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Cieneral Instructions:

NORIBA India PyLLid. is Inpl:lhii‘hh fior wnstullation of HORIBA ABX Micros ES 60 Fully Three
PartAutomated Hemaology Analyzer, SLORBIT HEALTH CARE & DIAGNOSTIC CENTEILIZS/ 1,000 RANLWAY

ROAD, 0P GUPTA MEINCOSE GURGADN HARYAMA-122001 a8 per (he altached protocol.

An authorized HORIBA India Pvi. Lid, representative will physically check the system and
proceed for the installation,

This installation protoeo]l will be followed as speciffed by the manufucturer,

Installation checks will also be performed 1o verily that the instrument has been installed with
proper eommections and utilitics,

After the instullation of the system, Instrument calibration&QCwill be performed by the
withorzed HORIBA India Pvt. Lid. representative.

An suthorized HORIBA India Pvt. Lid. representative will also perform the precision check on
the system to check if it is as per the claim of the manufscturer.

The resulis obtained for Calibration, QU &Precision checks will be verified by the qualified
imined employee of (wbit health cwre & disgnostic center 32571 10ld railway road
gurgacn.along with an authorized HORIBA India Pyt Lid., representutive.

On completion of the lnstallation all the necessary documents of the System checks will be usad
W eveluste the instrument installation i accordance with the manufacturer's protocol and
ntended use.

An authorized HORIBA Tncia Pyt Lid | representetive will verify the documents of the svstem
chevks and approve the same,

Successful completion of this proweu] will venify thet this instrument has been installed n
accordimee with the intended usage

Repori Sign Off
Prepared by: HORIBA Medical - HORIBA IndiaPvi. Lid.
Mumme: Hemendra Katara
AL
Tithe: Signy - | Date: /2fof /3 1
Application Specialist
Reviewed by ORBIT HEALTH CARE & DIAGNOSTIC CENTER ,GURGAON
Name: | PAWAN SHARMA
Title: Signe Date: /98 /3 1.
| Appraved by: ORBIT HEALTH CARE & DIAGNOSTIC CENTER .GURGAON
MNuamy: PAWAN SHARMA
Titte: S 32 Dule: /3 /osf3
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ABX MICROS ES 60

(>enal no:209ESOH04697)
Hematology Analyzer

For

ORBIT HEALTH CARE & DIAGNOSTIC CENTER
325/11,0LD RAILWAY ROAD,GURGAON H.R.

#1246, Okhla industrial Estate, Phase Ill, POCKET 40,203, NEHRU ENCLAVE
110020,India, Tel: 011 4546 5000.
Visit us:http://www.horiba.com/fin/
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3. Equipment Description :
Micros ES 60, Tiematology Analyrer

Instroment Identification Verified | Verified
Yes™o | by / Date

Equipment Type - Hematology Analyzer Yes Yes
Moslel : HORIBA MICROS ES &0 Yes Yes
Manufacturer - HORTBAMedical, Franee IYes | Yes
Marketed Hy HORIBA Modical - HORIHA [ndia Pyt Lid .' Yes i _"ﬁ:l_
Eauiprment # - One Yes Yes
Serial Number :209ESOH04627 Yes Yes
Diimensions : 24(W) x |8{1)) x 24(H) Yes Yes
Power Supply: 100Vac to 240Vac (+/-10%)
S0Hz ta 60Hz Yes Yis

| Power G womn: 150 VA

4. es o :

The sccessories were supplicd with the mstrument as per the check hst. Check &verified in case
they are found 1o be in onder.

Qualified Trained employes name Verified By Dare

5. Prevemtive Maintenance :
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The routine preventive mauntenunce of the system will be enried oot by an authonized HORIBA
India Pvi Lid., engineer at & specificd time mterval as recommended by the manufactorer.

6. Spare Parts :
HORTDA India Pvi. Lid strongly recormmends the end user to maintain a basic consumable parts

onsite to mmimize down fime due to minor failures. Spare parts as provided in the installation
kit.

