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Name: Approved by: 

Lab h 

MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Title: 

Sign: 

Name: 

Date: 

AouYou 

Prayant 

Reviewed by: 

MEDRAY 

CLINICS 

PVTLTD, 

BENGALURU 

SUPPORT ENGINEER-CUSTOMER Title: 

Sign: 

Date: 18/07/2023 

Name: 

Mr. Yeshwanth Padashetty 

Prepared by: 

HORIBA 

Medical 

-HORIBA 

India 

Pvt. 

Ltd. 

Report Sign Off 

accordance 

with 

the 

intended 

usage. 

Successful 

completion 

of 
this 

protocol 

will 
verify 

that 

this 

instrument 

has 

been 

installed 

in 

checks 

and 

approve 

the 

same. 

An 
authorized 

HORIBA 

India 

Pvt. 

Ltd., 

representative 

will 
verify 

the 

documents 

of 
the 

system 

HORIBA 

India 

Pvt. 

Ltd., 

representative. 

trained 

employee 

of 
MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

along 

with 

an 
authorized 

The 

results 

obtained 

for 
Calibration, 

QC 
&Precision 

checks 

will 
be 

verified 

by 
the 

qualified 

intended use. to evaluate the the 
system 

to 
check 

if 
it 
is 
as 

per 
the 

claim 

of 
the 

manufacturer. 

An 
authorized 

HORIBA 

India 

Pvt. 

Ltd. 

representative 

will 
also 

perform 

the 
precision 

check 

on 

authorized 

HORIBA 

India 

Pvt. 

Ltd. 

proper 

connections 

and 

utilities. 

Installation 

checks 

will 
also 

be 
performed 

to 
verify 

that 

the 
instrument 

has 
been 

installed 

with 

This 

installation 

protocol 

will 
be 

followed 

as 
specified 

by 
the 

manufacturer. 

proceed 

for 
the 

installation. 

An protocol. Hematology 

General Instructions: 
MediCal HORIBA 

HORIBA 

India 

Private 

Limited 

instrument installation in 

accordance 

with the 

manufacturer's 

protocol 

and 

On completion of 

the 
Installation 

all the 

necessary documents of 

the 
System 

checks 

will 
be used 

representative. 

After 

the 

installation 

of 
the 

system, 

Instrument 

calibration 

& 

QC 

will 
be 

performed by the 

authorized 

HORIBA 

India 

Pvt. 

Ltd., 

representative 

will 
physically 

check 

the 

system 

and 

Analyzer, 

at 
MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

as 
per 

the 

attached 

HORIBA 

India 

Pvt. 

Ltd. 

is 
responsible for 

installation 

of 
YUMIZEN 

H500, 

Five 

Part 



Visit us: http://www.horiba.com/in/ #246, 

Okhla 

Industrial 

Estate, 

Phase 

llI, 
New 

Delhi 

110020, 

India, 

Tel: 

011 

4646 

5000. 

Bengaluru 560008 

Doopanahalli, Indiranagar, 

#962 

12th 

main 

Rd, 

opp. 

to 
Lakmé 

Salon, 

MEDRAY 

CLINICS 

PVT 

LTD 

For 

Installation Qualification Five 

Part 

Hematology 

Analyzer 

(Serial no:802Y0XH01328) 

YUMIZEN H500 
HORIBA Medical 

Medical HORIBA 

HORIBA 

India 

Private 

Limited 



5. 

Instrument 

User 

Manual 

(Soft 

Copy) 

Yes 

4. 

System 

checked 

for 
any 

External 

/ 
physical 

damage. 

Yes 

3 

(Provided along) Accessories 

/ consumables 

are 

Yes 

2. 

Requirement Manufacturer's specifications: 

18/07/2023 

Yes 

1. 

Instrument Serial Instrument is identified 

Yes 

No. 
Sr. 

Verification 

(Yes/No) Provided 

& Date 
Verified by 

2.The 

instrument 

has 

been 

checked 

for 
the 

following: 

4. 

UPS connection available. 

Yes 

3. 

than 3 V. 10%. 

Power 

consumption-

Maximum 

165 

VA 

with 

earth 

less 

Electrical 

Requirements: 

Power 

supply 

-
100Vac-

240 

Vac 

+/ 

Yes 

2. 

