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TRANSASIA
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Installation Qualification for Erba Chemj

UNMATCHED SERVICE
SINCE 1979...
Customer Name : Orbit Health Care & Diagnostic Centre, Gurgaon
Address : 325/11, Old Railway Road, Opp. Gupta Medicos, Gurgaon
Instrument Model : Chemb5X
Serial Number : §2105131

Initial Inspection of the unit carried out and the details are as follows:
System Condition Report:
Found the System to have been delivered in satisfactory condition.

Confirmed and found all the required accessories as per dispatch note as per table
below.

Sr No. Description Qty
POWER CORD 3 PIN 250V/6A

USER MANUAL - Chem-5X New Scheme (Domestic)
THERMAL PRINTER PAPER ROLL (57mm x30mt.)
RECTANGULAR POLY. MICRO CUVETTE

ALLEN KEY 3MM

T200y Pipet Tips Series 200ul(Yellow) 100
T1000b Pipet Tips Series 1000ul{Blue) 100
ROUND GLASS MICROCUVETTES
DUST COVER FOR Chem-5 XNS |
TEST TUBE HOLDER (with O-ring)
Pipette Stand (Plastic) ) -
PROLINE SINGLE CHANNEL VARAIBLE VOLUME
MECHANICAL PIPETTES 5UL - 50UL (CAT. NO 720020)
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13. PROLINE SINGLE CHANNEL VARAIBLE VOLUME
MECHANICAL PIPETTE 100UL - 1000UL (CAT. NO 720060)

i

14. ERBA WASH (4 X 50 ML)

Installation Procedure & Checklist Attached for records.
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Transasia Bio-Medicals ttd., 109-110, 1st Floor8, Deep Shikha Building, Rajendra Place, New Delhi - 110 008
Tel.: 011 - 25732 Extesnah Requirements for: Installattonuz3110MH1985PLC036198 &Q}

1. Input voltage of 220V-240V / 50Hz or 60Hz.
2. Perfect earthing was provided at power source with all applicable local
. UNMATCHED SERVICE
requirement (A grounded, power plug only should be used). The voltagqll}g een
earth and neutral should not exceed more than 3V.

Installation Certificate for
This is to certify that the Instrument Serial No. $2105131 is successfully installed

and commissioned at and the Installation Protocol / checklist
has been successfully completed for the above instrument.

For TBM, Technical Services Department

-
Name © VARUN ARORA \/W

Designation : Sr. Service Engineer
Date s A\
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Transasia Bio-Medicals Ltd., 109-110, 1st Floor8, Deep Shikha Building, Rajendra Place, New Delhi - 110 008

rervsres nstallation ‘Qualification™for’Erba Che

Carried out all the Installation Procedures as per the Installation ure &
Checklists UNMATCHED SERVICE
i SINCE 1979...

Connected the Peristaltic Pump tubing correctly & placed the end of the waste
tubing coming out of the analyzer into the waste bottle provided for collecting
waste.

Carried out all the necessary system checks and tests.

Performed all due maintenance activities.

Handed over the Instrument for Operators Training & Qualifications

For TBM, Technical Services Department

Name: VARUN ARORA \,W/
Designation: Sr. Service Engineer

Date: 1\3\ L
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TRANSASIA
Transasia Bio-Medicals L:td., 109-1_10. 1st Fioor_& Deep Shikha 3ui!diﬁg. Rajendra Place, New Delhi - 110 008 S _
rErs stallation ' Report for'Erba Chem %

Customer Name : Orbit Health Care & Diagnostic Centre, Gurgaon

UNMATCHED SERVICE
SINCE 1979...

Department : Lab
Contact Person : Mr. Pawan

Instrument Model : Erba Chem-5X NS

Serial Number 2 52105131

Date of Installation: 18-06-21

The instrument was installed and was found to be working satisfactorily. Preliminary
Customer Training was provided and standardization of some parameters were
done. The results were found to be within the expected range and Systam found to
be working satisfactorily.

TBM, Technical Services Department Customer Detail

Name : Varun Arora Name { /A/ﬂﬂ /&“/’”"’f
Designation:  Sr. Service Engineer Designation: o%~ &
Signature : \IOW/ Signature

Date z 1\3\?,2— Date L os Sop v
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1. Assembled the instrument accessories. U”“:?;‘c’:i‘;;;'.‘."‘“

2. Connected the 3/2 pin cord (with earth terminal} of the external SMPS to the
mains socket & checked the output of the SMPS it should be 18V DC +/-1.0V
DC.

3. Connected the Peristaltic Pump tubing & placed the end of the waste tubing
coming out of the analyzer into the waste bottle provided for collecting the
waste.

