Ortho Clinical Diagnostics

403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T :+91 22 6787 9300

F: +91 22 6787 9333

CALIBRATION CERTIFICATE

CERTIFICATE NO : OCD/PRIMA /002 CALIBRATION DATE : 07/05/2021
CALIBRATED FOR : PRIMA DIAGNOSTICS CALIBRATION DUE. : 06/11/2021
LOCATION : BANGALORE CALIBRATED AT : AT SITE
SPECIFICATION OF INSTRUMENT :
INSTRUMENT MODEL SERIAL NO
VITROS CHEMISTRY VITROS 250 27001765
SYSTEM J NUMBER J27001765
Specification of Software:
SOFTWARE NAME SOFTWARE VERSION UPDATED ON
DOS Rmx os V9.7 Nov 2019

The Reference of Calibration: The performance/Adjustments of various subsystems has
been calibrated/tested by trained site engineer with pre-designed /calibrated tools
provided for the particular subsystems by the company.

PM Procedure Checklists:
Subsystem Name Adjusted/Verified

1. Sample Supply
* Hook Drive Belt

2. Slide Supply 1, 2 & slide transport %

Mechanical Adjustment:
* Dispense Blade Centering Adjustment
* Dispense Blade Drive Belt Tension
* Plunger Centering Alignment
Software Adjustment:
* Dispense To Metering Position

* Truck Sensor

* Truck Guide Button

* Metering Truck
Software Adjustment:

3. Sample Metering
Mechanical Adjustment: E/

Ortho Clinical Diagnostics India Private Limited
Registered Office: 403, Leela Business Park, Andheri Kurla Road, Andheri East, Mumbai - 400058 | T:+9122 6787 9300 | F:+9122 67879333 | CIN:
U51397MH2015FTC262650




Ortho Clinical Diagnostics

403, Leela Business Park, Andheri Kurla Road,
Andheri East, Mumbai — 400059

T :+91 22 6787 9300

F: +91 22 6787 9333

* Tip Pickup X,Y and Height

* Sample Tray at Sample Position —Auto Sample Tray
* Proboscis Centering and Sample Cup Depth

* Mixing Cup X,Y and its Depth

* Diluents Tray

* Rate / Colorimetric Metering Position

* Potentiometeric Metering Position

* Proboscis Compression

* Wetness Detector

6. Slide Incubator \,E/
Software Adjustment:

* Incubator Disk Sizing
* Incubator Disk Stopping
* PM Slide Insertion Depth
* Slide Read Position (RT/CM Depth & Read Sync)
* Potentiometric Eject Blade Depth
7.Reflectometer .
* IRIS Lamp Output Voltage
* Correction Factor

9 . Master Computer
* Touch Screen Calibration \,E/
* System Full Backup

CALIBRATED BY

Sopd—

Mr.Sayandh Parayil(Service Engineer)

NOTE:

1. This certificate refers only to the particular item submitted for calibration.
2. The calibration result reported in the certificate is valid at the time of and under the
stated condition of the measurement.
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SArFLING Aug 30 2

Lag  COorPs 0Ok OFF 20:33:38
READY TESTIMG COMPLETE VP.7 174
OFTIONS ~ Calibration Farameters L
Lot Mumber 8 183464121
Intercapt 8 ~3.08653 E-02
Slops :  1.03835 E+02
Curvature or Slops 2 s 0.00000
BElank Correction Coef 0 0L00000
Haer Modified Calibration ol
Date of Last Calibration Q&H/02721
Time of Last Calibration 08122

2.462000 E+OL
4.41521 E-01

Site Tempsrature at Cal
Gub Dep Cheolk, Density

22 % =2 gz 33

CREA SERUM
=Freses the ENTER key to move the cursor.

RETURN HELF



SarFLING fAung 30 2

Lak  COMEs OM OFF 20234213
READY TESTIMG COMPLETE ve.7 176!
OFTIONS — Calibration Paramaters OF 1!