18/07/2023 

wall. at 
least 

20 
cm 

space 

at 
the 

back 

of 
the 

instrument 

from 

the 

Physical 

Space 

Requirement: 

36(W) 

x 
36(D) 

x 
53(H)cm 

with 

16°C 

to 
34°C 

and 

maximum 

relative 

humidity of 80%. 

1. 

Yes Yes 

No. Sr. 

Description 

(Yes/No) Compliance Verified by 

&Date 

1. Installation Requirement: A. Installation Qualification HORIBA Medical 

HORIBA 

India 

Private 

Limited 

listed 

as 
per 

checklist 

Technical and Physical 

No.:802YOXHO1328 

sunlight, 

water 

and 

vibration 

free 

platform. 

Temperature 

of 

Environmental conditions: 

Indoor 

Location not 

exposed to 



Mithun Krishna CU Sreesagar 

Deepak. 

B. 
N 

Yeshwanth Padashetty Rajesh A 

Qualified Trained 

Verified By 

Date 

they 

are 
found 

to 
be 
in 

order. 

The 

accessories 

were 

supplied 

with 

the 

instrument 

as 
per 

the 

check 

list. 

Check 

&verified 

in 
case 

4.Accessories/Consumables: 

Power 

Consumption: 

165 

VA 

50Hz to 60Hz Power 

Supply: 

100Vac 

to 
240Vac 

(+/-10%) 

YES 

Dimensions 

:53(W) 

x 
66.8(D) 

x 
62.1(H) 

YES 

Serial Number :802YOXHO1328 

YES 

Equipment 

YES 

18/07/2023 

Marketed 

By: 

HORIBA 

Medical 

-HORIBA 

India 

Pvt. 

Ltd. 

YES 

Manufacturer: 

HORIBA 

Medical, 

France 

YES 

Model: YUMIZEN H500 

YES 

Equipment 

Type: 

Hematology 

Analyzer 

YES 

Instrumnent ldentification 

Yes/No Verified 

Verified by 
/ 

YUMIZEN 

HS00, 

Five 

Part 

2. 
Medic al HORIBA 

HORIBA 

India 

Private 

Limited 

employee name 

#: One 

Date 

Hematology Analyzer 

Equipment 

Description: 



credentials. 
9.The YUMIZEN 

through 

its 
power 

up 
and 

selt-test 

sequence. 

8. 
Now 

from 

backside 

of 
the 

instrument 

turn 

the 

power 

switch 

ON. 

YUMIZEN 

HS00 

goes 

7. 
All 
the 

operating 

software 

has 
been 

loaded 

in 
to 

YUMIZEN 

HS00. 

6. 
Turn 

on 
the 

inbuilt 

Printer. 

4. 
Connect 

the 

Power 

cord 

to 
the 

YUMIZEN 

H500. 

3. 
Place 

the 
Instrument 

on 
the 

bench 

top 
(Vibration 

free). 

2. 
Conditions). 

1. 
Putting 

the 
system 

at 
the 

predefined 

and 

pre 
inspected 

location 

(Having 

suitable 

Working 

B. Installation Procedure: 

kit. onsite 

to 
minimize 

down 

time 

due 
to 

minor 

4. Spare Parts: 

India 

Pvt. 

Ltd., 

engineer 

at 
a 

specified 

time 

interval 

as 
recommended 

by 
the 

manufacturer. 

The 

routine 

preventive 

maintenance 

of 
the 

system 

will 

be 
carried 

out 
by 
an 

authorized 

HORIBA 

3. Preventive Maintenance: 
HORIBA MediCal 

HORIBA 

India 

Private 

Limited 

H500 login 

menu is 

displayed 

after the Start 

up cycle 

is completed. Enter 

the 

Removal 

of 
the 

internal 

packing 

material 

of 
the 

system. 

failures. 

Spare 

parts 

as 
provided 

in 
the 

installation 

HORIBA 

India 

Pvt. 

Ltd 
strongly 

recommends 

the 
end 

user 

to 
maintain 

a 
basic 

consumable 

parts 



Qualification. Conclusion: 

Instrument 

has 
been 

qualified 

for 
Installation. 

