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General Instructions:

« HORIBA India

Pvt. Ltd. is responsible for installation of YUMIZEN H500, Fully 6 part Part

Automated Hematology Analyzer, at SHRI BABU SINGH JAY SINGH HOSPITAL. As per

the attached protocol.

* An authorized HORIBA India Pvi. Ltd., 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 utilitics.

An authorized HORIBA India Pvt. Ltd. representative will also perform the precision check on

the system to check if it is as per the claim of the manufacturer.
The results obtained for Calibration, QC & Precision checks will be verified by the qualified

trained employee of
BA India Pvi.

SHRI BABU SINGH JAY SINGH HOSPITAL along with an suthorized HORI

Ltd., representative.
necessary documents of the System checks will be used

e  On completion of the Installation all the
to evaluate the instrument installation in accordance with |

intended use.

An authorized HORIBA India Pvt. Lid.,

checks and approve the same. _ _
Successful completion of this protocol will verify that this instrument has been installed in

he manufacturer’s prolocol and

representative will verify the documents of the system

accordance with the intended vsage.

Report Sign Off

[ Prepared by: HHORIBA Medical - HORIBA India Pvt. Lid.
Name: RAHUL RAJPUT
Title; Engineer at [Customer Sign: Date: 04/11/2019
E“PP““ WM /

\
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Approved by:

Name:l Mr. Arun Chand

Title: Lab Incharge SiT' IE Date: 04/11/2019

YUMIZEN H500
(Serial no: 907YOXHO02566)
Fully Automated Hematology Analyzer

Installation Qualification

For
Shri Babu Singh jay Singh Hospital,

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

AL fallation Qualificatio

1. Installation Requirement :

. Sr. . Compliance
No. Description (Yes/No)

Environmental conditions: Indoor Location not erpos;d to sunlight, water
1. | and vibration free platform. Temperature of 16°C to 34°C and maximum yes
relative humidity of 80%.
Physical Space Requirement: 36(W) x 36(D) x 53(H)em with at least 20 cm

& space at the back of the instrument from the wall. yes
3 Electrical Requirements: Power supply - 100Vac- 240 Vac +/- 10%. Power i
" | consumption — Maximum 150V A with earth less than 3 V., y
4. | UPS connection available. yes

2. The instrument has been checked for the following:
Sr. ; Provided
No. Verification (Yes/No)
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Instrument is identified

Instrument Serial No. : HWTYOXHO2566

Yes

5 Msmfl'ncturcr'ﬁ specifications: Technical and Physical
Requirement

Yes

3, Access.uﬂcs:" consumables are listed as per checklist
( Provided along)

Yes

System checked for any External / physical damage.

Yes

5. | Instrument User Manual (Soft Copy)

Yes

3. Equipment Description :

YUMIZEN H500, Fully Automated Hematology Analyzer

Instrument Identification

Verified
Yes/No

Equipment Type : Hematology Analyzer

Yes

Model : YUMIZEN H500

Yes

Manufacturer : HORIBA Medical, France

Yes

Marketed By :HORIBA Medical - HORIBA India Pvt. Lid.

Yes

Equipment # : One

Yes

Serial Number : 907YOXH02566

Yes

Dimensions : 36(W) x 36(D)} x 53(H)

Yes
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Power Supply: 100Vac to 240Vac {(+/-10%)
50Hz 1o 60H2 Yes
Power Consumption: 150 VA

4. Accessories/Consumables :

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

5. Preventive Maintenance :

.Irh: l'ﬂll:tine preventive maintenance of the system will be carricd out by an authorized HORIBA
ndia Pvt. Ltd., engineer at a specified time interval as recommended by the manufacturer.

6. Sparc Parts :

HORIBA India Pvt. Ltd strongly recommends the end user to maintain a basic consumable parts

?site to minimize down time due to minor failures. Spare parts as provided in the installation
il.

B. Installation Procedure:

I. 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,

(¥ Scanned with OKEN Scanner



HORIBA

Medical — HORIBA India Private Limited

6. Tum on the inbuik Printer.
7. All the operating software has been loaded in to Yumizen H500,

8. Now Irom back side of (he ;
; > mstrument turn the power switch ON. Yumizen H500
through its power up and self-test ——— po ren H500 gocs

9. The Yumizen 11500 lo

cridoitials Bin menu is displayed afler the Start up cycle is completed. Enter the

C. INSTALLATION CERTIFICATE:

Instrument Name : YUMIZEN H500

Serial Number + 007TYOXHO2566
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Customer Details

with complete address
[nstallation Date

Warranty expires on

HORIBA India Private Limited

: Shri Babu Singh Jay Singh Hospital Laboratory
Bhaupur bewar Road Fatehgarh Farrukhabad

: 04/11/2019

= 03/11/2020

Prepared by:

HORIBA Medical - HORIBA India Pvt. Ltd.

