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CLrstorner Deta ls

MEDLINE DIAGNOSTICS PVT, LTD

NO,2i A, NFAR IHF\}L,R BRIDLE

TRICHY-7O(]t)8J, TAMIL NADU

lQ/OQ/PQ Protocol

lnstallat on Qua ificat on

Operational Qua ification

Performance Qualification

lnstrument namei Csense

Ser al No 0532401 014 IIC

D O I :2810612022

:n ea{ ()

Corporate office Plol Nol09 HS IDC Secror 3T

Fardaba':l 121003 (Haryana) Phone: +91 129-4286600/6T2
Ema ma @ozoneb o cont Websiierwvr'w ozoEb o con



f

CSense 2OOCD IQ/OQ/PQ

:rnecl <)
Customer name and signature

PaEe 2 of 4

lnstallation Quali on

To verfy that the iac lties p.ovlded for the nsta ation of fuly automated B ochemistry anayzer
meets the requirements for the system and lhat alcomponenls of lhe sysiem have been
delvered ready for rnsta aton in accordance with the standard fo. the sysiem and other
apPropriatereg! at ons

Purpose: Thepurposeofthe nsta atonqua ficaton(iQ) stoconf rmthatthe nstrument stnstaled
as per the requ rernent

i,l The ana yzer passed the instal at on qua f cat on

O The analyzer didn t pass the inslal ation quallfication

Spec a Note: nsta at on repMattached,2

o'po " ol ." Do No 0) tc -)' . 'o. I

abad 121003 iHaryana) Phone: +91 129-4286600/612

SNo Expected Result Observed

1
Ground vo tage(
voltage between
neutraland earth) <3V

0 11' '

2
L ne voltage lvoltage
between ine and

180V to 245V
QazJ OL(

3
Capacilv of on ine ups >2 KVA

9r "n OL(

lnsta lat on space

fhe gap
between the ana yzer
and wa must not be
ess than 0 5m

o 1!,

lJnpackinq

Caut on Unpackinq and ft nq rs 2 persons ob

4 Package nspection

No damage and
sealed

0&-

nspect on of
accessorv suppled

01L

inc Lrded computer

$I
\ail@ Emailma @ozoneb o com Websiier www ozoneb o com.
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/

Purpose The plrpose of the operat ona qLraLflcat on (OQ) is 1c) ensure that the systenr 
'en 

be

op;rated as expected and to devise the standard operating procedure

Sno Expected result Resu t

1

Switch ON the nstrumenl
and Run se f check

Softvr'are stafted w(h no error

2 Check the reagent coolrnL Reaoent components starts coolng

3 Probe shou d be ln the wash station

FuncUonallty of Probe
Respond ng wlth green LEq ONIQFF

(r@

5
Functlona ity check of

Judge whether the mixer s
ln the centre oi the test
cuvettelclean ng pool and whether you

can hear the sound of rubb ng

up against the wa lat the time of
rotat on

ct-

6

Lnstallatron of a system
pack reagents, Ca ibratLon

and QC dala lnsta led
e"-

7

P ace any of three reagent
bottle and test vo ume A vo umes have to be recognized

ClL

I Traininq

Have al r-Lsers been proper y trained

on tne safety theor/ of operatlon-and
m: .tenan.e of the Csense 200 "

eD

{rh. ^n^ry.., 
purr.d the operal onalqualifLcation

C The analyzer dLdn t pass lhe operat onalqualification

Spec al note

Customer name and signature

:n ed ()

Corporate office Plol No109 HS lDC. Sector'31

F:ri.labad 121003 (Harvana) Plrone +91 129_4286600/612

Email UEi@!a!'leDlqrq!, Webs te !4y!/.!Zql9!t! !91!

;t t$$iii\.l..rit''2Y l-,
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Purpose: The purpose of the performance qua fication (pe) s to confirm that ihe nskument s
r:ldl.d J, o oo.fo.r eo a. par t6q l.eral I

1/i. unutyr., pu"r.d the performance qua f catron

al The ana yzer dtdn I pass the performance qual f cat on

Spec al note:

Customer name and siSnature

I rne.l ()

Corporate ofiice Plol No'109 HSttDC, Seclor 3j
Falidabad - 121003 (Haryana), Phoner +91 129-428660a1612

Ema lmar@ozoneb o com, Websiie: www.ozonebtg.com

Sno Parameter Expected result Obtained value Result
1 AD ValLres of 340nm 20 000 to 60.000 924.a ELL
2 AD Va ues of 405nm 20,000 to 60 000 392oa 8tt-
3 AD Values of 5T onm 20 000 to 60 000 9n 704 or-

