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HORIBA

HORIBA India Private Limited

246, Okhla Industrial Estate, Phaase-ll,
New Delhi 110020, India

Tel : +91(11) 4646 5000/ 4669 5001
Fax @ 491 (11) 4646 5020/ 4669 5010
http @ //www.horiba.com

Ref. No.: HIN/MED/2022-23/112319 Date: December 22, 2022.

CALIBRATION CERTIFICATE

This is to certify that the Hematology analyzer Model YUMIZEN H 500

bearing S.No. 904YOXH02319 and installed at Tenet Diagnostic, VIP Road,
Visakhapatnam. Was calibrated on 22.12.2022.

The CV of repeatability check, Calibration and Control values were all

found in range. Done the Calibration by using the ABX MINOCAL Calibrator
Lot No: CX477 Exp. Date —2023/01/05.

Calibration done and the instrument are working satisfactorily. Next

Calibration Due On: December 21, 2023.

For HORIBA MEDICAL,
HORIBA INDIA PVT. LIMITED.

Explore the future _ Avlomotive Test Systerns | Process & Environmentai | Medical | Semiconducior Scisntitio
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General Instructions:

* HORIBA India Pvt. Ltd. is responsible for installation of YUMIZEN H500; fully 6 part
Automated Hematology Analyzer, at TENET DIAGNOSTIC, Visakhapatnam. As per the
attached protocol,

e Anauthorized HORIBA India Pvt, Lid., representative will physically check the system and
proceed for the installation,

* This installation protocol will be followed as specified by the manufacturer.

* Installation checks will also be performed to verify that the instrument has been installed
with proper connections and utilities,

* Anauthorized HORIBA India Pvt, Ltd. representative will also perform the precision check
on the system to check il it is as per the claim of the manufacturer.

e The results obtained for Calibration, QC & Precision checks will be verified by the qualified
trained employee of

e TENET DIAGNOSTIC, VISAKHAPATNAM. , along with an authorized HORIBA India
Pvt. Ltd., representative.

e On completion of the Installation all the necessary documents of the System checks will be
used to evaluate the instrument installation in accordance with the manufacturer's protocol
and intended use.

e An authorized HORIBA India Pvt. Ltd., representative will verify the documents of the
system checks and approve the same.

e Successful completion of this protocol will verify that this instrument has been installed in
accordance with the intended usage.

Report Sign Off

Prepared by: HORIBA Medical - HORIBA India Pvt. Ltd.
Name: A S RUDRAM NAIDU

Title:Executive Sign: A g@ r \] Date: 01-10-2019.
C

Service Manager

Approved by: TENET DIAGNOSTIC, VISAKHAPATNAM.
S K . Phogy Knidha
Title: Sign: Date: 01-10-2019.
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YUMIZEN H500
(Serial no: 904YOXH02319)
Fully Automated Hematology Analyzer

Installation Qualification

For

TENET DIAGNOSTIC,
VISAKHAPATNAM.

#246, Okhla Industrial Estate, Phase Ill, New Delhi 110020, India, Tel: 011 4646 i
5000.
Visit us: http://www.horiba.com/in/
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A. Installation Qualification

HORIBA Indin Privit

1. Installation Requirement :
SfElmeT T - Compliance
No. I)«su;lplimrlﬁ ok g ) _ (Yes/No)
Environmental conditions: Indoor Location not exposed to sunlight,
1. | water and vibration free platform. Temperature of 16°C to 34°C and yes
maximum relative humidity of 80%. L - | |
) Physical Space Requirement: 36(W) x 36(D) x 53(H) ¢cm with at least 20 vés
" | em space at the back of the instrument from the wall. Jeid i
3 Electrical Requirements: Power supply - 100Vac- 240 Vac +/- 10%. =
" | Power consumption — Maximum 150VA with earth less than 3 V. y
l
4. | UPS connection available. yes
2. The instrument has been checked for the following:
Sr. . | Provided
No. Verification l (Yes/No)
1 Instrument is identified
; i es
Instrument Serial No. : 904YOXH02319 A
) Manufacturer's specifications: Technical and Physical "
" | Requirement y
Accessories / consumables are listed as per checklist
33 3 yes
( Provided along) i
4. | System checked for any External / physical damage. yes
S. | Instrument User Manual (Soft Copy) yes
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3. Equipment Description :