Lot Mumber O5H484 582

1.38203 E-02
?.83027 E+01

Intercept
Slope

Curvature or Slope 2 D.32093 Ex01
Blanlk Correction Coef (L. 00000
User Modified Calibration 3 MW

Date of Last Calibration 2 06/19/2

Time of Last Calibration o

Site Temperaturs at Cal 2«72700 E+O1

URTEC SERLIF
Press the EMTER key to move the cursor.

RETURM HELF



READY

GLU  SERUM
Fress the EMTER

RETURM

Lot Mumbe
Intercept
Slops

Curvature
Blank Cor

LaBg  COrPe
TESTIMG COMPLETE
OFTIOMS - Calibration

i

or Slops 2
raction Coef

User Fodified Calibration
Date of Last Calibration
Time of Last Calibration
Site Temperature at Cal

kemy  to move

the cursor.

Farameters

QOOP7440
2.33133
1.02248
L« 27390
O L 00000

28 3 g3 =R g%

M

08/05/21

17:00
2.72199

% =8 gg =3

SAMPL TG

O

E-O1
E+Q2

E+Q1

OFF

fAug 30 2
20232234
Ve.?7 176

1

HELF



READY

URE®S SERUM

LAk COpFF o
TESTING COMFLETE
OFTIONS ~ Calibration Farameters

Lot Mumber ¥ 01314257
Intercept P 4.3%704
Slope : 1.00&04
Curvature or Slope 2 8 7.82421
Blank Correction Coef ¥ 0L00000
User Modified Calibration s0N

Date of Last Calibration £ 0I/05/21
Time of Last Calibration : 14:215
Site Temperaturs at Cal 8 2.46299

“Fress the EMTER kay to move the cursor.

RETURM

SAMPLING Aug 30

8131

B0

E+Q2

E-O1

E+O1

OFF 2023320
Ve.7 17¢
05

HELF



SAMPLIMNG Aug 30 21

LAl COorFEs (I OFF 20134233
READY TESTIMNG COMPLETE Uo7 1765
OPTIONS — Calibration Farameters 0OF18

Lot Mumber Q&H0HB182

1.98991 E-0O1L
1.06677 E+QL
~H,97597 E+0O1

Intercept
Slops
Curvature or Slope z

g3 =8 =& 83 EB

BElank Correction Coef QL OOO00
User Modified Calibration 2 N

Date of Last Calibration 2 Q7724721
Time of Last Calibration R R

Gite Temperatura at Cal 2.7219% E+Ql

TF SERLIM
“Press the ENMTER key to move the cursor.

FE TURM HELF



Lalk  CoMeg
READY TESTIMG COMPLETE
OFTIONS ~ Calibration Parameters
Lot Mumber s QP2Be6BT1
Intercept o Redetld
HSlops s 106827
Curvature or Slope 2 £ 185589
Blank Correction Cosf g 0.00000
Haer Modified Calibration o M
Date of Last Calibration @ O0L/720/21
Time of Last Calibration 3 16240
Site Temperature at Cal £ 2 PSP R9Y

Al SERLM
Rress the EMTER key to move the cursor.

RETURM

SaMFLIMG

O

E-02
G
E-OZ2

E+C1

OFF

dAug 300 20
20235218
V9.7 174!

OF 18

HEL.F



Sl TG Ay 30 :

Lar  COMFe 8 OFF PREERR S E R T

FEADY TESTIMG COMPLETE NP7 174
OFTIOMNS - Calibration Faramsters O

Lot Mumbes n Q3473485
Intercept £ J69870 E-O0S5
Slops 8 D.51169 EA0L
Curvaturs or Slope 2 2 3L G0000
Blank Correction Cosf g QLO0000

User Fodified Calibration z M

Date of Last Calibration & 03718721

Time of Last Calibration @ 10259

Site Tempsraturs at Cal £ 2.52099 E+01

Ca SERLIM
rress the EMTER key to move the cursor.

FETURN FELE



SAMPLING

ek COrMPa Ry OFF
READY TESTIMNG COMPLETE
OFTIONS ~ Calibration Farameters

Lot Mumber g Q2035050

Interocept g 3.23789

Slops g 2.81006 E+02

Curvaturs or Slops 2 r —2.18105 E+O2

Blank Correction Cosf . 0.00000

e Podified Calibration ¢ M

Date of Last Calibration 1 048/20/21

Time of Last Calibration t $o6341

Hite Tempsraturs at Cal &= 12589599 E+01

Fa SERLF
FRress the EMTER key to smowve the cursor.

