl & Test '\f%
it | Makea copy of the documents enclosed o
with Analyzer
|-
12 Get a signature of acce
accessories
==
{3 | Submit Installation report & warranty Card

Signaturé? ~ A
Date:

Signature:

----------------

30/ 0] 295]

MKAS HEALTHCARE SERVICES PVT. \10.
The Land Mark, Sanjay Heights

Proof Road, Balaseie-7
M. 9439

5003, Ddhisha
0454650
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{ Name : ST 200 Pro Na/K/ACa/Li/pll/Cl Electrolvte Analvzer

lnslrumcu
Date of Testing 24/03/2021
Cinberd ,.m-.znzuunum7 “Na" Electrode : Na2103B01
",,lru'“""' I 007 "K" Electrode @ K2103F17
goftware Version Asws.USE! R
aiiih “iCa" Electrode : LC & ﬂ_’ 0"1 L ) O |
fested Reagent Lot
pubble Detector s UssBD2103002 e
— Rer Sch2103B43 “pH" Electrode :
"Re!
"CI" Electrode : NSO, c 1 9_4 0 17 C 13
: NmIBER: UABG4V1103158
:alibralian Slope - [j" K+ iCa Li pH Cl-
/Ksﬁ 68.73 69.90 36.46 73.12 73.91 57.04
| d—] 68.59 68.78 36.25 72.79 73.86 57.04
e 68.42 68.49 36.25 72.65 73.63 57.10
| — 68.58 69.06 36.32 72.85 73.80 57.06
| M e 0 mV/decade | 35 - 100 mV/decade 15 - 50 mV/decade | 30 -100 mV/decade | 30 -100 mV/decade | 30 - 100 mV/decade
!;a:n: OK OK OK OK OK OK
oual—r_rf Cont'rol m: Lot:US.C+2 103A-L1 — — = = Exp:Jan 202(3: .
= 121.40 2.16 1.97 0.50 7.02 78.98
; 122.02 217 1.95 0.51 7.01 79.78
3 121.35 212 1.95 0.52 7.01 80.01
i 121.59 2.15 1.96 0.51 7.01 79.59
9 Ranges 110 - 128 mmol/L 1.47 - 2.47 mmol/L 1.34-2.34 mmol/L 0.17-0.87 mmol/L 6.98-7.08 72 - 90 mmol/L
Status OK oK OK oK oK oK
Quality Control (II) : Lot:UQC2102A-L2 Exp: Jan 2022
S.No Na+ K+ iCa Li pH cl-
1 140.95 4.14 1.24 1.68 7.24 100.21
2 141.21 4,08 1.24 1.67 7.23 101.32
3 14032 4.16 1.23 1.71 7.23 101.25
Mean 140.83 4.13 1.24 1.69 7.23 100.93
Ranges 133 - 147 mmol/L 3.45 -4.45 mmol/L 0.71 -1.71 mmol/L 1.10-1.85 mmol/L 7.16-7.26 93 - 107 mmol/L
Status oK oK oK oK oK s
t@%ﬂu) ¢ Lot:UQC2103A-L3 Exp: Jan 2022
= hig K+ iCa Li pH C-
— 162,01 6.17 0.74 2.35 7.44 121.74
'\“j\ :::':; 6.17 0.75 237 7.43 121.82
IT“S 6.17 0.75 2.37 7.44 12-25
i g 6.17 0.75 2.36 7.44 121,
S 5.51-6.51 mmol/L 0.22-1.22mmol/L. | 1.74-2.74 mmol/L 7.35-1.45 112 - 130 mmol/L
] o oK oK OK oK OK