YUMIZEN H500, Fully Automated Hematology Analyzer

Instrument Identification Verified |

- . - Yes/No |
Equipment Type : Hematology Analyzer Yes

Model : YUMIZEN H500 | Yes i

Manufacturer : HORIBA Medical, France Yes ’
Marketed By :HORIBA Medical - HORIBA India Pvt. Ltd. | Yes
Equipment # : One [ Yes
Serial Number : 904YOXH02319 Yes
Dimensions : 36(W) x 36(D) x 53(H) Yes

Power Supply: 100Vac to 240Vac (+/-10%)

50Hz to 60Hz yes

Power Consumption: 150 VA |

4. Accessories/Consumables :

The accessories were supplied with the instrument as per the check list. Check &verified in
case they are found to be in order.

5. Preventive Maintenance :
The routine preventive maintenance of the system will be carried out by an authorized

HORIBA India Pvt. Ltd., engineer at a specified time interval as recommended by the
manufacturer.

6. Spare Parts :

HORIBA India Pvt. Ltd strongly recommends the end user to maintain a basic consumable
parts onsite to minimize down time due to minor failures. Spare parts as provided in the
installation kit.
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B. Installation Procedure:

—

. Putting the system at the predefined and pre inspected location (Having suitable
Working Conditions).

2. Removal of the internal packing material of the system.

3. Place the Instrument on the bench top (Vibration free).

4. Connect the Power cord to the Yumizen H500.

6. Turn on the inbuilt Printer.

7. All the operating software has been loaded in to Yumizen H500.

8. Now from back side of the instrument turn the power switch ON. Yumizen H500 goes
through its power up and self-test sequence.

9. The Yumizen H500 login menu is displayed after the Startup cycle is completed. Enter
the credentials.
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C. INSTALLATION CERTIFICATE:

Instrument Name : YUMIZEN H500

Serial Number :904YOXHO02319
Customer Details : TENET DIAGNOSTIC,
With complete address VISAKHAPATNAM.
Installation Date : 01-10-2019.

(RR) expires on : (RR).

Prepared by: HORIBA Medical - HORIBA India Pvt. Ltd.
Name: A S RUDRAM NAIDU

Title: Executive Sign: Date: 01-10-2019.
NS 2 Nosaly.

Service Manager

Approved by: TENET DIAGNOSTIC, Visakhapatnam.
Name: IC. Phan) Ko gmg. 11 N
Title: Sign: Date: 01-10-2019.

N\

° Je /
Deviation: (= Rrgpery | <
\“ £ Gl

VS N0
{ // \\‘ ‘C‘\
i <||
/
»

Conclusion: Instrument has been qualified for Installation. Hence it has been taken for Operational
Qualification.
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A. Operational Qualification
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1. Instrument ldentification:

Instrument Name YUMIZEN H500

Serial Number 04YOXH02319

2. Following is the list of actions performed and verified for running the system

routinely.

Sr. | Test Name | Test Purpose Method Observation
No. |
l. | SYSTEM TO CHECK THE | Switch on the main, switch on the Ok
SWITCH ON ERROR FREE system. Login into Yumizen
POWER UP. Application software. Startup cycle
is performed .Login in as User and
check for the Screen Errors. !
_?
2. | STARTUP TO CHECK THE Run a startup cycle from the main Ok
CYCLE BACK GROUND | menu; check if the background is in
IS OK. the acceptable range.
3. PRINTER TO CHECK Initiate a self-test of printer or run a Ok
TEST STATUS OF THE | sample to check the print.
PRINTER.
4. | REAGENT TO CHECK Manually check in the reagent Ok
STATUS ADEQUATE bottles or else change the reagent
REAGENT IS from the Status Menu.
AVAILABLE FOR
ANALYSIS
5. | SAMPLE TO CHECK 1. To run Stat/ Manual sample, ok
ANALYSIS PROPER press on sample identification and
FUNCTIONING enter the sample ID and press on
OF SAMPLE validate.
ANALYSIS
6. | ARCHIVE TO RECOVER Press on Results History icon and ok
AND THE SAMPLE view the current results. To view
CURRENT RESULT FROM archived reports, Select Archive
REPORTS ARCHIVE AND results and select the date of the
CURRENT reports and view the report.
REPORTS
7. | QUALITY TO RECOVER Press on QC Icon from the Main ok
CONTROL QUALITY Menu and select the Lot No. To
DATA CONTROL DATA | view on QC Runs, Click on Dates .
AND LJ GRAPH
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FLAGS AND IO CHECK THE Run sample to verify alarms and | ok
/.( \LARMS PROPER FLAGS | flaps