4. Mounted the printer paper.

TBM, Technical Services Department Customer Detail

Name . Varun Arora Name : é/ﬂ»—’ zékmﬂ/("

Designation: Sr. Service Engineer Designation: o&~e<

Signature : \}0—5’—5‘)‘”\/ Signature :

Date 2 Qa\}b Date z O%g/zg__
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TRANSASIA
| Transasia Bio-Medicals Ltd., 109-110, 1st Floorg‘ Deep Shikha Euildirag, Rajendra Place, New Delhi- 110 008 NS i
rrrroperational ' Qualification For Erba Che

System Certification:

UNMATCHED SERVICE
SINCE 1979...
Study data has determined that the System described in this document either meets all

criteria outlined in this Operational Protocol, or exceptional conditions have been
identified and documentation included.

Exceptional conditions, if any, have been addressed.

The System is ready for specific usage.

Protocol Performed By:

Name: Mr. Ravi Kumar Sah
Designation: Application Specialist

Customer Authorization:
Name:
Designation:

Company Representative Sign:- Customer Sign:- E/

Date:- \!3!2?,—* Date:- a/ﬁf/z.:;_
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Transasia Bio-Medicals Ltd., 109-110, 1st Floor8, Deep Shikha Building, Rajendra Place, New Delhi- 110 008

e perational Qualification for Erba Cher

TRANSAS A _

[A] FUNCTIONAL CHECK : UNMATCHED SERVICE
SINCE 1979...
1. PUMP CALIBRATION 2175
(Calibrate the peristaltic pump and record the count range from 1800 to 2700)
PRINTER TEST Ok

(To carry out printer function test from maintenance menu and to confirm that
all characters printed w/o gap & are clearly readable:- Last line must be above

paper cutter)

3. KEY FUNCTIONS DK
(Confirm all keys function & keys functioning are smooth)
4. BUZZER Ok,
(Buzzer beeps when key is pressed)
5. PERISTALIC PUMP ASSEMBLY D)<
(Confirm rotor rotates smoothly without jerk, and placement of peristaltic tubing
Remains at the centre of the bush and should not be touching the end supporr
or rotor base)
6. TEMPERATURE CHECK
Q
Cuvette temperature physical: 2= €
Temperature Range: (A) 37° C£ 0.1°C
(B) 57.5 KQ to 59.0 KQ using temperature lig)
Check temperature in RUN TEST mode for temperatures:
1. 322G ibz= 2. 30AE 3. 25%C: o
7. GAIN CHECK FOR ALL FILTERS
Filter 340 405 505 546 578 630 R nge

Gains 155K | 167K 162K | 153K 145K 158K

3000.-200000

Offset OK OK oK OK OK OK

-500C to +5000

8. Checked Hardware test and found OK.

www.transasia.co.in
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Transasia Bio-Medicals Lid., i09-110, 1st Floor8, Deep Shikha Building, Rajendra Place, New Delhi - 110 008
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10. Checked printer test and found OK.

UNMATCHED SERVICE
SINCE 1979...
TBM, Technical Services Department Custorner Detaili/
Name - Mr. Ravi Kumar Sah Name : 0 00 K825
Designation : Ap@iieiion Specialist Designation : Gl ree A
Signature Signature
g -~

Date : a2 Date: a0/ / of /;- 2
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Performance Qualifications for Erba Chem5 n

\

1. PRECISION CHECK:

(After performing Glucose calibration, prepare Glucose reaction solution of one
concentration of around 5ml and aspirate this reaction 500pl 10 times and note down
readings and calculate CV. CV should be below 3%)

Sr. No. | Concentration mg/dl
1. \00 .3
2. { Q0 ¥
3. 1004
4. 100-2
o [OO'L
6. 100 4
7. 1005
8. too.8
9. 1009
10 \cc- 9
Mean V\O0. b
SD f\»S‘
CV% 0.5 Y-

Protocol performed By:-

TBM, Technical Services Department

TBM, Technical Services Department
Name : Mr. Ravi Kumar Sah
Designation: Apphcation Specialist
Signature
Date

¥ 8\2?_.-—

CUSTOMER DETAIL

Customer Detai

Name

Designation:
Signature
Date

Page 10 0of 9

www.transasia.co.in

a//-/ﬂf/(
b -2
0//0f/;,. 0

HO : Transasia Bio - Medicals Ltd., Transasia House, 8 Chandivali Studio Road, Andheri (E), Mumbai - 400 072,

[SMED SERVICE
SINCE 1979...

|
%A/ﬂ-v S oo ”/f

rba’



Transasia Bio-Medicals Lid., 109-110, 1st Floor8, Deep Shikha Building, Rajendra Place, New Delhi - 110 008
Tel.: 011 - 25732223 Fax: 011-25785451 Email: nz1@transasia.co.in CIN: U33110MH1985PLC036198

UNMATCHED SERVICE
SINCE 1979...