Hence 

it 
has 

been 

taken 

for 
Operational 

Lab phag 
Title: 

Sign: 

Name: 

Date: 

ALouscu 

sadanh 

Approved by: 

MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Title: 

Sign: 

A 

Date: 

Name: 

ALousdeu 

Reviewed by: 

MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Customer Support Engineer Title: 

Sign: 

Date: 18/07/2023 

Name: 

Mr. Yeshwanth Padashetty 

Prepared by: 

HORIBA 

Medical 

-
HORIBA 

Warranty expires on 

: CMC 

Installation Date 

:14/05/2018 

With complete address 

Indiranagar, Bengaluru 560008 :#962 

12th 

main 

Rd, 
opp. 

to 
Lakmé 

Salon, 

Doopanahalli, 

Customer Details 

: MEDRAY 

CLINICS 

PVT 

LTD, 

Serial Number 

:802YOXHO1328 

Instrument Name 

:YUMIZEN H500. 

C. INSTALLATION CERTIFICATE: HORIBA Medical 

HORIBA 

India 

Private 

Limited 

India Pvt. Ltd. 
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6. 

AND REPORTS CURRENT ARCHIVE 

REPORTS CURRENT ARCHIVE AND RESULT FROM THE SAMPLE TO RECOVER 

report. date 

of 
the 

reports 

and 

view 

the 

Archive 

results 

and 

select 

the 

view 

archived 

reports, 

Select 

and 

view 

the 

current 

results. 

To 

Press 

on 
Results 

History 

icon 

Done 

5. 

ANALYSIS SAMPLE 

Done 

press on validate. and 
enter 

the 
sample 

ID 
and 

press 

on 
sample 

identification 

1. 
To 

run 

Stat/ 

Manual 

sample, 

ANALYSIS OF SAMPLE FUNCTIONING PROPER TO CHECK AVAILABLE FOR ANALYSIS REAGENT IS ADEQUATE TO CHECK 

4 

STATUS REAGENT 

Done 

from 

the 

Status 

Menu. 

bottles 

or 
else 

change 

the 
reagent 

Manually 

check 

in 
the 

reagent 

18/07/2023 

3 

TEST PRINTER 

STATUS OF THE PRINTER. TO CHECK 

Done 

run 
a 

sample 

to 
check 

the 

print. 

Initiate 

a 
self-test 

of 
printer 

or 

2 

CYCLE STARTUP 

IS OK. TO CHECK THE BACK GROUND 

Done 

range. background 

is 
in 

the 
acceptable 

main 

menu: 

check 

if 
the 

Run 

a startup 

cycle 

from 

the 

SWITCH ON SYSTEM 

POWER UP. ERROR FREE TO CHECK THE 

Errors. User 

and 

check 

for 
the 

Screen 

cycle 

is 
performed 

.Login 

in 
as 

Application 

software. 

Start 

up 

the 
system. 

Login 

into 

yumizen 

Switch 

on 
the 

main, 

switch 

on 

Done 

No. Sr. 

Test Name 

Test Purpose 

Method 

Observation 

Sign/Date Verified 

routinely. 2. 
Following 

is 
the 

list 

of 
actions 

performed 

and 

verified 

for 
running 

the 

system 

Serial Number 

802YOXHO1328 

Instrument Name 

YUMIZEN HS00 

1. Instrument Identification: A. Operational Qualification Medical HORIBA 

HORIBA 

India 

Private 

Limited 



Medical 
C. 

Operator 

Maintenance 

Protocol 

16. 15. 14. 13. 12. 11. 10. 9 7 6 5 4 3 

Supitha 

2 

A 

22\64 22le9 

No. Sr. 

Operators 

Designation 

the Tr¡iner, 
Name 

& 
Sign 

of 

Date 

below: The 

training 

of 
the 

operators 

will 

be 
documented 

B. 
Operational 

Training 

Record 

FOR SAMPLES 

8. 

ALARMS FLAGS AND 

AND ALARMS PROPER FLAGS flags. TO 
CHECK 

THE 

Run 

sample 

to 
verify 

alarms 

and 

Done 

18/07/2023 

7 

DATA CONTROL QUALITY 

GRAPH CONTROL DATA AND LJ QUALITY TO RECOVER 

.Click on Datas graph. 

To 
view 

on 
QC 

Runs 

press 

on 
Print 

lcon 

to 
print 

LJ 

Menu 

and 

select 

the 

Lot 

No. 

and 

Press 

on 
QC 

lcon 

from 

the 
Main 

Done 

Medical HORIBA 

HORIBA 

India 

Private 

Limited 

Representative. 