AND ALARMS }
/f FOR SAMPLES l

B. Operational Training Record

Operator Training: The users responsible for the operation of this instrument will be trained lm.
the proper usage of the system. Training will focus on the basic operation and maintenance ol 1I'u
system. The training of the operators will be documented and the training records will be filled as
indicated below:

C. Operator Maintenance Protocol

Maintenance and Troubleshooting: Perform Concentratipn Cleanépg as advised by the HORIBA
Medical Representative .Run a Shutdown cycle before switching off the analyzer.
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D. OPERATIONAL CERTIFICATE:

Instrument Name
Serial Number

Customer Details

: YUMIZEN H500.

:904YOXHO02319

: TENET DIAGNOSTIC,

with complete address VISAKHAPATNAM.

Installation Date

: 01-10-2019.

HORIBA India Privite

(RR) expires on : (RR).

Prepared by: HORIBA Medical - HORIBA India Pvt. Ltd. =
Name: A S RUDRAM NAIDU

Title:

Service Manager

SR SnE ¢ Noclut.

Date: 01-10-2019.

Approved by: TENET DIAGNOSTIC, Visakhapatnam.

Name: I<. Phany K@—‘,)ﬂﬁr\q

Title: Sign: Date: 01-10-2019. ‘
Deviation:

Conclusion: Instrument has been qualified for Operational. Hence it has been taken for
Performance Qualification.
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YUMIZEN H500

(Serial no: 904YOXH02319)
Fully Automated Hematology Analyzer

Performance Qualification

For
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VISAKHAPATNAM.
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5000.
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A. Performance Qualification

A. Instrument Identification:

Instrument Name YUMIZEN H500

Serial Number 904YOXHO02319

B. Following is the list of test to be performed and verified

= Blank Reference cvele: To verify the Startup Cycle of the instrument.

Serial No: 904YOXH02319

Parameters Acceptable Range Observed Value }|
WBC 10"/mm’ <0.3 x10" mm’ 0.13
RBC 10%/mm’ <0.02x 10%/mm’ 0.00 ‘4’
HGB g/dL <0.3 g/dl 0.0
PLT 10°/mm’ < 10x10*/mm’ 1 ‘

AsR. No~dy K. Phowd Koths

Conducted By: Verified By:




Rl HORIBA India Private

= Control Runs: The quality of the analyzer is checked by running three fevels ol ( ontrols &

getting the values in the range as per the kit insert.

Serial No: 904YOXH02319

Conducted By: Verified By:

S e ! ; eplicates & getting
» Precision Study: Precision is checked by running blood sample in 10 replicates & getling

CV% in within acceptance.

Serial No: 904YOXH02319

Parameters CV % Acceptance | CV % Observed Comments
| A
RBC 10°mm’ <2.0 1.66 ‘ Puiiﬂj, 7
HGB g/dL <15 0.41 L
HCT % <2.0 1.63 Passed |
PLT 10*/mm’ <5.0 2.05 B Passed
WBC 10¥/mm’ <25 1.51 Passed 5

s Neudy K Chos ¥oiag

Conducted By: Verified By:
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= Carcyover S : Carry over | ,
. or lu(!\. Carry over is checked by running quality controls (Low & high) in 5
replicates & getting CV% in within aceeptance,

= Carry Over %= (L1-L3)*100/ (H3-13).

Serial No: 904YOXH02319

i PLT |
HCT % | I()"/nlm‘
— — =
0.6 | 0.2

f — |

WBC RBC
Paramet B g/dL
it 10*/mm’ 10%mm’ HGB g/dt
Carry Over
(%) 0.5 0.9 0
Manufacturer
acceptable <1% <1% <1%
CV%
Status Passed Passed Passed
As. R, powd
Conducted By:

Y prov e

Verified By:
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B. PERFORMANCE CERTIFICATE:

Instrument Name s YUMIZEN H500

Serial Number : 904YOXH02319.

