DIATLK

CALIBRATION CERTIFGATE cARE PVT LTD.

I ND UBE100WEB2Z0I0PRTC 1426835
An 150 900 2815 Company

CUSTOMER NAME: VELYS DIAGNOSTICS AND PATHOLOGY CENTER
BO3, A SHRIDHAR ATHENS

ABOVE EALAS MANDIH, SATTELITE

AHMEDABALD -
INSTRUMENT MAME : FULLY AUTOMATED BIOCHEMISTRY AMALYZER
MAKE :  DIATEK
MODEL : Dia-CHEM-240
SERIAL NUMEBER o CAZ4-M01100440
DATE OF CALIBRATION @ 30/10/2023
MEXT DUE ON_ :  29/04/2024

This is to certify that, we have calibrated FULLY AUTOMATED BIOCHEMISTRY AMALYZER,
Model: Dia-CHEM-240 made by DIATEK VELYS DIAGNOSTICS AND PATHOLOGY CENTER

on 30/10/2023.

Thanking you,

For, DIATEK HEALTHCARE PVT . LTD
P

s
[I" T B
CHIR OLANKI],

SALES & SERVICE ENGINEER,

Contact No. +81 6351779284

Head Office | P-26, Kalindi Housing Scheme, Kolkata-T00 089
Tele  033-2522 3075/ 2£48 7 4563, Fax 0 033-26522-2401, E-mail | distekgl rediffmail com
Websile | wawadiatek.in
Regd. Office ! Works @ P-54. Kalyani Industrial Estate. Phase-l PO/P.S | Kalyani, Dist . Madia, W.B-741235



DIATLK

DIATEK HEALTHCARE PVT LTD

CiN. NGO LasT00WBEDI0PTC 142635
B |S09001 2015 Company

INSTALLATION QUALIFICATION (10Q)
- E:fmnanulu
wirement
MO Description
Check the  completeness of  analyzer [Yes
packape and accessory box.
Check that if logistics label status is nommal or [Yes
not.
Unpack the instrument to check if the Y ey
instrument appearance is normal or not.
mnlh“ lht:]_ Instrument should be kept up-right, prevent Yes
reparation shape.
Open the accessory box, check each Yes
Accessory according 1o packing list.
Instrument installation place should keep away [Yes
from imterference source of strong
electromagnetic.
Instrument for indoor use only. Yes
Installation counter tops or ground should Yes
smooth and steady.
Installation environment altiiode below 2000 [yes
Installation WSS, ] ]
Condition Installation environment no cormosive gas and  [Yes
Verification combustible gas.
Instrument usage environment Yes
temperature; 10° C to 30° C, suggest to install
air conditioner, s
Instrument assemble environment relative Yes
:. humidity: = 70%.
|
i

Head Offica P-26 Kalindi Housing SEcheme Kaolkzta

Ta 02s

Teleg D33-Z6822 307E §F 3448 7 A083 Fax 033-3522-2407 E-mal r;;l;l-.nﬁ.‘rcn.ﬁmn-l DO

Regd Offce ! Works

F-Bd Halyami Indusirg Estate Phase-| POJRES

Wensie  weaew diaiekan

Kaivan Dist Nade WHB-TE21255



DIATEK HEALTHCARE PVT LTD

G WG UBEI00WEZNORTC 142655

An 150 9007 2015 Campany

Instrument assemble space required :
The distance between back side of analyzer and wall

The distance between left & righi side of analyzer
fand wall
The distance between front side of analyzer and othes
nstrument
eap enough space around power outlet position
convenient connection of power cable.

nstrumeant power requirement:
npul voltage: 200-240V AC;
Frequency: 50Hz)
oltage batween Meutral and Ground
Analyzer and instrument should have UPS regulated
power supply.
Linwrap the instrument

Connect system alectrical cireuil.
i ommeci D] water tank

Comnect the waste liquid tank and tubings.

;:: 20cm
Sufficient
Sufficient

Sufficient

225 VAC

1.1 VAC
.2

Connectd to UPS
supply

] = x -
Performed by: ﬁl“—f—“' Date: 30 [ 10| 2823

Head Office P-256, Kalindi Housing Echeme. Kolkata-T00 D89

Tale 03II-FHIZ I0TS F 3488 ¢ 48B3 Fax - 033-2522-240%0 E-masl
Woesile woneer desbak ir

!'%:'g;‘ Dfice | Warks  P-5d I{ﬂl:,'i-.u': Indusingl calgle Phase-l POIPS Kelyam st
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DIATEK HEALTHCARE PVT LTD

CIML MO UBE100WBZ00PTC 1426352
En IS0 8009 2015 Campary

OPERATIONALQUALIFICATION (0Q)

D’Ht-’l'i’p‘l'h_m

‘onformance to
RHeguiremenits

Switch on PC system.
Swiich on Analyzer,

Check the connection between the PC and the [Done

mEinmment.

Fill the refrigeration onif with water as one

mentioned in the manual,

Program Glucose test. Place a blank reagent  [Performed.
boitle filled with water. Place a sample cup
filled with water. Program glucose test for 100
times. Run the test. (this helps to clear all the

bubbles in the tubng"s)

Program other parameters, calibrators and Performed

controls,

=

ot

pate: 20| 2 | D023

Head Qffice  P-26, Kabndi Housmg Scheme, Kelkata-T00 089

Jele 033.2527 3075 | 3448 | 4083 Fax 033-3522-2401, E-mad . disiek@redifimail com
Wabsite | wiewr digtak in

Regd Ofice | Warks

P-54, Kalyvard Indusingl Eslate, Phase-l POIPS | Kalvan. Dist MNadig, WEB-T21235




DIATEK HEALTHCARE PVT LTD

CIW. NO. LE5100WB2IHOPTC 142635
An 150 201 2015 Camoany

PERFORMANCE QUALIFICATION (PQ)

IConformance
To requirements
NO Description :
Initialize the machine [rerfmmed |
Login the user software with correct user
name and password ,and then machine

initializes automatically.
nalification Want 30 minutes after the mtiabization of the
Emﬁm machine, to have the analyzer fully warm-up,
Prepare the calibrator and control.

Load the proper reagent botiles and at the
reagent positions.

Place the calibrator and control at the sample
Area,

Program the parameters to be calibrated.
Fesults are mentioned below -

Calibrated

I Giluconse = K Faclor= #44.9740
Creatimine = K Factor= 1502234
Cholmiernl = K Facior= 111446

Run control

Glucose : 269.8 (Tgt - 265.2; 5D —6.4)
76.6 (Tgt— 78.9; 5D - 3.37)
Creatinine 1 5.02 (Tgt — 5.04; 5D — 0.243)
1.99 (Tgt — 1.94; SD—0.1)
Cholesterol :  98.12 (Tgt — 97.57; SD - 2.89)
252.21 (Tgt — 246.05; 5D - 5.72)

.

o
Parformed I:r,-{*j y] SR Al Date: A0 | 16 | 20273

e

Head Cfice - P-28, Kalindi Housing Scheme, Holkats-700 088
Tele 033-2522 3075 | 3448 § 4963 Fax @ 033-2522-2407 . E-mail | dialekiiredifmad com
Wilehsie @ weew diatek in
Ragd Office ¢ Works  P-54 Kalyani Industrial Estate. Phase-l. POPS - Kalvam Dist  MNadia. WB-T41235
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