SENSA“ZCORE

Plot No.3. EPIP Zone. Pastiamylaram. Sanga Reddy Pistrict - 302367,

WA SCHSACHIe.COM

Instrument Name : ST 200 CL Plus Na/K/iCa/Li/pH/C1 Electrolvte Analyzer

Performance Certificate

FO1-ROUSCFQCSOPO0]

Pate of Testing 01-02-2022
instrument Number : ST-2022029470 "Na" Electrode : Na2112E40
Software Version : Z4SWASUSF.MO24 "K" Electrode : K2112G20
Tested Reagent Lot 2 21113 "iC’a" Electrode : e —
Bubhle Detector : US3BD2112157 "Li" Electrode :
"Ref" Electrode : RESch2112B01 "pH" Electrode : - —
"C1" Electrode : - s
MB NUMBER: UMB13V2201267
Calibration Slope :
S.No Na+ K+ iCa Li pH Cl-
I 69.37 70.14 36.24 61.25 72.50 57.37
2 69.19 70.70 36.95 60.35 73.28 57.25
1 £69.19 70.74 36.24 65.20 72.51 57.08
Mean 69.25 70.53 36.48 £2.27 7276 57.23
Ranges 35 - 100 mVidecade 33 - 100 mV/decade 15 - 50 mV/decade 30/ -100 mV/decade | 30 -100 mV/decade | 30 - 100 m Videcade
Slatus OK OK Ok OK oK OK
Quality Control (1) © LotUQC21128-L1 Exp: Nov 2023
S.No Na+ K+ iCa Li pH Cl-
| 121.90 2.03 191 0.50 7.01 78.30
2 12030 2.04 191 051 6.99 81.90
7 120.20 3.96 1.96 0.52 6.99 81.90
Mean 120.80 2.68 193 0.51 7.00 80.70
Ranges 110 - 128 mmol/L 1 54 -2 54 mmol/L 1.42-2.42 mmol/L 0.08-0.78 mmol/L. £.95-7 05 70 - 88 mmol/L
Status OK UK [ OK Ok OR
Quality Control (I1) © Lot UQC21128-L.2 Exp: Noy 2023
Ma+ K+ iCa 1 pll Cl-
1 139.30 3.96 1.21 1.67 7.22 100.70
2 139.30 3.99 1.21 1.66 7.22 101.10
3 139.30 393 121 1.66 122 101.40
Mean 132.30 3.96 1.21 1.66 7.22 101.07
Ranges 133 - 147 mmaol/1. 345 -4.45 mmel/L 0.69 -1.69 mmaol/l. 1.26-1 .96 mmol/L. 7.18-728 93 - 107 mmel/L
Status OK OK K OK OK OK
Quality Contral (111) Lot UQC2112B-L3 Exp: Nov 2023
S.No Na+ K+ iCa Li pH Ck
i 161.70 6.26 071 2.38 7.40 121.30
) 161.10 6.16 0.72 234 7.40 121.30
E 161.30 6.12 0.71 2.30 7.40 121.40
G foant 161.37 £.18 0.71 2.34 7.40 12133
Wkiies 153 -171 mmoll 558 - 658 nunol’L (.19 1.19 pumol/LL 1 7% -2 48 mmol/L. 7 36-7.46 112 - 130 mmul L
Stanis OK OK Ok OK OK OK
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BIO RAD Level (I} : Lot: 26491 Exp: Nov 2023
S.No Na+ Ki iCa Li pH Ci-
] 150.80 4.01 D.84 0.70 94.20
2 151.10 3.95 0.84 0.71 95.70
3 151.30 3.98 0.84 0.70 o 95.20
Mean 151.07 3.98 0.84 0.70 95.03
Ranees 133 - 153 mmol/L 365 -4.26 mmol/l. 0.7%- 112 mmol/L 037 -0.87 mmol/L et 90- 106 mmol/l.
Status OK OK OK OK B Ok
BIO RAD Level (IT) . : Lot: 26492 Exp: Nov 2023
S.No Na+ K+ iCa Li pH CL
1 133.20 5.82 1.30 162 84.90
2 132.90 581 1.30 1.62 —— 83.40
3 132.60 5.82 1.32 1.61 83.60
Mean 132.90 5.82 131 162 e 83.97
Ranges 118 - 135 munob/ L 5.54 - 6.41 mmol/L 0.96 - 1.40 mmol/L 1.3 - 2.55 mmol/L. 76 - 94 mmol/’L
Status OK OK OK OK OK
Urine Quality Conwrol (1) : Lot:UQC2112B-UL-1 Exp: Nov 2023
S.No Na+ K+ iCa Li pH Cl
| 370.25 66.44 e e e 365.20
2 370.80 65.55 e - —— 367.8E0
] 363.52 66.54 365.30
Méan 368.19 66.18 ———— 366.10
Ranges 280 — 450 mmol/1. 55 -85 mmaoll m———— 300-430 mmol’L
Status OK OK O R OK
Urine Quality Control (1) : Lot UQC 2112B-UL-2 M Exp: Nov 2023
S.No Na+ K+ iCa Li pH Cl-
1 682.58 353.35 —_— —————— 833.70 ,
3 684.35 353.42 e ————— — 830.00
3 686.38 350.29 | e s e 832.60
Mean 684.44 352.35 —_— ——— 832.10
= 580 -750 mmol/L 280 - 530 mmol/L S e ——— 700 - 900 mmol/L
Status OK OK B - e OK
NOTE: (Ca/tifpH/Cl results are the results tested by internal OC Electrodes.
Tested By Reviewed By:
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SENSA *CORE