Run 

a 
Shutdown 

cycle 

before 

switching 

off 
the 

analyzer. 

Maintenance 

and 

Troubleshooting: 

Perform 

Concentration 

Cleaning 

as 
advised 

by 
the 

HORIBA 

and 

the 

training 

records 

will 

be 
filled 

as 
indicated 

proper 

usage 

of 
the 

system. 

Training 

will 

focus 

on 
the 

basic 

operation 

and 

maintenance 

of 
the 

system. 

Operator Training: 

The 

users 

responsible 

for 
the 

operation 

of 
this 

instrument 

will 

be 
trained 

on the 



Qualification. Conclusion: Instrument Title: 

Sign: 

Date: 

Name: Approved by: 

MEDRAY 

CLINICS 

FVL#D, 

BSNGALURU 

Leb Bcheyi 
Title: 

Sigu: 

Date: 

vleates 

Name: 

A Lausc PasnK 

Reviewed by: 

MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Customer Support Engineer Title: 

Sign: 

Date: 18/07/2023 

Name: 

Mr. 

Prepared by: 

HORIBA 

Medical 

-
HORIBA 

India 

Pvt. 

Ltd. 

Warranty expires on 

:CMC 

Installation Date 

:14/05/2018 

With complete address 

Indiranagar, Bengaluru 560008 :#962 

12th 

main 

Rd, 

opp. 

to 
Lakmé 

Salon, 

Doopanahalli, 

Customer Details 

: MEDRAY 

CLINICS 

PVT 

LTD, 

Serial Number 

: 802YOXHO1328 

Instrument Name 

:YUMIZEN H500. 

D. OPERATIONAL CERTIFICATE: 
HORIBA Medical 

HORIBA 

India 

Private 

Limited 

has 
been 

qualified 

for 
Operational. 

Hence 

it 
has 

been 

taken 

for 
Performance 

Yeshwanth 

Padashetty 
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27. 

LIC% 

= 
Large 

immature 

Cells 

Percent 

26 

LIC# 

= 
Large 

Immature 

Cells 

Count 

25. 

BASO% 

= 
Basophil 

Percent 

24 

EOSI% 

= 
Eosinophil 

Percent 

23. 22. 

MONO% 

= 
Monocyte 

Percent 

LYMPH% 

= 
Lymphocyte 

Percent 

21. 

NEUT% 

= 
Neutrophil 

Percent 

20. 

BASO# 

= 
Basophil 

Count 

19. 18 

EOSI# 

= 
Eosinophil 

Count 

MONO# 

= 
Monocyte 

Count 

17. 

LYMPH# 

= 
Lymphocyte 

Count 

16. 

NEUT# 

= 
Neutrophil 

Count 

15. 

P-LCR 

% 
= 

Platelet 

Large 

Cell 

Ratio 

14. 

P-LCC 

# 
= 

Platelet 

Large 

Cell 

Concentration 

13. 

PCT = Plateletcrit 

12. 

MPV 

= 
Mean 

Platelet 

Volume 

11. 

PDW 

= 
Platelet 

Distribution 

Width 

10 

RDW-SD 

= 
Red 

Cell 

Distribution 

Width 

(Standard 

Deviation) 

RDW-CV= 

Red 

Cell 
Distribution 

Width 

(Coefficient 

of 
Variation) 

8 

PLT 

= 
Platelet 

Count 

7. 

MCHC 

= 
Mean 

Cellular 

Hemoglobin 

Concentration 

6 

MCH 

= 
Mean 

Corpuscular 

Hemoglobin 

5. 

MCV 

= 
Mean 

Corpuscular 

Volume 

A. 

HCT = Hematocrit 

3. 

HGB 

= 
Hemoglobin 

Concentration 

2. 

RBC 

= 
Red 

Blood 

Cell 

Count 

1. 

WBC 

= 
White 

Blood 

Cell 

Count 

parameters. 

This 

is 
to 

certify 

A. Design Qualification HORIBA Medica 

HORIBA 

India 

Private 

Limited 

that 

Hematology 

analyzer 

specially 

designed 

for 
perform 

the 

following 
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Automotive 
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Systems 

I Process 
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| Medical 
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HORIBA 
Follow us on 

Yumizen 

H500 

Color Patient Report Artificial Intelligence DHSS 

& VCF 

HORIBA 

a 

The Yumizen Stay zen ... 