A. Installation Procedure:

1. Putting the svstem at the predefined and preinspected location (Having suitnble Working
Conditions)

2. Removal of the imemal packing materal of the sysiem.

3. Mace the Instrument on the benchtop (Vibration free).

4. Conneet the Power cord 1o the MICROS ES 60,

6. Tumm on the Extermal Printer

7. All the operating software has heen lnaded in to MICROS ES 60,

8. Now fromback mde of the mstrument tum the power switch ON MICROS ES 60 goes
through its power up and sell-test sequence.

9. The Micros Es 60 login menuis displaved after the Start up eyele is completed. Enter the
credentials.

B. IN LATION o
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Insirument Name : HORIBA MICROS ES 60
serial Number : 200ESOMH04697
Customer Detalls SORBIT HEALTH CARE & DIAGNOSTIC CENTER
GURGAON
with complete address
Installation Date + 2000819
Warranty expires on H
Prepared by: HORIBA Medical - HORIBA Indin Pyt. Lid.
Namie: Hemendra Hlllﬂl'l ’
1 \
Title: Signifh, ~ Date: /77af/> 1.
Application Specialist
Reviewed by: ORBITHEALTH CARE & IMAGNOSTIC CENTER,GURGAON
Name: PAWAN SHARMA
Title: Signa > Date: /7708 /5 1

Approved by: ORBIT HEALTH CARE & DIAGNOSTIC CENTER,GURGAON
Name: PAWAN SHARMA -

Title: ' — E"i;n‘g?? = Date: /3 /0f /2 3
Conclugion: Instrument has boen qualified for Installition, Henee it has been aken for Operational

Quulification,
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ABXMICROS ES 60

(Serial no: zosesamoassT)

Hematology Analyzer

For

ORBIT HEALTH CARE & DIAGNOSTIC CENTER
325/11,0LD RAILWAY ROAD GURGAON H.R.

#246, Okhla Industrial Estate, Phase Ill, POCKET 40/203, NEHRU ENCLAVE
110020, India, Tel: 011 4646 5000.
Visit uschttp://www.horiba.com/in/

Ao Operational Qualification

1. Instrument Identification:
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Instrument Nume : HORIBA MICROS ES 60
Serie] Number : ISESOHD4AELT
2. Following I
routinely,
Sr. | Test Name | Test Purpose Method Observation | VerifiedSi
No.. | gn/Date
l. | SYSTEM TOCHECK THE | Switch on the main, swiich on 0K OK
SWITCHON | ERROR FREE the system. Login into Pentra
POWER UP. Application software Start up
cycle is performed Login in as
Usier and check for the Screen
Errors.
2. | STARTUP TOCHECK THE | Run a startup eyele from the 0K Ok
CYCLE BACK GROUND | main menu; check if the
15 QK. backyround is in the accepiable
el FRnge.
1. | PRINTER TO CHECK Imitinte a self-test of printer ar (1K K
TEST STATUS OF run & snanple o chieck the print.
THE PRINTER.
4. |REAGENT | TOCHECK Manually check in the reagent OK Ok
STATUS ADEQUATE botiles or ¢lse change the reagent
REAGENT IS from the Simus Menu
AVAILABLE .
FOR ANALYSIS |
£ | SAMPLE TO CHECK | L. To run Stat’ Manual sample, 0K 0K
ANALYSIS PROPER press on sample dentification
FUNCTIONING | snd enter the sample 1T and
OF SAMPLE press on vahdate.
ANALYSIS
6 | ARCHIVE TORECOVER | Pross on Results History foon OK OK
AND THE SAMPLE and view the current resuhs. To
CURRENT RESULT FROM | view archived reports, Select
REPORTS ARCHIVE ANI} | Archive results and select the
CURRENT dete of the reports and view the
- REPORTS repart
7. | QUALITY TORECOVER | Press on QC lcon from the Main OK Ok
CONTROL QUALITY Meno and select the Lot No. and
DATA CONTROL press on Print lean (o print L)
DATA AND L] | gmiph. To view on QC Runs
GRAPH LClick on Dutas .
8. |FLAGS AND | TOCHECK THE | Run sample to verify alanms and Ok (9] 4
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ALARMS PROPER FLAGS | flags.
AND ALARMS
FOR SAMPLES
B. Operational Training Record

