Medical

HORIBA INDIA PRIVATE LIMITED.
246. Okhla Industrial Estate. Phase 111,
New Delhi - 110022

Phone: 01 1-46465000)

Date: 04/01/2023

CALIBRATION CERTIFICATE

This is to state that the haematology cell counter model HORIBA
MEDICAL: YUMIZEN YH1500, bearing serial no: 108M1XH00715
installed at REDCLIFFE LIFETECH PRIVATE LIMITED -HYDERABAD was
calibrated with Calibrator on 4th JANUARY 2023.

Subsequently controls were processed and found them in respective
range.

Calibrator Used: ABX MINOCAL

Lot No.: CX477

Expiry Date: 05/02/2023

Next Calibration Due Date: 04/01/2024

Conducted: Mr. G. Sriram

(Horiba Service Engineer)
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A. Performance Qualification

A. Instrument Identification

Instrument Name

YUMIZEN H1500

Serial Number

108M1XHO00715

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

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

Home > Logs 2t Lasgr elmsil

OG DETAIL

i
4 Lo
-

. Date: 94/01/23 04:00:56 PM Operator: HORIBATECH

1D: 5301 Level: info
Event: Background noise check: Ok

NG value=10 range={0-200] Ok
REBC value=8 range={0-100] Ok
- Accepted PLT value=17 range={0-100] Ok
f PLT noise value=9 range={0-300] Ok
. BASD value=74 range={0-300] ok
. HGB blank value=3488 range:ii'Wj Ok
HGH unstb blk value=0 range={0-0f Ok
HGB unstb mes  value=0 range=fo-0] Ok
HGB deita value=8 range={0-20] - Ok
Larnp bik value=5,90 range=[4.00-5.00] Ok
t armp unstb blk valua=0 range={0-0] Ok
LINE value=3% range={0-100] Ok

Conducted By:&} Verified By:
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Calibration: To calibrate the Instrument using calibrator (ABX Minocal) and verify the same.

Procedure: Go to Quality Assurance icon on main screen and then Calibration icon. Run
Calibrator (ABX Minocal) 11 times, without taking the values of first run. calibrate the instrument
using average of the last 10 runs. Run Calibrator as a sample to verify the calibration.
Lot: CX477; Expiry: 05/02/2023.

1D: 5303

Event: Calibration report

Date: 04/01/23 05:02:00 PM

LOG DETAIL

Operator: HORIBATECH

Level: irndo

sampie iD: CX477
Test: DIF .

1 - Analysis mode: 84
Runs: 11
param. Mew cal. OldCal  Target Mean  CV% Saved
THNCHGB 1003 1011 875 882 072 Yes
TNCBAS D964 0976 875 886 191  Yes
TNCDIF 0.861 0922 875 937 108 Yes
RBC 1115 1147 457 47 . 055  Yes
MW 0.950 0.950 860 860 020  Yes
PLT 1.002 0.995 264 28 357 Yes
HGB 0.934 0832 140 408 036 Yes