HORIBA Medic 

Syse 

Complete Platelet lndicss Only 

2 Reagents 

pet 

Ay 
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Whitediff® 1L 

6 
Part 

Hematology 

Analyzer 

Per Analysis 
Only 2 Reagents 

Artificial Intelligence System 

"Artificial Intelligence Syser 

Only 

2 
Reagents 

Per 

Analysis 

Analyzer Cell Volume Axis 

LYMPHOCYTES 

by 
measuring 

light 

absorbency). 

& 

BASOPHLS 

cytometer: 

impedance 

(cell 

volume 

measurement) 

the 
prepared 

sample 

into 

a 
double 

hydrofocusing 

" Precise 

cellular 

identification 

by 
injecting 

MONOCYTES 

Flow Cytometry 

Absorbance Axis 

CELS {UG 
LARGE MMATU'EO 

48 
hours 

post-draw 

stability 

produces 

excellent 

cell 

differentiation 

NEUTROP- S 

Temperature 

controlled 

reagent 

cytochenistry 

EOSINOPLS 

Cytochemistry for 
Cytochemistry 

and 

Flow 

Cytometry: 

DHSS 

(Double 

Hydrodynamic 

Sequential 

System) 

" DHSS® 

Double 

Hydrodynamic 

Sequential 

System 

" Volume "Flow Cytometry "Cytochemistry 

byy impedare Measu by difracton and oplioal atbsorbancs o Measunement 

Technologies 

VCF 

& 
DHSS 

optical 

(analysis 

of 
the 

intermal 

cellular structure 

cell oontet 



graph variable quantitative Bi-dimensional multi 

Radar Graphs 

3 

progressive graph Uni-dimensional time 

Levey Jennings 

Complete Report 

Quality Control 
" 

Color 

Patient 

Report 

Complete Repor 

Control 

PDW 

2fL 

30 L 

P-LCR 

(%) 

= 
P-LCCPLT 

P-LCC 

(#): 

Count 

of 
Large 

Platelets 

with 
a 

Vofume 

>12 

. 

20% 

PLCA 

Extended Platelet Indices 

100% 

"Applicable 

For 
Even 

Low 

Platelet 

Count 

MAX 

3.6 

87.4 

1.11 

13.9 

MIN 

9.6 8.9 

1 

1.03 

3.4 

86.1 

12.9 

CV 

1.78 

2.16 

2.06 

2.23 

2.38 

0.41 

6 1 13.2 

0.02 

SD MEAN 

0.025 

0.05 

0.2 

0.3 

0.35 

1.03 

1.05 

3.4 

13.4 

86.6 

9.1 HCT 

WBC 

RBC 

HGB 

PLT 

MCV 

RDW 

Repeatability 

With 

1:5 
Dilution 

PENTRA XLR 

PENTRA XLR 

PENTRA XLR 

10 

15 

100 

5 

200 

400 

0 

R=0.998 
y-0.933x +0.134 

300 
R'=0.995 

y=0.987x + 5.364 

2 

R'=0.999 

y=1.013% + 0.050 

100 200 300 400 

10 

RBC 

PLATELET 

WBC 

Regression 

& 
Correlation 

Analysis 
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Prlvate 
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HORIBA Medical 

PCR Calculatlon: Method analogical integrstion 

*RUO 

parametars 

(Research 

Use 

HCT Meesurement PLT 

CAN/CSA-C22.2 81010-1 

RBC 

hlstogram: 

256 
channels 

from 

30 
to 

300 

fL 

UL 61010-1 

Counting: 

12 
x 
1 

sec 

IEC 61000-3-3 

" Analoglc 

Digtal 

Coversion 

IEC 61000-3-2 

Method: Impedance Varlation 

EN 81328-2-6 EN 61326-1 

Hnal 

Dilution: 

1/10251 

with 

ABX 

Diluent 

IEC 61010-2-101 

Frst 

Dilution: 

1/51 

with 

A9X 

DRuent 

EC 8101002-081 

RBC 

& 
PLT 

Detection 

IEC ENISOO1 

Measurement: 

10 
x 

0,3 

sec 

" Method: Incubation: 

12,5 

sec 

at 
37C 

CERIFKCATION 

Final 

Dilution: 

1/121 

with 

Whitediff 

1L 

First 

Dilulion: 