Operator Training: The users responsible for the operanon of this mstrument will be tained on the
proper usage of the system. Training will focus oo the basic operation and maintenanee of (he system
The training of the operntors will be documented and the rming records will be filled as indicatsd

Below:
Sr. Operators Designation | Name & Sign of Drate
Nu. ~ the Tralner.
1 MIL ABITINANDAN Lab tech “"“"hhﬂ"* " 1008722
2. MR SURAD Labtech | Hemendra 10/8/22
3 MR SUNIL VERMA Lab tech Hemenilra 10822
4 AMS REKHIA Lab tech Hemendra 10/8/22
5
E- -
5
-
9
0,
1
12
13
14.
15,
16,
C. Operator Maintenance Protocol

Maintenance and Troubleshooting: Perform Concentrution Clesning s advised by the HORIBA
Medical Representative Run a Shutdown eyele before switching off the analyzer.

OPERATIONAL CERTIFICATE:
Instrument Name : HOHIBA MICROS ES 60

Senial Number : 209ESOHDAGET
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Customer Details :ORBIT HEALTH CARE & DIAGNOSTIC CENTER
GURGAON
with eomplele adidriess

= HORIBA
Warranty explres on

Medical

Prepared by: HORIBA Medical - HORIBA India Pve. Lid.
Name: ) Hemendra katatn
Title: !iln;'!:\a-., Date: 740 /’-3. -
Application Spectalist
Reviewed by: ORBIT HEALTH CARE & DIAGNOSTIC CENTER, GURGAON
| Nome: PAWAN SHAR
Title: Sign%’- 3 Diate: ;::]?'5 &/ 1~
Appraved hy: DREIT HEALTH CARE & DIAGNOSTIC CENTER., GURGADN
Name: PAWAN SHARMA
Title: SignENG Dme: 500 4

Dewvialion:

Conclasion: Instrument has been qualified for Operational Hence it has been taken for Performance
Cualification.
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ABXMICROS ES 60

(Serial no:zoeesomnedssr)
Hematology Analyzer
For

ORBIT HEALTH CARE & DIAGNOSTIC
CENTER,GURGAON

#246, Okhla Industrial Estate, Phase |1l, POCKET 40/203, NEHRU ENCLAVE 110020,
India, Tel: 011 4646 5000,
Visit uschttp://www.horiba.com/in/

A. Design Qualification

This §5 to certify that Hematology snalyzer specinlly designed for perform the following
paramelses,

WBC - White Blood Cell Count

RBC - Red Blood Cell Count

HGE = Hemoglobin Concentration

HCT = Hematocrit

MLV = Mean Corpuscular Volume

MCH = Mean Corpuscular Hemoglobin

MCHC = Mean Cellular Hemoglobin Concentration

NP A e
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8. PLT = Platelet Count
9. RDW-CV = Red Cell Distribution Width (Cosfficient Of Variation)

10, ROW S0 = Red Cell Distribution Width
1. PDW = Platelet Distribution Width
1. MPY = Mean Platelet Volume

13. PLT = Plateletorit

14, Gra # =GRANELDCYTE COUNT

15.  LYM# = Lymphocyte Count

16, MONDE = Mono

7. LYMY = Lymphocyte Percent

18, MONDE = Monocyle Percent

19, Gra % = GRANELOCYTE PERCENT

B. DESIGN CERTIFICATE:

Instrument Name t HORIBA MICROS ES 6l

Serial Number : 200ES0HO4E9T

Customer Detalls sORBIT HEALTHCARE & DIAGNOSTIC
CENTERGURGAON

with complete address

Installation Date = HKOR/10

Warranty expires on

Pregared by: HORIBA Medical - HORIEA Indin Pyt Lid,

MName: Hemendra katara
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Title: [ sign: Vo~ nm ;;:r/q Jiq
Applicution Specialis
==HORIBA=
—.‘Hm:
Tille Medical
Approved by: ORBIT HEALTH CAREL DMAGNOSTIC CENTER.GURGADON
| Name; PAWAN SHARMA
[ “Titles WT_.-‘ Date: ;?f‘ﬁf/ﬂ-* e
Bustiti

Conclusion: Insirument has been qualified for Operational. Hence it has been taken for Desiygn
Orialifiention