Name: Rahul Rajput
Title: Engineer at Customer [ Sign: Date:04/11/2019
support T2aun -l
=
Ippruveﬂ by: Shri Babu Singh Jay Singh Hospital
Name: Mr. Arun Chand
Date:04/11/2019

Title: Lab Incharge

Sig

Deviation:

Conclusion: |
Qualification.

nstrument has been qualified for Instal

lation. Hence it has been taken for Operational
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YUMIZEN H500

(Serial no: 907YOXHO02566)
Fully Automated Hematology Analyzer

Operational Qualification

For

- Shri Babu Singh Jay singh Hospital,
Farrukhabad
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A. Operational Olmliﬁmiiun

1. Instrument Identification;
_'__'_-—-—-_-_-___-_---_-;

Instrument Name

YUMIZEN H500
Serial Number
NTYOXH02566
2. Following is the list of gcti
a . .
s ctions performed and verified for running the system
Test Name | Te
st Purpose Method Observation |
.WSTEM TO CHECK THE | Switch on the main, switch on Ok
\WITCH ON | ERROR FREE the system. Login into yumizen
POWER UP. Application software Start up
cycle is performed .Login in as
User and check for the Screen
Errors.
TARTUP TO CHECK THE | Run a startup cycle from the Ok
'YCLE BACK GROUND | main menu; check if the
IS OK. background is in the acceptable
range.
RINTER TO CHECK Initiate a self-test of printer or Ok
EST STATUS OF run a sample to check the print.
THE PRINTER.
EAGENT TO CHECK Manually check in the Elgcnt ) Ok
TATUS ADEQUATE | bottles or clse change the reagen
REAGENT IS from the Status Menu.
AVAILABLE
FOR ANALYSIS |
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ﬁﬂ:‘!&'{s S TO CHECK
a Ih Ll . =t ¥ ]
AN ][:R{"_PR II‘-'r :I O run Stal/ Manual sample, | Ok
I{H,L IONING % :l-lﬂs on sample identification
OF SAMPLE _“'“lﬁr the snmple 1) and
ANALYSIS press on validate,
ARCHIVE | TO REC
1IvVE RECOVER ™ | prs—
AND THE S;;};’;E Press on Result History icon Ok
CURRENT RESULT I?I".a and view the current resulty, To
REPORTS ARCHIVE ANT view archived reports, Sclm;l
CURRF,N"]‘ ? i:ﬂhi‘-'f—' results and sclect the
REPORTS m;:f the reports and view the
GALTY | TO RECOVER =i
goNTRUL Q(d Eﬁ(;vm Press on QC Icon from the Main | Ok
DATA CONTROL h‘!ﬂnu and seleet the Lot No. To
v , i
DATA AND LJ I;:::SDH QC Runs , Click on
GRAPH '
FLAGS AND | TO CHECK THE | Run sam i =S
ple to verify alarms and | O
ALARMS PROPER FLAGS | flags. Il k
AND ALARMS
FOR SAMPLES

B. Operational Training Record

Operator Training: Th
proper usage of the system. Trai
The training of the operators wi

below:

¢ users responsible for the operation

ning wi
Il be documented an

1 focus on the hasic ¢

C. Operator Maintenance Protocol

Maintenance and Trou
Medical Reprcscﬂtativc

bleshooting: Perfo
Runa Shutdown cyc

rm Concentrat

d the training records will

jon Cleaning as

fe before switching off the analyzer .

of this instrument will be trained on the
peration and mainienance of the system.

be filled as indicated

advised by the HORIBA
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OPERATIONAL _CERTIFICATE.

Instrument Name

Serial Number

Customer Details

with complete address

Installation Date

Warranty expires on

* YUMIZEN H500,

1 907TYOXHO02566

* Shri Babu Singh Jay singh Hospital Laboratory
Bhaupur Bewar Road Fatehgarh Farrukhbad

: 04/11/2019

: 03/11/2020

Prepared by:

HORIBA Medical - HORIBA India Pvt. Ltd.