1/51 

with 

ABX 

Dluent 

HGB Measurermerit 

50 

150-50O 

10AL 

Counting: 

11 
x1 

sec 

CT 

<20 

0.36-0.64 

Aperture Diarmeter: 60um 

<1.5 

120-190 

" Impedance Variation 

2.0 

3.8-6.2 

10 

Optical 

Reading 

: Absorbance 

<3.0 

4-100 

"Cytametry 

: Double 

Hydrodynamlc 

Sequential 

Systern 

DHSS 

Pararrtets Pruciio (RepaatatiNty): 

CV (%) 

Range 

Methods: 

101 Unit 

Incubation: 

22 
sec 

at 
37°C 

Fnal 

Diution: 

1/121 

with 

First 

Dilution: 

1/51 

with 

ABX 

Dluant 

PLT PL 

0-2500 

4000 -5000 2500 -4000 

104 101 

WBC & Differential 

HCT 

0-67 

HG8 

0-240 

87-80 240 -300 

MEASUREMENT PRINCIPLES 

RBC 

0 

8-18 

WBC 

300 -600 

ABX 

Cleaner/ 

ABX 

Miniclean 

1L 

inearity: 

0-300 Linearity 

Visible Range 

g 10A 10L Unit 

reagent 

for 
dally 

maintenance 

UC# & LC%" 

RDW-CV 

Whitedift 

1L 
(oyande 

free) 

MCHC 

ABX Diuent (20L) 

RDW-SD PLCR 

BAS# & BAS% EOS# & EOS% MON# & MON% LYM# & LYM% NEU# & NEU% 

MCH 

2 

PLCC 

MCV 

Reagents: 

PDW 

HCT 

Heat 

output: 

348 

kJ/h 

(330 

BTh) 

PCT 

Power 

consumption: 

165 

VA 

WBC 

HGB RBC 

PLT MPV 

Power 

supply: 

100V 

to 
240 

27 Pararmeters: 

Power Requirèments: 

PARAMETERS & 

CBC r mode: DIFF mode: 20uL Specimen Relative 

hurmidily 

of 
30%-80% 

madmum, 

without 

condensation 

XB 
on 
3 

or 
9 

parameters, 

mean 

value 

of 
20 

runs 

+15°C 

(+59°F) 

to 
+30°C 

(+86) 

Operating 

Temperature 

& 
Humidity. 

Radar graphs 

53 dBa 

Levey-Jennings graphs QC 
resuts 

compattble 

with 

Horiba 

Medical 

Qually 

Contral 

Program 

(QCP) 

Sound Level: 

Target 

values 

download 

(USB) 

50 

"Quality Controt 3 controks 

Throughput: Printer (optional): Compatible models 

Optons: 

keyboard, 

mouse 

and 

bar 
code 

reader 

16 in 

Dlmensions & Weight 

48 cm Helght 

Anelyzer 

19 In 40 cm 

19 in 

51 bs 

48 cm 

Width 

Depth 

23 kg Weight 

Capacity: 

10 
000 

results 

+ graphs 

g System: l 

Communlcatlon: ASTM protocol Color 

LCD 

touch 

screen: 

12,1 

in. 

onein 

RS932, 

Ethemet, 

UsB 

: Unu M 

"Data Processing 

PHYSICAL SPECIFICATIONS 

SOFTWARE SPECIFICATIONS 

H500 

Yumizen 
UK 

+44 
(0) 

1604 

542650-

POLAND 

+46/ 

22 
6732022 

USA 

+i 
/949 

453 

0600 

BAAZIL 

+55 

/ 
11 

5545 

1500-

THALAND 

+66 

/ 2 
881 
59 
96 

TALY 

+39/08 

51 
69 
22 
1 
-

SPAIN 

+34 
/91-353 

30 
10 
-PORTUGAL 

351 

12 
14 
72 
17 
70 

Delhi -

110020, 

India, 

Tel: 

+91 

(11) 

4646 

5000/ 

4669 

5001 

Fax:+91 

(11) 

4646 

5020 

/ 4869 

5010 

MCV, MCH, MCHC, 

RDW-CV, 

AOW-SD", PCT, 

PDW, PGC", 

Only) 

histogram: 

266 

channels 

from 

2 
to 

mobile 

threshokd 

61010-1 

Spectrophotometry 

: at 
a 

wavelength 

of 
555 

nm 

Whitedif 

(cocentrate) 0-4000 

-8 

Urnits 

reagents for analysis 

V(+-10%), 

50 
Hz 
to 
60 
Hz 

PERFORMANCE DATA 

Volumne: :20L 

samples/hour 

levels 

(low, 

nomal, 

hgh) 



Qualification. Conclusion: 

Instrument 

has 
been 

qualified 

for 
Operational. 