Ref: TBMNZ-1/430/21-22
Dated : 18-06-21

Calibration Certificate

Customer Name : Orbit Health Care & Diagnostic Centre, Gurgaon
Model : Erba Chem 5X

Serial No. : S2105131

Calibration Date : 18-00-21

Calibration Due Date : 17-06-22

This is to certify that we have calibrated the Semi Automated Biochemistry Analyser
Model - Erba Chem 35X bearing Sr. No. S2105131 and on inspection of the insirument if is
observed that the results are well within the range and instrument is working fine
Instrument is properly calibrated

Thanking you,
For Transasia Bio-Medicals Ltd.

N

Varun Arora
Sr. Service Engineer
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UNMATCHED SERVICE
SINCE 1979...

Ref: TBMNZ-1/765/22-23
Dated : 18-06-22

Calibration Certificate

Customer Name : Orbit Health Care & Diagnostic Centre. Gurgaon
Model : Erba Chem 5X

Serial No. : S2105131

Calibration Date : 17-06-22

Calibration Due Date : 16-06-23

This is to certify that we have calibrated the Semi Automated Biochemistry Analyser
Model : Erba Chem 5X bearing Sr. No. S2105131 and on inspection of the instrument it is
observed that the results are well within the range and instrument is working fine
Instrument is properly calibrated

Thanking you,
For Transasia Bio-Medicals Ltd.

&M\p\/
Varun Arora

Sr. Service Engineer
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ERBA NORM &C

LoT - S062243 £
Exp — M]2o24.

U1/08/2¢ 13:17:03

000108 AST 47.91 Ius.
LINEAR REACTION

01/08/22 19:23:06
000109 ALT 49.33 IU/1 H l
LINEAR REACTION

01/08/22 19:29:47

000110 ALP 98.95 IU/1
LINEAR REACTION

§1,08/22 18:33:35
01/08/22 <. .4:13 |

000123 URE 41.21 mg/dl
LINEAR REACTION

01/08/22 20:35.15

000124 CRE 1.30 mg/dl
LINEAR REACTION |

01/08/22 20:38:17
000125 ALB 2.41 g/dl L

01/08/22 20:42:30 |
000126 CHO 139.9 mg/d]

01/08/22 20:47:04

000127 TRIG 70.50 mg/d]

01/08/22 20:48:12
000128 TPRO 6.06 g/a1 |

01/08/22 20:50:18
000123 LRIC 5.25  mg/d]
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ERBA NORM < E?@g"bam C€

CONTROL FOR BIOCHEMIS TRy
Assayed Values for ERBA Reagens, i ok . 2 .
Website : wwW.erbamannheim com
DER REAGENTS & SYSTEM PACK REAGENTS INNORMAL RaNGE :

LIQUID STABLEREAGENTS /POy
For in vifro diagnostic use only

INTENDED USE RECONSTITY0,
N
ERBANORM - Allowho vig| gy, 3
PRINCIPLE OF THE PROCEDURE S 4 AQUA-4 (5upphod In e ki o attai o0 temporatura. Add Rxactly

This human serum control is o be used for 35085 men) of : :

use and trealed i the same way s an unknown ‘Pﬂ‘*ﬂmm‘:m%ﬁiz?:;:ﬂmﬁ
wih the direction of the assay procedure.
The-esults oblained for the contro! are lo be Comparaq .z
"assay data section of the insert and anevaluation magy
1o determine if the procedure is within the O;:hlrgl limiitg,

ILis recommended that each laboratories estabilish g own -
Valuas providedinthe Inser shouldbe Used 35 eferenge. o+ o 2 opHable fand

of,

: smﬂA&ur«.‘q and allow to stand for 30 INULOG al ¢t in a hght-protected place. Swirt secasionally ;
X Avoid tatmation

foam, Centonts genlly 1o ensure homogenty before ysing 6% LMPIO for lesting Avoid torma

hthe assigned values giveninthe

; STORAGQ &
by standard stalistical lechniques STABILITY

Priorto reconstitution

gy 1S Sh0uld bo slord ot 2-6°C and s stabie i the axXpiry date prnfed on he bl Protuct o

COMPOSITION After reconstitution

The Control serumis prepared from human SeMM with chemical addilives and issua . Theconstiluants when protactad fram light and contarrsdaton ar £ ablc

e:drac:(\s of hg,_mmami animal origin. Bacteriostalic agents have been adde The control b 1 2 at+18*10 {.2'- c

Is provided in lyophitzed form for lncrease stabiny. 5 ; f

WARNING § 1woek al+210+8 *C (Bilirubin: 1 day)

Itis recommended that this product be handied with same precautions used for
patient specimen.