Customer Details : TENET DIAGNOSTIC

With complete address VISAKHAPATNAM.,

Installation Date : 01-10-2019.

(RR) expires on : (RR).

Prepared by: HORIBA Medical - HORIBA India Pvt. Ltd. 2 |
e e |

Name: A S RUDRAM NAIDU

Title: Executive Sign: Ar>~ (. NO»QL‘-/

Service Manager

——
Approved by: TENET DIAGNOSTIC, Visakhapatnam. j

Name: ¥  Prat Ko, 2

Title: Sign: Date: 01-10-2019. \

. plees oO4 .

Deviation:

Conclusion: Instrument has been qualified for Performance.
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Explore the future

Notification No

Work Order No

\/

HORIBA CARE
rai rewe s 1800-103-4470

«
SERVICE REPORT CUSTOMER COPY HIN-M02- 2044713
CUSTOMER DETAILS INSTRUMENT DETAILS SERVICE STATUS
NAMEY e ) B v MODEL: — Gyuwad Zen VISITING PURPOSE
DUACANLAE b EQUIP. SL. Nd P : ) (] repair [[] pATA ERROR
e Vo J
— < "1 ] INSTALLATION [[] MAINTENANCE
ADDRESS: RERSION -2 .2 DL [JupcrADE  [[] CUSTOMER TRAINING
NOTIFICATION No. [[] courtesy visit [[] beMo
VISWS CALL DETAILS DATE TIME | [Jorhers
COMPLAINT RECD. ‘ CUSTOMER STATUS
PINCODE <=zunan! ! L 208 MR [ wARRANTY
START Wi floes O amc O cme
CITY L0 J — [J oemo [[] Free service
— COMPLETED AV
STATEC AR 1 lve b dl) {2 {9y G:2npf [igieessis [loners
S ~ TRAVEL TIME (Eng. 1) HOURS
TEL.NO.: L
CONTACT PERSON : TRAVEL TIME (Eng. 2) HOURS WORKS CARRIED OUT AT
A e DAILY WORKLOAD & o [OSTECJSERVICE CENTRE
PROBLEM REPORTED : ¢ ehraa e reVa (o .
OBSERVATIONS : 7% ~tfe el Tl By
A N s 2 I 2tk —+f S P . 5% r
ACTION TAKEN GO AT |l . A —~ () {
DR e Checlb a 12, /o s e L~
) oda L~ o | 4\‘1‘ //.-.E.\[, 'T“.' [ {
75— ﬂ/rl T edts /l I,\,~L/ e o VA

DFOLLOWING PARTS HAVE BEEN REPLACED [ FOLLOWING PARTS NEED TO BE REPLACED PLEASE APPROVE

PART CODE. DESCRIPTION (Replaced) QTY. COST TAX TOTAL
S-E(r\\?:\flé\ 24, 2 Ha inden gL ’uf- { [e ¢
\m J»».‘l\, | RE6M H\( f\{:/ DWEL L'\',S‘Ll')'(l[h [/Zdld‘w :
_\‘ (7 2
/ ’A\)J o~ \r 4(@;/ /o \rfv\l"-(.l.\ \\g- ]\\
PART CODE. DESCRIPTION (Trouble Shooting) QTY] TOTALRS.
A o P 1)~ x|l Ji7]) *Replaced for Trouble Shooting
( ln C \( Tz v~ :.0\ RANSIA B O X J1 Need to be retumed after Trouble Shooting.

FOLLOW-UP ACTION (Spare need to replaced, if any)

OJ WE HEREBY APPROVE Rs

00 COMMENTS (IF ANY)

ENGINEER'S NAME-1: ENGINEER'S NAME-2: o 8
| —— p [ A (__/‘Ck“r\\ '

y 3 (Wi ] R
SIGNATURE: " | SIGNATURE: N A2 21D (3>
e CUSTOMER SIGNATURE:

DATE & TIME: DATE & TIME: NAME :

4 TO BE FILLED IN BY CUSTOMER
C1.FAULT RECTIFIED & INSTRUMENT IS WORKING SATISFACTORILY
O3 FAULT IS NOT COMPLETED, ENGINEER NEED TO COME AGAIN

SEAL:

HORIBA INDIA PRIVATE LIMITED 246, Okhla Industrial Estate, Phase-Ill, New Delhi 110020, India Tel.