Units

107 mm®
10%mm?®
105 mm?
10%mm?
fi

10 mm®
g/dL

108M1IXHONT 15

.
R




o e e e B et
i

. Tube: (X477 Analysis mode: Manual Runs: 11/11 |

~ Last calibration: 04/01/23

AR RSP G e

S SRR 1R TR i

THRCHGE FTRCRAS THNCDEF RBC MOV T H:zE
i 10mm® 10%mm®  10¥mm" 168 fi 10 mm” gidL

. Mean £.82 8.B6 9.37 4 70 860 262 14.0 7

%
%

i‘:v (9% 0.72 1.91 1.08 0.55 0.20 3.57 0.36

Target R75 B.75 & 75 4 57 Bf O 764 140

=
=

R R

Current cal. 1011 0.976 0.922 1.147 .950 0.9as a3z A
MNew cal,

Selection

S e

o RBL MOIV PLT HGB

1 4,58 863 282 13.9

BFT B.E1 D37 .70 861 265 139

B.B2 578 8.52 473 o #4 ooo0sr  140

B

8.77 8.Eb 931 4.8 859 259 140

e

Lty

A I
"..:-'-"“?'E'
e

&
S
o

871 9.26 9.25 458 &8 . 255 14.0
582 8.83 8,35 4.68 859 256 13.9

&
(\1

READY

vomizen H15060°104.3

e = dusity Atstrance = Calibration

CALIBRATION

Analysis mode: Manual

R R e B R

RBC MOV PLT HGH
10fmm®  10¥mm® 10¥mm® 10%m®  fL 107 mm* g/dL

-Sﬂ_e&n B.8Z B 26 937 4.70 86 0 262 14.0
. oV([%) o7z 191 1.08 0.55 0.20 3.57 036
 Target 875 875 8 75 4.57 86.0 164 14 0)

Currentcal. 1011 0.976 0922 1.147 0.950 0.995 0.932

R e e

N R SN b

_ TNCHGB TNCBAS  TNCDIF RBC MCY.

B E.82 8,83 0.35 4.65 45 5 256 . 139

i S

TV B.BS 8.79 9.23 472 85.9 & ey

s
e
Al
e g )]
T

e
e

8 8.94 8.76 9.55 375 B6.3 270 14.0 i

=

o B77 .66 o 937 4.69 86.0 270 14.0

et
R e

16 B.AG 9.01 9.45 4.70 855 254 140

11 8.3 900 @ 938 859 247 139

T e

Conducted By: Verified By:
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QUALITY CONTROL

" Control Runs: The quality of the analyzer is checked by running three levels of Controls &
getting the values in the range as per the kit insert.

 Lot: ABX Difftrol PX439: Exp: 05/03/2023.

Serial No: 108MI1XH00715
Level: Low Control

- T

DETAIL RESULT

Lot n": PX439 o Run date: m{&zﬁ:&%

e AR e

VI TARGET

A L
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Level: Normal Control

resci$

EOERAXHODTIC |

DETAIL RESULT

Lot n®: PX439 | - __ : 04/01/23 05:07 PAa

s
- : v R B

0% nmT
10% mim®
gidl

I:!_.i_l|

Yumwmren B1500 193

Tubac

5 = Detail recglt

DETAIL RESULT

o7 P

Run date: 64/01723 05:
e o g

WBC  17.94  10%mm
REL 5.14 10% mim
HGB 165  g/di
HCT 492 %
MCV 957 Al
MOH 222 ps
| MCHC 236 g/di
RDW-SD 401 fl
RDW.CV 109 %
OMIC 20 %
MAL 7.6 %
PIT 508
MPY 88 R -
PCT 0447 %
POW 143 fL
PACC 125  10%mm® ¢
PACR 246 %

% # 10Ymm?
137  3.46
49 .28
724 1301
38 0.70
47  0.84
01 001
0.2 003
0.1 001
04 005
03 006

B e

NRBECH 1.14 10%mm
:::E MRE {_"5& ﬁ _.;1

i 'Staﬁ&;rﬂ -

{:} Feagenrs

Yumizen 1500 1.4 3
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REPEATABILTY

e Precision Study: Precision is checked by running blood sample in 10 replicates & getting CV%
In within acceptance.