jealtheare and Diagnostic Products

FO3-RO/SC/QA/SOP/OU4

CERTIFICATE OF ANALYSIS

PRODUCT:

ST 200 CL Plus
ELECTROLYTE
ANALYZER

SERIAL NUMBER:

ST-2022029470

SOFTWARE VERSION:

24SW5.5USF.M024

CHECK OF SETTING IN "SYSTEM" AND "SETUP' MENU:

CHI PASSED v
CALIBRATION DATA TEST: PASSED Y
MEASUREMENT PROCESS TEST: PASSED v
INTERNAL PRINTER TEST: PASSED ¥
SERIAL COMMUNICATION TEST: ) PASSED v
EHEck OF SN CONFORMITY IN LABEL, PACKAGE AND PRINTOUT CE PASSED J
0GO:
APPEARANCE CHECK OF INSTRUMENT AND ACCESSORIES: PASSED v
COMPARISION OF PACKAGE CONTENT TO PACKING CHECKLIST: PASSED \

Date :01.02.2022

Department Incharge

This unit with the serial number indicated above has been checked and released for sale by Sensacore Medical Instrumentation Pvt
ltd. The specified values of the "internal check” (see user manual) are within the acceptable confidence range and the unit is able to
function correctly under the conditions described in the user manual.




Cl- Electrode Test Report

(Certificate Of Analysis)

Product Name

: Chloride Electrode

Date: 20/12/2021

Product Lot : Cl2111C67
Reagent Pack Lot : R21105
Senss Slope Quality antrol-l Quality Control-2 Quality Control-3
Lot :UQC2111A Lot :UQC2111A Lot :UQC2111A
1 59.22 83.7 98.5 121.0
2 58.77 83.7 98.4 121.0
3 59.25 83.2 98.7 121.1
Mean 59.08 82.5 98.5 121.0
Range 30-100 72-90 94-108 112-130
Units mv mmol/L mmol/L mmol/L
_ Urine Control-1 | Urine Control-2 BioRad-1 BioRad-2
Lot :UQC2110A Lot :UQC2i10A Lot:26471 Lot:26492
1 361.45 825.63 96.2 84.1
2 362.05 82523 96.5 84.1
3 362.08 825.24 96.2 84.0
Mean 361.86 825.37 96.3 84.1
Range 300-450 700-900 90.2-106 76-89.3
Units mmel/L mmol/L mmol/L mmol/L

Product Specification : Quantitative Estimation In Human Blood, Serum & Urine Using lon Selective

Method.

Status

PASSED

Reviewed & Approved by

Dept Incharge
Sign&Date:

FO1-R0O1/SC/QA/SOP/004
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INSTALLATION REPORT

FO2/SCIFQCISOP/001-00

NAME & ADDRESS OF THE INSTALLATION PLACE:

IDc L™Bo X-RAL
opp P 1Bdely et  ClubkohwU Roee.
renorvdt hovedls.  Ph Guss 65¥<7)
W‘:")O\VUXM Y 6’;0 645

NAME OF THE ANALYZER : SG?-OGCLPMJCQ&MM No.: .S1.G43<. (5D

PARAMETERS :
SODIUM (Na) : Na. 241 2. EAD....... POTASSIUM (K): 3L WA, B SEE—
CHLORIE (€l : LA LA L. (67 F. ... LITHIUM (L) R e

{ONIZED CALCIUM (iCa )@ ool 1) 5 RN e PRSI HOO, L oirimissssassasmpmpesserssss
RUBBLE DETECTOR : A3SSTP.2))2.1S72. REFERENCE : Rést h.ozlzdol.....

DRI ON Y0 OB TR s S
WARRANTYENDS ON 1870 2. B T 22 ST - e e

COMMENTS IF ANY :

INSTALLED BY INSTALLED

(NAME): V’ eha «’:okrf\“"’"f’fakd AT:

NAME OF THE B i)
ISTRIBUTOR: .. e P Iz SIGNATURE: oo

b; G/ ~7 ‘,_-,1/" CZ/L7
SIGNATURE: T s

SEAL:

sensa Core Medical Instrumentation Pvt. Lid. {Jﬂ |
SENSA *CORE

d Biot Ny 3. Export Promuotion indusitic! Pork, Posharmylaram, Sangareddy (Digtric?) - 50237,
Hyclarabod, Telongona, INDIA Teloohore  +08455 - 223400  www teniOCoNe.Com
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