HORIBA CARE TOLL FREE No.: 1800-103-4470

: +91(11) 4646 5000 Fax : + 91 (11) 4646 5020
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Blank Cycle Logs
Running D wBC RBC HGB PLT Status Technical alarms
Comments 10%/uL 10%/uL g/dL 107/uL
22/12/2022 07:46:54 AM TENET 0.01 0.00 0.0 0 Passed
22/12/2022 02:11:40 PM technician 0.11 0.01 0.0 2 Fassed
22/12/2022 D2:14:34 PM technician 0.07 0.00 0.0 2 Passed
22/12/2022 02:16:45 PM TENET 0.06 0.00 0.0 4 Passed
22/12/2022 02:45:23 PM TENET 0.09 0.00 0.0 0 Passed
22/1272022 02:55:10 PM TENET 0.06 0.00 0.0 1 Passed
|
|
| 22122022 03:15:18 PM ABX 0.04 0.00 0.0 5 Passed
| 221272022 03:16:47 PM ABX 0.04 0.00 0.0 2 Passed
m
| 2211272022 04:33:5¢ PM TENET 0.06 0.01 0.0 2 Passed
|
| 2211272022 04:35:26 PM TENET 0.04 0.00 0.0 0 Passed
22/12/2022 04:40:26 PM Printed by : TENET

S/N 904YOXH02319



Repeatablllt_y Rep.ort (phft 1)

Number of repeatability run report selected for statistic calculation 10/12

Coefficient W8T RRC HGR HCY PLY MCV ROW-CV  RDW-SD
Q0% QoL (Q/dL) (%) (10%L) (um*) (%) (um?)
Minimum 786 a8 121 N 278 8.0 4.0 7.0
Maximum &30 478 124 308 208 axa 15.2 195
Mean 808 an 122 388 288 a2 15,0 K1
Difference 043 017 03 1.7 20 2.2 04 1.7
2SD 026 0.10 0.2 1.2 14 1.5 0.2 1.0
%) 188 1.09 0.70 1.49 244 0.93 0.79 1.23
Sei Run Date WBC RBC HGB HCT PLT MCV RDW-CV  RDW-SD
S&Time QoL (oL (grdL) (%) (10%uL) (um?) (%) (um?)
v \Sé’}f’;::" 813 473 122 39.3 297 831 14.9 38.6
3;:}‘;’_::_23& s 474 22 | s | 3w 833 151 39.5
v ggf&fn 816 a7s 22 | 393 289 82.9 14.9 38.6
g’g’gﬂf; 824 474 123 - 39.2 310 82.7 ' 149 38.6
v fégi’fgfn 7.98 478 1220 = bas‘s 298 82.6 14.9 38.6
Tl et LS ast | 121 T %3 | 284 | ms 152 | 395
v g;-fg?lfgsugn 823 = 4.7i & -1'2:2777* ‘;s.Q =il ;96 . 82.6 | 148 38.6
7’ ggggfz:" 8.07 4.n4 1 12.3— ‘  739:2 Tl 7278 ' 82.8 15.0 '7739.5
7 332’;313‘1’2:" 8.02 '4.70 7 1;.3 73#7 1 282 82.4 15.0 7“ ksejsd
v ggfg‘l’zgu 8.08 e el e ‘ ‘2337 s?.a }s.o | ?é,'s,,
v g{g{fgz}" 7".979 i 4-.767 N 127.47 ]7 385 7 ?ss | o | 152 38.6
7 g%@}" ;36 e '4.7-1 T u4 = ,38,'2 ok ?92 al.p | 14.97 37.37

P-LCR
(%)

255

280

26.5

2.5

1.7

P-LCR
(%)
26.4
26.2
25.5
277

26.1

27.6

25.6

26.2

26.8

26.6

Operator

ABX

ABX

ABX

ABX

ABX

ABX

ABX

ABX

ABX

ABX

ABX

ABX

S3PM Printed by : TENET S/N904YOXH02319




Repeatabillty Re;;ort (pairt 2)