Serial No: 108M1XH00715

= Logs > Log detail

LOERFIRHOD T LY

LOG DETAIL

e 5 Lo e o A, " s e

Date: 04/01/73 08:07:08 PR ODperator: HORIBATECH

1D: S302 Level: Info
Fvent: Repeatability report

Sample ID: HS10938

Test: DIF .
Analysis mode: A . . :
Runs: 11 -
Faram. C\V CV limit  Maan Pvtin MAax Linits E%
wac (.95 2.00 11.15 11.00 11.35 10¥mm?® ?1%
RBC .40 2.00 5.20 5.16 5.23 10%rmim”
HGB 0.22 1.00 13.9 13.9 14.0 g/at.
CHCT 0.28 2.00 43.2 42.8 3.4 %
MOV 0.13 1.00 83.0 B82.9 B3.3 fL
HDW-5D 1.55 4.00 40,7 39.9 &2 fiL
RODW-CW 1.69 3.00 12.9 12.6 133 @, o e :
PLT ; 2.52 5.00 278 66 288 10 mm® - S e
RADW : G.7 a.4 5.5 ool s

Home > Logs > Lop detail

LOG DETAIL

Date: 04/01/23 08:07:08 PM Operator: HORIBATECH

iD: 5302 Laveat: iInfo
: Event: Repeatability report

Details

PIT 2.52 500 278 266 238 10%mm®
BV 1.63 300 9.7 854 = 99 fi.
LY 2.5 5.00 17.2 16.7 17.7 .S B e
ORI 357 1500 8.3 8.0 2.8 o

. NEU% 0.55 3.00 72.0 71.5 72.7 %

% ECQS% 12.74 2000 09 0.7 1.2 %
BAS% 2374 3000 03 0.2 0.5 %

) MRBC3 - D00 999900 0.0 0.0 0.0 %

© TNCHGB _ 1m meens 11310 1116 1152 10%om”

. TNCBAS T 0.54 9999.00 10493 1077 11412 10¥mm’®
TNCDEF 1.07 9999.00 10.68 1053 10487  10¥mm®
TNC 0.95 9999.00 11.15 1100  113%  107Vmm’
LIC% 10.36 40,00 1.2 0.9 13 %

40, (2

S
e, o

b

| g
¥
=
S e

B
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| Home » uality Assurance = Repeatabifity
% STOP
REPE

:_ Tube: H914307 Test: DIF Anaklysis mode: Automatic

§ tast repeatability test: 04/01/23

-----

-

SRR AR T R . L AR AR

E e

. WEC  RBC  HGB HCT MCV  RDW-SD RDW-CV  PIT
L s 10¥mm® 10%mm gfdi 9% ... o fi ag s

S =
Ml O 95 Lo ) 5.5 GE.3 BE.7 413 13 6 oy

g i PAax 114G .39 5.&9 E5.6 G5 3 258 42 B 14.7 217
_ -

350
.l"—-_i'

R < SR

& ]
. Mean 10 09 5 66 15.5 48 9 864 42.0 142
2

. 50 0. OR 0.02 2.1 0.3 o3 0.6 0.3

) 0. &7

1. 849

s

L
e o

¥ Assurance > Repeatability

REPEATABILITY

- Tube: H914307 Test: DIF Analysis mode: Automatic

. Last repeatability test: 04/01/23
R S T S e e e e S o
: e LYM%  MON%

96 28.5 6.4

s

TNCHGE
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Horme "*u- dality Assurance = Repeatabifity
% STOP

1I08M I RHOO 1S |

RE F'EATAE!HT"I’ O

......... e, BTy e o T Lo

Tube: HO914307 Test: DiF

e e

Analysis mode: Automatic Runs: 11711
i
© Last repeatability test: ﬂd;‘nifz?:

A g e e

: . BASY uﬂﬂcﬂi THfHGB THEEAE _ FNCDIF TNC LICS
aa 8 ae 18¥mm® 10%mun® 107mm* 10Ymm® %