Hence 

it 
has 

been 

taken 

for 
Design 

Lab Brehog 
Title: 

Sign: 

A 

Name: 

A: Leuwdu Pasasth 

Date: 

Approved by: 

MEORAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Title: 

Sign; 

Name: 

frelarth 
Date: 

Reviewed by: 

MEDRAY 

CLINICS 

PVT 

LTD, 

BENGALURU 

Customer Support Engineer Title: 

Sign: r 

Date: 18/07/2023 

Name: 

Mr. Yeshwanth Padashetty 

Prepared by: 

HORIBA 

Medical 

-
HORIBA 

India 

Pvt. 

Ltd. 

Warranty expires on 

:CMC 

Installation Date 

:14/05/2018 

With complete address 

Indiranagar, Bengaluru 560008 : # 
962 

12th 

main 

Rd, 
opp. 

to 
Lakmé 

Salon, 

Doopanahalli, 

Customer Details 

:MEDRAY 

CLINICS 

PVT 

LTD, 

Serial Number 

:802YOXHO1328 

Instrument Name 

: YUMIZEN H500 

B. DESIGN CERTIFICATE: Medical HORIBA 

HORIBA 

India 

Private 

Limited 



Visit us: http://www.horiba.com/in/ #246, 

Okhla 

Industrial 

Estate, 

Phase 

ll, 
New 

Delhi 

110020, 

India, 

Tel: 

011 

4646 

5000. 

Bengaluru 560008 

Doopanahalli, MEDRAY 

CLINICS 

PVT 

LTD 

For 

Performance Qualification Five Part 

YUMIZEN H500 
Medical HORIBA 

HORIBA Medical 

HORIBA 

India 

Private 

Limited 

Indiranagar, 

#962 

12th 

main 

Rd, 

opp. 

to 
Lakmé 

Salon, 

Hematology Analyzer 

(Serial no:802YOXH01328) 



Conducted By: 

Verified By: 

PLT 10/mm3 
HGB g/dL 

s5x10/mm³ 
<0.3 gld! 

1 

RBC 10°/mm 

<0.02x 10°/mm3 

18/07/2023 

0. 

WBC 10³/mm³ 

<0.3 x10/ mm3 

0.01 

Parameters 

Acceptable Range 

Observed Value 

Sign/Date Verified by 

Serial No: 802YOXHO1328 

Blank 

Reference 

cycle: 

To 
verify 

the 
Startup 

Cycle 

of 
the 

instrument. 

B. 
Following 

is 
the 

list 

of 
test 

to 
be 

performed 

and 

verified 

Serial Number 

802YOXH01328 

Instrument Name 

YUMIZEN H500. 

A. Instrument Identification: A. Medical HORIBA 

HORIBA 

India 

Private 

Limited 

Performance Qualification 



Date/Time 

07/10/2023 10:52:15 AM MEDRAY2 

07/11/2023 11:1l8:45 AM 

07/13/2023 12:1l:46 PM 

07/12/2023 09:19:35 AM MEDRAY2 

07/14/2023 10:48:49 AM 

07/15/2023 08:42:08 AM 

07/16/2023 10:10:52 AM 

Operator 

07/16/2023 10:44:33 AM 

MEDRAY2 

MEDRAY2 

MEDRAY2 

Comment 

MEDRAY2 

MEDRAY2 

MEDRAY2 

07/17/2023 10:26:02 AM MEDRAY2 

07/18/2023 10:54:18 AM MEDRAY2 

07/n8/2023 03:15:19 PM MEDRAY2 

Pararmeters0.01, 0.00, 0.0, 1 

Status PASSED 

QUAL COMM REAG SYST 

MEDRA2 

Status 

READY 

Logs Blank 

WBC 
(10/L) 

0.01 

0.00 

RBC 

(109/uL) 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

HGB 
(g/dL) 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

0.0 

Add Comments 

PLT 

(10-/uL) 