Name:

Rahul Rajput

_ |
(% Scanned with OKEN Scanner
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Date:04/1 IIIIIIT'E;

S -
hri Babu Singh Jay Singn Laboratory Farrukhabad

Mr. Arun chand

Title: Lab incharge

Mo

Deviation:

Date:04/11/2019

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

Qualification.
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YUMIZEN H500

(Serial N0:907Y0XH02566)

F
ully Automated Hematnlogy Analyzer

Performance Qualification

For

Shri Babu Singh Jay singh Hospital,
Farrukhabad

#246, Okhla Industrial Estate, Phase lll, New Delhi 110020, India, Tel: 011 4646 5000.
Visit us: http://www.horiba.com/in/
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A. l"m‘l'm'm:mur

talification
A. Instrument Identification.

Instrument Name

YUMIZEN H500

Serial Number

NTYOXH02566

B. Following is the

s  Rlank Refere

Serial No: 907YOXH02566

list of test to pe performed and verified

nee evele: To verify the Startup Cycle of the instrument.

Parameters Acceptable Range Observed Value
.WBC 10¢/mm? <0.3 x10°/ mm?* 0.0
RBC 10"/mm’ <0.02x 10%mm’ 0.00
HGB g/DI <0.3 g/di 0.0
PLT 10°/mm* < 10%10°/mm’ 0

|/ Y

Conducted By:

Verified By: K(})—;__.J
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« Control Runs: ~ i
Mﬂ:—:mlgmhty of the HJHI)'Z'ET is checked b}" mnning three |C'§"l’.¢IS ﬂf Cﬂl‘ltTD]S &
g T he range as per the kit insert.

o Laot: ABX Diﬂtl'ﬂ[: PX421; E‘xp: 10/12/2019.

serial No: 907YOXHO02566

LEVEL ' STATUS
LOW ( PX 424L) OK
NORMAL (PX 424N) 0K
HIGH (PX 424H) 0K

Conducted Wﬁ%\ Verified 1%/{_

(¥ Scanned with OKEN Scanner
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= Precision Study. Prec
in within acceptange,

1Sion jg chee

Serinl No: EIIITYUKII'DIEE&

-—-—-____—————._____'

_--‘_\_--_-'_-_"'—-—._____

-.'k ¥ ; " Fi
°d by Tunning bloag sample in 10 replicates & getting CV%

HORIBA India Privale _l.imitnd

Te—
Parameters Cv
Y Amplnnu CV % Observed Comments
1 3 3 T —
RBC 10°/mm <20 0.6
1 — _-_-—-—-___'_‘—-—-_._____‘_-_-_-—_ =—====dl
HGB g/dL <15 0.5
R e N -
HCT % <2.0 0.7
3 3 -_-___-_____-_-_-___'_"l_
PLT 10°/mm <5.0 39
—_—
WBC 10¥/'mm* <25 1.2
I _—

GRA % <4 2.0

<10 1.3
LYM%
MON% e =

_XAE‘:‘;‘ Verified By
Conducted By:

.

(¥ Scanned with OKEN Scanner
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« Carryover Study: C o _

i : ver i
replicates & getting Cvoy, iy Within :z’:::;tl b
nce

SE— HORIBA India Private Limited

M .

Y running quality controls (Low & high) in 3

s Carry Over %= (L1-L3)#%; 00/(H3.y 1} P
gerial No: 907YOXH02566
Parameters WBC RBC PLT
18/mm?
Carry Over
(%) 0.5 0.9 0 0.6 0.2
Manufacturer
acceptable <j® 0 o o
C'E? . Yo <1% <1% <1% <1%
Status Passed Passed | Passed Passed Passed |

Conducted HFLAL—}_&\ Verified BF%}J\"
T

B. PERFORMANCE CERTIFICATE:
- YUMIZEN H500

Instrument Name

Serial Number - 9)7TYOXH02566

Customer Details - Shri babu Singh Jay Singh hospital Laboratory

with complete address ,Bhaupur bewar Road fatehgarh Farrukhabad

(¥ Scanned with OKEN Scanner
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——_ HORIBA India Trive™ =

|nstall‘.lli1m Date

*04/1172019

nty expires on .
Warranty HO3/11/2020,

.‘-.-._-_-_-_-'—-'-—_—-‘___"-—_—-_-_-_
red by: HO
prepared by RIBA Medical - HoRima India Pyt. Lid,

Name: Rahul Rajpu;

Title:Engineer at Customer

“Ppnrl T:Q.M u@

'ﬂ;nwﬂ by:

o —

Sl = B
'En: fZOJ\ 04/11/2019
'_'__‘_...---"'

Shri babuy singh Jay Singh Hespital Laboratory

Name: Mr.Arun Chand
Title: Lab Incharge Sign:} J; Date:04/11/2019
Deviation:

Conclusion: Instrument has been qualified for Performance.