ABXMICROS ES 60

(S5erial No:z0sesonoass?)
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Hematology Analyzer

For

ORBIT HEALTH CARE & DIAGNOSTIC
CENTER,GURGAON

K246, Okhla Industrial Estate, Phase lll, POCKET 40/203, NEHRU ENCLAVE
110020,India, Tel: 011 4646 5000.
Visit us:http://www.horiba.com/in/

A Performance Qualification

A, Instrument Ildentification;
Instroment Name fHORIBA MICROS ES 60

Berlal Numler: Z0BESDHOdAR9T

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

* Blank Reference cvele:To verily the Starlup Cyele of the instrument,

Serial No: Z09ESOHOAGET

Paramefers Accepluble Range [ Observed Yaloe '-"‘ﬂ'll'led by
- _ Sign/Date
| WBC 107y’ < 0.3 10/ mm’ I i

RBC 10%mm’ < 0.02% 10" fmm" ]
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HGH gan =03 p/dl il
PLT 10" mam* < 10=10" mm' (1]
Conducted By: Verificd By

*  Calibration: To calibrate the Instrument using calibrator (ADX Mnocal) and verify the same.
Procedure: Go o Quality Assurance icon on mam screen and then Calibration icon. Run
Cahbrator (ABX Minocal) 06 limes, withoul taking the values of first run, calibrate the
mstrumen! nxing average of the last 10 nms. Run Calibmtor as a ssmple w verify the
calibrution.

Lot: CX473:Expiry: 05/09/2022,

Serial No: 200ES0H04697

Target Vilne
Parameter (As per Kil :fl:llll: ll.'_"'h"!l:ﬂ Acceptance | Comments
Insert) CV%
WBC 0.0 8.8 0.9 <% PASSED
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RBC 4.46 .62 0,38 2% PASSED
HGE 13.0 12.9 0.3 <1% PASSED
HCT 375 8.4 0.3 2% PASSED
PLT 235 217 5 <% PASSED
Conducted By: Verified By:

= Control Runs:The quality of the analyrer is checked by runnimg three levels of Controls &

getting the values in the range as per the kil inserl.
*  LoGABX Minotral MX4360.; Exp:RS10/22
*  Loi: ABX Minotrol MX436N; Exp:05/10/22
»  Loi: ABX Minotrol MX436H; Exp:05/10/22

Serial Nu: 209ESOHO489T

Level 1: Low Conidrol

Hange (As | Observed Value

Farnmeters er Kit 1 ) Dated 10/08/2022 Comments
RBC 107/ mm’ 2,08 — 1.42 .22 Passed
HGB g/dl. 33-62 5% Passed
HCT % 14.2 - 18.2 15.9 Passed
MOV um’ 68 - 76 T2 Passed
MCH pg 138178 26.1 Passed
MCHC g/dL 318348 164 Passed
RDW % 125185 142 Passed

| LT 10'imm* 53-91 & | Passed
MPY pm’ 6.3-103 7.8 Passed
WBC 10 mm’ 1.7=-2% 2.0 Pussed
GRA % ~ 2L0- 350 26.1 Passcd
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GRA # 0.2 1.00 .60 Passed
LYM % 560720 64,7 Passed ]
i LYM # 090 - 1.70 130 Passed
MON % 2.0 140 BA Passed
MON # 0.0 - 0.40 .10 Passed
Level 11: Normal Contral
Range (As |  Observed Value .
Parametors per Kit Tnsert) | Dated 10/08/2022 Comments
RBC 107 mm’ 444484 4.50 Passed
HGB g/dL 13.1-14.1 13,7 Passed
HCT % 36.5 - 40.5 K] Passed
MOV pm 78 - 88 Rl Passcd
MCH pg 273 -313 304 Passed
MCHC p/dL 313 - 343 36.7 Passed
RDW % L8 19.8 128 Passed
PLT 18Vmm® 130 - 200 266 Passedl
MPV_jum' TA-114 B4 Passed
WBC 1Py 6888 74 Passed
GRA % 500 — T0.0 56.6 Pussed
(GRA# 3.78 - 5.58 4.30 Passcil
LYM % 193 - 353 36,0 Passed
LYM# 143 — 2.53 260 Passed
| MON % 0.2-12.2 24 Passed
MON & 0.01_ 0,95 0.50 Pussed
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Level 111: High Control