0 

0 

2 

4 

1 
11 

Q7182023 03:1G PM 



Conducted By: 

Verified By: 

A 

WBC 10³/mm³ 

<2.5 

2.01 

PASS 

PLT 10°/mm 

< 

3.39 

PASS 

HCT % 

< 

0.90 

PASS 

HGB g/dL 

<1.5 

0.74 

PASS 

0.82 

PASS 

RBC 10/mm3 

<2.0 

CV % Observed 

Comments 

Parameters 

CV % Acceptance 

Serial No: 802YOXH01328 

in within acceptance. 
Precision 

Study: 

Precision 

is 
checked 

by 
running 

blood 

sample 

in 
10 

replicates 

& 
getting 

CV% 

HORIBA 

India 

Private 

Limited 

HORIBA Medical 

5.0 2.0 



Max 

Mean 
Difference 

2 SD 

CV(%) 

10/11 

Min 

Run Date & Time 

07/18/2023 03:29:17 PM 

07/18/2023 03:30:49 PM 

2.2.0.5 

07/18/2023 03:32: 06 PM 

U 07/nar2023 03:33:32 PM 

07/18/2023 03:36:08 PM 

QUAL COMM REAGSYST 

07/18/2023 03:37:25 PM 

07/18/2023 03:39:12 PM 

07/ns/2023 03:40:29 PM 

07/18/2023 03:43:14 PM 

technician 

WBC 

7.20 

7.66 

7.41 

0.46 

0.30 

2.01 

WBC 

744 

7.28 

7.66 

7.26 

7.37 

7.58 

7.40 

7.29 

7.20 

RBC 

5.42 
5.57 

5.50 

0.09 

5,48 

5.54 

5.51 

5.50 

5.45 

READY 

Repeatability 

HGB 

15.9 

16.2 

16.0 

0.4 

9.2 

.74 

6.2 

16.0 

16.2 

16.0 

16.0 

16.0 

HCT 

46.4 

47.7 

47.0 

1.3 

0.8 
0.90 

HCT 
% 

47.3 

46.4 

47.7 

47.5 

46.8 

47.4 

47.0 

46.9 

46.5 

PLT 

289 

315 

304 

26 

21 

3.39 

PLT 

10/L 
308 

293 

315 

289 

312 

313 

293 

295 

312 

MCV 

85.0 

85.7 

85.5 

0.7 

0.4 

0.24 

MCV 

85.9 

85.7 

85.7 

85.7 

85.4 

85.5 

85.4 

85.4 

85.3 

13 

07/182023 03:48 PM 



Min 

Max 

Mean 

Difference 
2 S 

CVI%} 

Run Date & Time 

07/18/2023 03:32:06 PM 

1l/11 

07/18/2023 03:33:32 PM 

07/18/2023 03:36:08 PM 

07/18/2023 03:37:25 PM 

07/18/2023 03:39:12 PM 

07/18/2023 03:40:29 PM 

QUAL COMM REAG 

07/18/2023 03:43:14 PM 

V 2.20.5 

07/18/2023 03:44:32 PM 

07/18/2023 03:45:55 PM 

SYST 

Lechnician 

WBC 

7.20 

7.66 

7.42 

0 46 
0.28 

7.66 

7.26 

7.37 

7.58 

7.40 

7.29 

7.20 

7.55 

7.45 

RBC 

5.42 

557 

S48 

S.54 

5.51 

5.50 16.0 

5.50 

5.45 

5.51 

5.50 

WepeatbmEy 

READY 

HGB 

15.9 

16 2 

0.4 

0.2 

0 71 

HGB 

g/dL 
13.2 

16.0 

16.0 

16.2 

16.0 

l6.0 

16.0 

16.0 

16.1 

HCT 

46.4 

47 7 

47.0 

13 

0.8 

087 

HCT 
% 

47.7 

47.5 

46.8 

47.4 

47.0 

46.9 

46.5 

46.8 

47.0 

PLT 

289 

315 

304 

26 

20 

324 

PLT 

10/uL 
315 

289 

312 

313 

293 

295 

312 

306 

313 

MCV 

85.0 

85 9 

85.5 

09 

0.5 

0 28 

MCV 

85.7 

85.7 

85.4 

85.5 

85.4 

8S.4 

85.3 

85.0 

85.5 

O 

13 

07/18/2023 03:47 PM 




































