Number of repeatability run report selected for statistic calculation 10/12

NEUS LYM% MON% E0S% DAS% LIC%
Coeffici
S (%) (%) (%) (%) (%)
Minimum  50.6 136 5.9 56 0.6 0.1
Maximum s34 36.0 1.2 6.1 11 0.2
Mean 521 347 6.4 5.9 0.9 0.2
Difference 2.8 24 13 [ 07 0.5 0.2
2SD 18 1.6 0.7 0.5 0.4 0.1
4
V(%) 171 225 5.67 | 456 20.82 28.75
Run Date  NEU% LYM% MON% | EOS% | BAS% LIC%
Sel| g Time (%) (%) (%) [ (%) (%) %) | Operator
221272022 ‘
v 03ar12pm 513 35.7 6.3 | 6.0 [ 07 0.2 ABX
X R e
2211272022 ‘
ek 2 35.6 6.0 | s 1.0 0.2 ABX
22/12/2022 ‘ |
M 531 34.0 6.5 : 5.6 0.8 0.2 ABX
= 1 - < | e B JUSTETO e —1‘ ) B —
227122022 ‘
ey 520 34.6 6.8 | 59 0.7 0.1 ABX
[= — R N R Ta———. _,,__‘L_ e | — —_—
2271212022 \ ‘ l
Y e 52 34.6 6.2 | s.8 1.1 0.2 |ABX
2271272022
v 03:25:46 PM 50.6 36.0 6.2 1 6.3 0.9 ‘ 0.3 ABX
22/12/2022
v 2212 534 x| 336 % 65 *| 56 * 09 * 03 * ABX
_03:27:05PM 77 i g 1 ’f_v’i
22/12/2022 w ‘ ‘
e a2 8 33.9 6.7 ’ 6.0 | 0.6 0.3 |ABX o
22/12/2022 ‘ [
e 514 35.3 6.1 | 61 11 0.1 ABX N
2211272022 : l 2 x| o2
Y {oaznorpm| P23 X A O A ‘ |ABX |
Sees S I ST L ST i | = 1| |
22/12/2022 | . 1.0 02
o | 521 34.8 6.5 | 5.6 ABX '
22/12/2022 | y 4. 7.2 5.9 0.7 0.2 ABX
Y 03:3a:09pM M4 Saa [ L
S/N904YOXH02319

T PM Printed by : TENET




Sample 1D CX 477

Calibration Report

Exp. date 05/01/2023

Lot number CX 477 Name ADX Minocal Modifled on
Coefficient ~ WBC RBC HGD HCT PLT MPV
New 1096 0.958 0.974 1.196 1.076 1.159
Current  1.096 0.958 0.974 1.196 1.076 1.159
Target  8.78 4.62 13.6 39.3 270 1.1
Mean 8.5 453 13.5 37.5 261 10.2
V(%) 175 1.70 0.52 1.46 4.99 1.43
Number of calibration run selected for coefficient calculation (minimum 5) 10/13
= e (1‘&3&) ug?lﬁu (:/%E) ?‘S (1g!L/IxL) &‘:,‘!,
22/12/2022 03:47:12PM . 823 | 4.61 13.5 39.8 277 10.6
22/12/2022 03:48:29PM 824 | 455 | 135 38.7 271 10.9
¥ 22/12/2022 03:49:46 PM ~ 831 | 451 | 13.5 379 | 277 104 |
¥ 22/12/2022 03:51:05PM 835 | 442 | 13.4 37.0 | 277 104 |
¥ 22/12/2022 03:52:40PM 828 | 4.40 | 13.4 36.6 | 250 | 101 |
¥ 22/12/202203:54:00PM 831 I 4.59 135 381 | 258 | 101 |
¥ 22/12/2022 03:55:21PM " 'g58 I " 455 1 135 37.7 ) 277 101 |
¥ 22/12/2022 03:56:45 PM  'g8i437"| 4.62 135 381 | 254 | 101 |
v 22/12/2022 03:58:09 PM  g.63 4.62 13.6 382 | 268 105 |
¥ 22/12/2022 03:59:35PM 839 | 454 | 1355 375 | 249 | 102 |
v 22/12/2022 04:01:13PM 863 451 I 136 S 371 1 242 | 102 1
v 22/12/2022 04:02:43PM 862 AU | 13.6 373 ) T s
22/12/2022 04:04:13PM 8199 h| 4.64 13.7 2379 1 244 | 9.9 |
42:58 PM Printed by : ABX S/N904YOXH02319