AD Va ues of 546nm 20 000 to 60.000 917.4 Ot-
5 AD Values of 578nm 20 000 to 60 000 f3 't "'t
6 AD Va ues of 630nm 20 000 to 60 000 -sz 1a o or-
7 AD Va ues of 670rm 20.000 to 60 000 .,t 7 -€) au
8 Accuracy study The resu ts of both QC sampes

shou d be n the specfied ranqe t3+
I Precision study The CV in % shou d be esse.

than 5% for each tesi
6t-

Reports Print out Expected Remarks

Reports of both QC perfornred Attaclred pr ntout/ Saved f le name ancl
ocat on

l/'

Repo.ts of precision study done Attached printout/ Saved fie name and
locat on

Engineer name and sisnat

/
/



 

 

Certificate Of Calibration 
 

 INSTRUMENT NAME                  :    ADAMS 8380 V 

 INSTRUMENT SERIAL NO.        :   61909001 

 CALIBRATION DATE                   :  07-09-2022 

 DUE DATE OF CALIBRATION   :  06-09-2023 
 

CALIBRATION STATUS 

 

Calibrator Lot : C1L0M52       

Calibration Error Range :  3.0% 

 
 Value Obtained 

(mmol/mol) 

Mean 

 (mmol/mol) 

Target 

Value(mmol/mol) 

 

Low Calibrator 

30.0  

30.1 

 

34 
30.2 

30.1 

 

High Calibrator 

88.2  

88.3 

 

93 
88.4 

88.3 

    This is to Certify that  ADAMS-8380V installed at Medline 

Diagnostics (Trichy , Tamilnadu) has been calibrated successfully. 

 

The results obtained are satisfactory within acceptable range. 

The supporting documents attached with this certificate. 

 

For, Arkray Healthcare Pvt Ltd. 

 

Sulthan Ahmed P,  

(Application specialist, Chennai) 

 

 

 

 

Customer's Signature and Stamp 

Regd. Office: 701/702, Opulence.6
th

 Road, TPS III , Santacruz(East) Mumbai-400 055 INDIA :telephone: +91 – 22-6155 9355 : facsimile: +91-22-61559356: 
 CIN NO :U51507MH2007PTC175112     



Calibration

cc-2725

Page. No : 1 of 1

Certifi cate No: CC-22-23-L-495I03

Customer Nme & Address

IWs. MEDLINE DIAGNOSTICS (PVT) LTD'

No.23-A, Themur High Road,

Tiruchirappalli, Tamil Nadu - 620 017'

JLR No. cc272527000008782F

iRF No. vcr:22:23-L-495

Date of ReceiPt 28.'t"\.2022

Date of Calibration 28.71.2022

)ue Date for Calibration t-7.71.2023

Date of Issue 29.11.2027

Details of Unit Under Calibratio
Make fhermoScientific

uescfrPuurl
Model Fimpipette F3

lange 00 - 1000 Pl

Lesoluiion
Cperating Range 100 - 1000 pl

Good
ierial Nmber 'w04233

ID Number /MOlRrO/EOP/22 Condition of UUC

nstrument Location
Cal. At Mechanical Lab

Environmental Condition Calibration Method Used

National / Intemational Stanriard ISO 8555-6;2002, ISO 8655-2:2002
Iemperature (oC) :Imidity f/oRH) i5115

VCI-LO3-WI-MAS9O03
Atmospheric Pressure (mbar) 1006 l/ate! Temperature ('C) ,_1-6 Cal Procedure No

ID.No. / SI. No.

Wensar / MAB 250Electronic Semi Micro
Balance

Result of Calibration in Pl

Sl. No.
Noninal

Value
Obsewed Readings

Mean

Value

Systematic
Enor

Randon
Error

Measurement

Uncertainty (t)

100

qq q, 99.77 99.91 99.90 99.82
99.87 -0.13 0.0s 0.88

99.94 99.88 99.85 99.84 99.87

z 500
499.66 499.@ 499.52 499.61 499.62

499.59 -0.41 0.07 0.88

499.58 499.59 +99.44 499.57 499.67

3 1000
999.33 999.36 999.48 999.47 999.37

999.42 -0.58 0.07 0.88

999.46 999.s5 999.44 999.35 999.37

Noter Confomitystatement

Pass:l / |

Remarks

,"u,f]
1. UUC is Defined as the Unit Under Calibration'

2. The Measurement wceltainty is expresd at 95 45% confidence lcvel with coverage factor 
't 

=2

3. Thiscalibrationcertificaterelatesonlytotheaboveuuc&Repoltedresultsarevalidatthetimeofanduderthestttedconditionsofmeasulements'