The blood donalions used for production were tested by CE-marked test kits and found to
benon-reactive for HBsAg, anti-HIV 172 and anti-HCV. In addition HCV and HIV have been
tesled by PCR, Despite of thal the danger of infection for biological material can not be
exchuded with certainty,

. 1 month a1-20°C
LIMITATIONS
The resuils oblained using the control aro dopandent upon several factars Erroncous resulls can
occur from reconstilution inaccuracy and the lechnique e/rors associated with 1he ossay

procedure. The serum Is nol campatible for use with o- Toludine Glucoso procuduros,

During the work all principles of personal hyglene are lobe maintained.
When the bollle s broken the contaminated place mus! be disinfected.

Impeopor sicrage or handing of the conlrol can also atfect he rosulls If therg s 4 visible
avidence of microbial growih in a vial, do not use that vial,

. Assayed Values Using LIQUID STABLE REAGENTS /| POWDER REAGENTS LOT No.: 5062243 EXPIRY: 11/2024
( 3 UNITS Values for Liquid Reagents Values for Powder Reagents
ABBR. PARAMETERS METHODOLOGY Value interval 18D Value Interval 18D
ALB Albumin BCG gd | 341 | 2803® | o4
Aw Alkaline phosphatase Aup UV | o3t | eiosaaisr | 675 | o6gs | mrsettens | 647
ALT/GPT ALTISGPT FCe Ul | 5147 | 4508689 | 383 | 5187 | 4150622 3.46
AMY Amylase CNPG3 Ul 1 ogg7e | s5.02825 | 450 | 4820 38.56-57.84 32
AST/GOT ASTisGoT IFCC UL | osia1 | 41056157 | 342 | 4676 | 3741561 at |
BID Bilirubin Direct DIAZO Cmgdl | 0% | 072118 0.08 '
BIT Bilirubin Total DIAZO moid, | 147 | 11018 | o012
& sl ARSENAZO Ii mgd” | 795 | 634950 0.53
_ 0CPC mgdl | 778 | 62293 | 052
Z [l Chioride MERCURIC THIOCYANATE | mmolfl. | 10500 | 89.2512075 | 5.25
CHOL Cholesterof CHOD-PAP mgfdl | 12956 [110.13-14899 | 648 | 16010 | 1360018412 | 801
K Crealinine kinase NAC LERG UL | 1373 | 85304216 | 948 | 12050 | 903815063 | 1004
CKMB Crealinine kinase MB IMMUNO Ut | 364 | 22983830 | 255 | 2050 15.38-25.63 1.7
CREA Creatinine JAFFE'S mgd | 103 | 082125 | o007
& GGT | Gammaglulamyl transferase GLUPA-C UL | %081 | 2943809 | 253 | 3013 | 2esame | 240
6W Glucose GOD-POD mo/dl | 8890 | 755710224 | 445 | 9244 | 783210596 | 461
DIRECT mgdl | 3913 | 31314696 | 261
oL
W e S Phospholungstic Acid mgdl | 1600 | 126192 | 107
1oL LDL Cholesterol DIRECT moldl | 5933 | 474171120 | 3.9
Di-p | Lactale dehydrogenaseP DGKG Ut | 3 | 00646058 | 2675 | 2950 | 231630740 | 1930 |
tp Lipase ADVANCE HEMOGEN un 58.03 43537254 484 \
MG Magnesium XYLIDYL BLUE mgdl | 195 | 164226 | 010 it
PHOS - Phosphorus UV-MOLYBDATE mogfdl 5.34 §546.14 027
iy Total Prolein BIURET old 639 | 5437135 0.32
Triglycerides GPO mod | 9352 | 794910755 | 4.68
Tat Triglycerides -SR GPO mgd | 12450 |1058344348| 623 | 7300 | 62058395 365
UREA Urea UREASE-GLDH mgldl § 4050 | 34434658 | 203 40.3% 34.3046.41 202
Uric Acid URICASE myd | 550 | 46763 0.27
vA Uric AGi-SR URICASE mgdl | 58 | 47063 | 028 | 647 | 5% | 03
* Nmé‘ a) For End Point Assay-Values obtained afler calibration using respective calibrator. b) For Bilirubin and Kinetic Assay-Values

obtained using fixed factor. ¢) Assay Temperature =37°C

A
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