Q.5 0.0 10 19 2.42 935 O o6 0.5

s

Q.9 0.0 10 .41 10.46 9.58 10.13 08

8 0.0 10.30 951 3.47 1003 a6

0.0 009 £ 36 .08 0.08 0.3

e
=2
Erad

084 24 .79 C. 88 0.75 17.15

ol
e ——

S e

BASH NRBCo TNCH %_ TNCBAS TNCDIF

056 ; 0.8 : i 54 10.33 9 581 in.14 0.6
FEhi

os |  aa 1041 1048 9.58 10.19 0.6

e

i
3

0.9 o0 10.29 1027 254 1010 0.8

o7 0.0 10.24 10 21

0.0

Guality Assurance > Repeatability TCEMIXHOO TS

REPEATABILITY HORIBS

Tibe: H914307 Test: DIF Analysis mode: Autornatic Runs: 11/11

Last repeatability test: E‘Mh}lfiﬂ

5 R

EEEEY, mymﬂ. s e R

MCV HDW—ED RDW-CV

SL%% i R R e

5.60 155 48.3 B5.7 413 1386

5.69 15.6 49.2 Bb 8 42 8 147

5.bb 155 485 BG 4 420 142

{} Reagents U Tubes Yisrmizen H




Analysls mode: Automalic Runs: 11/11

Last repeatability test: Q4/01/23

R e R R

S AT o —

LY M6 MMONYS NEU%S EQO5%
285 .4 457 13 4

e

R

305 5 4 48 7 158

20 %5 -2 47 5 14 4
0.8 0.3 & o.2 0 &

PORMIXHOOTES

IRIBATES H

Tube: H914307 Test: DIF Analysis mode: Automatic Runs: 1111

_ Last repeatal
e ;

Hity test: 04/01/23

L Ry R

BASH NRBC TNCHGB TNCBAS FNCDIF
w % 10Ymm® 10¥mm® 10%mm®
0.5 0.0 10.19 2.42 555

0.9 0.0 1041 10.45 9.58
0.8 0.0 1030 951 9.47

0.1 3.0 0.0 2.36 0.08

0.00 0.ES

5% NRBC¥%  TNCHGB

2.0 1837

0.8 o0 1041

é . 09 6.0 10.19 10.31 941

0.9 54 1620 991 .47

Verified By:
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Carrvover Study: Carry over is checked by running quality controls (Low & high) in 3 replicates
& getting CV% in within acceptance.

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

YH 1500 Sr No: 108M1XH00715
CARRYOVER STUDY 05.01.2023
| H1 16.6 | L1 | 6.2
HE H2 16.6 L2 6.3
H3 16.7 3 6.3 |
H1 5.17 L1 2.42
RBC H2 | 5.14 2 2.44
H3 B2 i 2.41
H1 513 11 67
PLATELETS | H2 504 L2 69
H3 522 | L3 74
H1 17.59 L1 1.73
WBC H2 | 17.7% 12 1.91
H3 17.66 L3 1.92
WBC RBC PL1
- HGB g/dL
FHRRD RN 10°/mm? 10°/mm? Ghe 10°/mm?
Carry Over (%) -1.21 0.4 -0.961538 -1.6
Manufacturer 0.5 1 1 0.5
acceptable CV%
Status Passed Passed Passed Passed
Source: User Manual , Summary of performance data, Carryover

@9\* Verified By:

Conducted By:
L
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B. PERFORMANCE CERTIFICATE:

Instrument Name

Serial Number

Customer Details

with complete address

Installation Date

Warranty expires on

: YUMIZEN H1500

: 108M1XHO00715

: REDCLIFFE LIFETECH PRIVATE LIMITED,

HYD

: 04-01

ERABAD

-2023

: RR (Reagent Rental).

Prepared by: HORIBA Medical - HORIBA India Pvt. Ltd.
Name: | G.SRIRAM | _
Title: : | Date:04.01.2023

Sign 0
Customer Support Service LJ 7>(

Reviewed by:

REDCLIFFE LIFETECH PRIVATE LIMITED, HYDERABAD

Name:

Title: Quality Manager ' Sign:

' Date: 04.01.2023

Approved by:

REDCLIFFE LIFETECH PRIVATE LIMITED, HYDERABAD

Name:

Title: Lab Director

Sign:

Date: 04.01.2023

Conclusion: Instrument has been qualified for Performance.
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