4. Calibration of the UUC are traceable to National / lntemational Stmdards'

5. This report shall not be reProduced in full/ Part without prior permission of Venus Calibration and Instrments

6. The recalibration interval shall be dcteminedon the usr rcquirements'

7. Nabl-133 guidelines are adopted fur us of NABL sldbol'

8. Calibration Liquid U*d: Distilled or Deionized water confoming Grade3 as specified in ISO 3696

9.Our Nabl Scope is Upto 10Fl to 10ml'\,.
Checked 

{Issued 
bY:

R.g,x-i
R.Bhuvaneshwari

(Engireer - Calibration)

Authorised bY:

C.Dhinakaran

(Technical / Quality Manager)

!L- i

il,

No.16,6th street, Annai sathya Nagar, Poothapedu Ramapuram' chennai - 89'

Ph: +91 44 24760533 /O633,Mob: 9oo31 20649,9789893643' 8807402558,

e: venuscallab@gmail.com, info@venuscal.com I www'venuscal.com ' =



Calibration & Instruments

cc-2725

lustomer Nme & Address

IWs. MEDLINE DIAGNOSTICS (PVT) LTD.

No. 2&A, Thennur High Road,

Tiruchirappalli, Tamil Nadu - 620 017.

JLR No. :c272s22000008203P

iRF No. vct-22-23-L499

)ate of Receipl )6.12.2022

Date of Calibration )6.12.2022

Due Date for Calibration )5.12.2023

Date of Issue )7.12.2022

Details of Unit Under Calibration

Certif icate No: CC -22-23 -L- 499 I 0l Pag€. No : 1 of 1

Note: Conformity Statement

u"*'[l '.u,1-:::]
Remrks

l. UUC is Defined as the Unit Under Calibration.

2. The Measuefrent ucertainty is expresd at 95.4570 confidence level with coverage factor * =2.

3. This Calibration Certilicate relates only to the above UUC & Repolted results are vifid at the time of and uder the statcd conditioN of measuements,

4. Calibration of the UUC are traeable to National / Inlernatiorel Standards.

5. This report shall not be reproduced in fulV pet without prior pemi$ion of venus Calibration and Instments.

6. The recalibration intenal shall be detemined on the usr requirements.

7. Nabl.133 guidelines are adopfed for u$ of NABL symbol.

8. Calibration Liquid U*d: Dstilled or Deionized water confoming Glade3 as specified in ISO 35%.

9. 06 Nabl Scope is Upto lopTio 10rnL

1 0, The Deviation is within MPE, So after @libration is not required.

Checked & Issued by:
h\l

F.B_/\<
R.Bhuvaneshwari

(Engineer - Calibration)

Authorised by:

-4+l F
C.Dhinakaran -

(Technical/Quality Manager)

)escription \4icro Pipette Make fhermoScientific

Rmge l-20p1 Model f impipette F3

Resolution ).02 pl Material )vc

Serial Nmber \{l^t79777 Cperating Rmge l-20p1

ID Nmber 3ondition of UUC lood

Cal. At r{echanical Lab Instrument Location

Envircmental Condition Calibration Method Used

Temperature (oC) Imidity(%RH) t5115 National / Intenational Standard SO 8655-6;2002, ISO 8655-2:2002

Atmospheric Pressure (mbar) t006 Arater Temperatue ('C) t1,.4 3al Prccedure No r'cI-L03-WI-MASS-003

Stmdard Used

SI. No. Description ID.No. / SL No. Certificate No. Make/l\4odel Traceability Valid till
Electronic Semi Micro

Balance

VCI-M-WB-017/

55492
cc-22-23-9852/07 Wensar / MAB 250 National Standards t2.10.2023

Z Factor 1.00319

Result of Calibration in pl

Sl. No.
Noninal

Value
Obsened Readings

Mean

Value
Systematic

Errcr

Rmdom
Enor

Measurement

Uncertainty (1)

1

2.02 2.08 2.09 2.13 2."t7
2.11 0.11 0.05 0.20

z,v) 2.07 2.71 2.15 2.19

l0
10.23 10.27 10.31 10.33 10.35

'10.31 0.31 0.05 0.20
10.25 10.29 10.32 10.34 t0.37

3 ,n
20.39 20.42 20.45 20.49 20.53

20.47 0.47 0.05 0.20
20.41 20.44 20.47 20.s1 20.55

No.l5, 6th Street, Annai Sathya Nagar, Poothapedu Ramapuram, Chennai - 89.
Ph: +91 442476 0533 /0633, Mob:9OO31 2Cl649,9789893643,8807402558

e:venusca||ab@gmai|.com,info@venuscal.comlwww.venusca|.com