Range (As Observed Value

EArMmaters per Kit Tnsert) | Dated 100872022 Commants.
RBC 107mnw 531-595 5.73 Pussed
HGE g/dl, 173 100 185 Passed
HOT % 46.7_535 50,7 Passed
MCV % 9 0 Passed
MCH pg 303343 313 Passed
MCHC gidl. ¥3-33 | 364 Passed
RDW % 05— 16.5 1.1 Passed
PLT 10mm’ 425 555 529 Passed
MPV 6.0 100 5.1 Passcd
WEBC 10/mm’ 16.6— 21.0 20.3 Passed
GRA % 14§14 748 Passed
GRA (16— 154 15.30 Passedt

LYM % 51211 5.1 Passed |
LYM i .96 - 3.96 3,60 Passcd

'MON % 0.0 15.2 7.1 Passed |
MON# 0.0 - 2.86 .40 Passed

Conducted By: Verified By:
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*  Frecisdon Study:Precision is checked by running blood sample in 10 replicates & getting (V%
in within scceptance.

Serial No: 209ESOH04697

Parameters CV % Aceeplance | CV % Observed Comments
RBC 100w’ <20 0.38 Passed
HGE gidl, <15 0.30 Passed
HOCT % <20 Nem -
PLT 10°/mm" <50 LN | Plnld
| WBC 10V mun" <25 09 Passed

ConductedBy: Verified By:
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*  Currvover Stedy:Carry over 18 checked by mnning quality controls (Low & high) in 3
replicates & getting CV% in within acceplance.
= Carry Over %= (L1-L3)* 100/ H3-L3).

Serial No: 209ESOHOAG69T
WHE{ KR . MLT
Porameters | yovevm | fofmune | HOBED | BET% | oo
| Carry Over
(%) 0.34 (1] 1 " i I 017
Manufacturer
accepiable <1% <1% =1% =1% <1%
CV%%
Status Passed Passed Passcd Passed Passed

Conducted Ry: Verificd By:
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B. PERFORMANCE CERTIFICATE:

Instrument Name s HORIBA MICROS ES 60
Serial Number (208 ESDOHOA6ST
Cuostomer Detuils SORBIT HEALTH CARE & DIAGNOSTIC
CENTER.GURGAON
with complete address
Installotion Date : 2019
Warranty expires on i
Preparcd by: | HORIBA Medical - HORIBA India Pvi. Lid.
MName: Hemendra Katarn
Title: Stgn: \A
Application Specialis
Reviewed by: ORBIT HEALTH CARE & DIAGNOSTIC CENTER GURGAON
Name: | PAWAN SHARMA
S
Title: Sign: Y. Dute: /3798 /% 7.
Approved by: ORBIT HEALTH CARE & DIAGNOSTIC CENTER .GURGADN
Mame: PAWAN SHARMA

Tithe: .'ilnn‘.’?;#.- Date: /7740732
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Deviatinn;
Conclugion: Instrument hus been qualified for Performance.
{ L] )
Altachment No | Document Title Page Nos. Verified By Sign/Date
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HORIBA India Private Lid,
245, Dxhla Industrial

Estate, Phase « 111 110
O30 Meawr Dethi, bndia

Tel: +21 (11} 4646 5000 / 4665 5001
Faoe «53 (11) 4565 5010 / 4646 5020

HIN/MED/2022-2023/ 100654
10" Aug 2022

CALIBRATION CERTIFICATE

This is to certify that the Hematology Analyzer ABX PENTRA XLBO bearing serial number:
Z0IESOHD4697 installed at Orbit Health Care & Diagnostics Centre, Gurugram as calibrated on
10™ Aup 2022

Calibrator AR MINDCAL
Lot Ne. :CX473
Expiry Dale : 05" Sep 2022

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

Next calibration cycle is due on 09" Aug 2023,

e

Shrish Dixit
(Huead- Products & Marketing)
For Horiba India Pyt. Lid.

HORIEA

Explore Lhe Fulume
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