_“.;nﬂ‘ ) — —’“‘_\a: _i: = i('fnm” “-l:_ ph Cl- |
S S e =
2 e ——— — N S
Ly L — — — —
/,\:;”—— ——— e — = —
Q___———/ — —=
\/snaw._———-—
| Level (1) Lot: 26471 Exp: Feb 2023
Wj‘” K+ iCa Li pH Cl-
/——-——— 147.42 4.07 0.83 0.79 e 97.52
/'-"“" 14863 4.02 0.81 0.78 —— 9632
/3"""‘"— 147.05 4.06 0.82 0.68 SRS 96.21
/3-————- 147.70 4.05 0.82 0.75 T 96.68
/ﬁgn;"f 133 - 153 mmol/L 3.65 - 4.26 mmol/L 0.75- 1.12mmoV/L | 0.37 - 0.87 mmol/L 90- 106 mmol/L
ang!
/—Et—r OK oK oK oK OK
-
S0RAD Level (1) : : Lot: 26472 . Exp: Feb 2023
/’—S.-I\Tﬂ‘-— Na+ K+ iCa Li pH Cl-
/—"l"f 131.24 6.21 111 1.68 87.32
. 131.25 6.15 1.13 1.65 === _ 86.24
: 130.26 6.18 112 1.64 —s 85.41
Py 130.92 6.18 1.12 1.66 86.32
R 118 - 135 mmol/L 5.54 - 6.41 mmol/L. 0.90 - 1.32 mmol/L 1.30 -2.55 mmol/L —_— 78 - 94 mmol/L
| L_'_Sﬁ“s OK OK OK OK —_— OK
Urine Quality Control (I) : Lot:UQC2103A-UL-1 Exp: Jan 2023
r-— S.No Na+ K+ iCa Li pH Cl-
; 362.98 69.35 e 369.12
2 359.98 69.64 e 366.87
3 361.87 69.49 s e —_— 368.92
Mean 361.61 69.49 ——— —_— —_—— 368.30
Ranges 280 — 450 mmol/d 55 -85 mmol/d —————— T 300-450 mmol/d
Status OK OK = OK
1
Urine Quality Control (II) : Lot:UQC2103A-UL-2 Exp: Jan2023
S.No Na+ K+ iCa Li pH Cl-
1 675.32 388.13 — —— g 824.03
; 2 675.36 393.45 R —— e — 824.87
- 3 675.78 393.05 S 823.51
%—R“:j"\ 675.49 391.54 I PR I 824.14
\Sm_::!\ 580 -750 mmol/d 280 - 550 mmol/d e . ———— 700 - 900 mmol/d
[ oK oK —_— Sy — oK

:iCa/pH/L/Cl
t/Clresuttsare the results tested by internal QC Electrodes,

ested By

'Rlyzw wed By: ao Approved By:
‘ [03/202.\ @”ﬂﬁ é\ﬁ—(&—)
- 2 0

Qm[nz a’“hba') 2031
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Hloal reandd Diagnoste Produaers
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FO3-R0 1/SC/QA/SOP/04
CERTIFICATE OF ANALYSIS

ST-200 Pre
ELECTROLYTE
. ANALYZER
: DUCT:
l‘ STP-1727
B NUMBER:
ASWS5.USF.M007
" " AND "SETUP" MENU: PASSED \I
$CK OF SETTING IN "SYSTEM
| PASSED \/
JIBRATION DATA TEST:
J PASSED v
SUREMENT PROCESS TEST:
P
FRNAL PRINTER TEST: ASSED 2
RIAL, COMMUNICATION TEST: PASSED N}
€K OF SN CONFORMITY IN LABEL, PACKAGE AND PRINTOUT CE PASSED J
D:
RANCE CHECK OF INSTRUMENT AND ACCESSORIES: PASSED v
£ ISTON OF PACKAGE CONTENT TO PACKING CHECKLIST. PASSED N
f}vitb the serial number fndicated above has been checked and released for sale by Sensacore Medical Instrumentation Pvt
gerecified values of the "internal check" (see user manual) are within the acceptable confidence range and the unit is able to
¢ orrectly under the conditions described in the user manual.
124.03.2021 7
' Department Incharges