ATTACHMENTS

Attachment No Document Title Page Nos. Verified By Sign/Date
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HORIBA India Private Limited

245, Okhia Industrial Estate Phase.ll)
Mew Delhi 110020, India

Tod 401 (11] 4646 5000 J 4669 500
Fax <97 {11 4848 5020

http : Aansew Noriba.com

CiN - UT000L2006PTO153232

CALIBRATION DATA

SMP NO/TIME WBC RBC HGB HCT PLT
SCs1 680 4.4] 123 34.00 258
SC52 .90 4.42 12.3 34.00 261
SC83 6.90 438 12.3 33.60 257
SCs4 6,70 436 123 3340 259
SCS5 6,80 4.42 123 3390 264

MEAN G.82 4.398 12.30 33.78 2508

Acceptable Limits| 651-7.00 4320 - 4.497 12.11- 1236 33.06-34.55 2503 -276.7
Result PASS PASS PASS PASS PASS
(Traceability System ) :

The traceability system of Horiba Hematology analyzers are shown in attached sheet.

(_b’tﬁ\}“/ :

Shrish Drixit

(Head- Products & Marketing)For
Horiba India Pvt. Ltd.
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HORIBA India Private Limited

248, r:‘_'um Inchustnal Estate Phase-l,
Mow Del 110000, india

Tel .49 {17) 4048 5000 / AGET SO0
Fad @ +91 {17) 4B48 5020

hittpy @ e Biewina com

GIN 5 UTIWRCU006P TG 53232

HIN/MED/2023-2024/103514
18" May 2023

CALIBRATION CERTIFICATE

i ial number.
This is to certify that the Hematology Analyzer YUMIZEN HS500 bearing sena
907Y0XH02566 installed at SHRI BABU SINGH JAY SINGH HOSPITAL FARRUKHABAD
as calibrated on 19" May 2023.

Calibrator  ; ABXMINOCAL
Lot No. ' CX440
Expiry Date : 25" June 2023

I

The reports of Blank Cycle, Repeatability and Calibration Values were all found in
acceptable range.

Next calibration cycle is due on 18" May 2024.

. b GH T W

-, '.;_w.\~
/

Er—omy——p

s

Shrish Dixit

(Head- Products & Marketing)
For Horiba India Pvt. Ltd.
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Run Date 21/11/2023 10:01:24 AM Operator rechnician

Name DIFFTROL Sample ID PX444N

Level Mormal Exp. date 0sf01/2024
Lot number PXA44N

Range Alarms. |
RBC 4.66 105/l 4.47 - 4.87
HGE 13.4 gfdL 12.7-13.7 e
Hcr 38.9 % 382 -42.2 |
mcy B35 pm? #1.0-91.0 ::
mcH 2B8.8 pg 26.3 - 30.3 :
McHC 34.5 gfdL 299-359
ROw-cv 12.0 % 10.5-18.5 Lol e
ROW-5p 41.3 pm? 36.5-52.5 se G0 18D
_" PORLT
PLT 249 103l 198 - 258 :
MPV 9.0 pm? 7.1-11.1 :
I.i
Range
wec B.B7 10%uL  7.45-9.45
# Range % Range
NEU 4.84 317-4.97 547 38.2 - 58.2 |
Lym 3.19 270-410 1359 32.2-48.2 |
mon 0.30 D.00-0B4 3.4 0.0 - 10.0
eos 0.49 0.00-0.70 5.5 0.0-82 I
Bas 0.05 0.00-042 0.5 0.0-5.0
|
Raw Data r
PLT counts {by sections) Rl:lm:mu {:; secuur:;; - " . : |
i o o ;;5 45 ::7 :Eﬁﬂ 4717 4747 4720 4587 4737 4717 )
= e e 530 511 512 57 S8 59 s10 511 512
! oy 25:2 244 255 288 4626 4622 4507 4696 4647 4539
o o HBG measures (Optical Intensity) 'r
WBC counts (by sections) and others - L L2 e Li4 us L6 i
e S2 = A 559 587 j608 3608 3608 788 788 788 |
sag 604 611 632 ﬁl1 ' i i {110 e L#i
g s8 59 S10 g:z 757 787 786 786 785
525:- 5&&9625 615 s
mﬁwl +: 5752 784
Wensity 174

21“'“—!“
iy R :
k-4 y | Pay

rinted by technician S/N90TYOXHO2566 1
P H

\.-L.\
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