RETURM

fAug 30 2

20136309
.7 176°
OF1e

HELP



REALDY

Bo ShRUr

SAfFLITNG

Lag  COMPF: Ry OFF
TESTING COMPLETE

OFPTIONS ~ Calibration

Lot Mumber

Iriterospt

Slope

Curvature or Slope 2
Blank Correction Coef

Usay Modified Calibration
Date of Last Calibration
Time of Last Calibration
Site Temparature at Cal

FPreas bthe EMTER key to smove the cursor.

FETURR

Farameters

OL0I3HQ50

b 32910

=1 24827 E+OR
312078 E+02
0L 00000

Bk B 32z 88 gz

2 M

s QAs/20/2

8 1éHadl

8§ 2.996099 E+01

o

Aug 30 2
208365 2¢
VP.7 17¢

O

HELF



LAkl ING Aug 30 2

Lok COrMFe Qi OFF 20536245
READY TESTIMNG COMPLETE V.7 174!
OFTIONS ~ Calibration Farameters 0OF 1
Lot Muambeae 2 LAgHBa4Ee
Intercept 1 =2.89140
Glops 1 3.31061 E+O1
Curvature or Slope 2 1 -4, 40866 E-OL
Blank Correction Cosf g QL0000
Vser Modified Calibration = M
Date of Last Calibration =@ 03/720/21
Time of Last Calibration = 146:40
HBite Temparaturs at Cal 8 TRLB9899 EXO1

TBEIL SERUM
Fress the ENTER key to move the cursor.

RETURNM HELE



READY

AST SERUM

LAaE  COMPs
TESTING COMPLETE
OFTIOMS — Calibration Farameteprs

Lot Mumber n FRE743FT4
Intercept s 7.37548
Slope g AL013P5
Curvature or Slope 2 y 2.14937
Blank Correction Coef s 0.00000
Usar FModified Calibration 2 M

Date of Last Calibration & 0417721
Time of Last Calibration g DPeAI
Gite Temperaturs at Cal r  2.38099

Sub Dep Cheock, Density H.424352

First Pt Reference Value 7 H7EPS

Press the ENMTER key o move the cursor.

FETTLIRM

SarFLIMG

OM

E-01
E+02

E+O1
E~O1

OFF

Aug 30 7
20337:20¢
VR.7 178

0F

HELF



SaPFL THG fug 30 2

L.ag  COMPs (IR OFF 20:37:26
FEADY TESTING COMPLETE Ve.7 1746
OFTIONS — Calibration Farameters OF 1
Lot Mumber : HH233419
Intercept z ~4.20342
Glops 2 1.009646 E+02
Curvature or Slope 2 g ~7=29791 E~0L
Blank Correction Coef 2 QL.O0000
Lo Modified Calibration M
Date of Last Calibration 03726721
Time of Last Calibration 123509

2.7059%9 E+0OL
2.95%009 E~01

Site Temperaturs at Cal
Sub Dep Check, Density

BE g% 2% =% @GN

First Pt Referance Valus

?.55418

fl KPP SERLM
Rress the ENTER key to mowve the cursor.

RETURM HELF



READY

G6T SERUM

LAk CcomMFs
TESTING COMPLETE
OFTIONS - Calibration Parametors

Lot HMumber £ 67022937
Intercept R O g 51
Slope 8 L.049G43
Curvature or Slops 2 g =4, 8172
Blank Coreection Coef 2 000000
Llaar Modified Calibration 3 M
Date of Last Calibration 8 Q4/17/721
Time of Last Calibration @& 09134
Hite Temperaturs at Cal 2 2w D09
Sub Dep Cheok, Densily ¢ 3.7118%9
g FLAEAEVO

Firat Pt Referenos Yalus

Rrress the EMTER key to move the cursor.

FETURM

SAMPLIMG

(M

E+O2
02

E+OL
E-O1

OFF

-

Aug 3008
20837 548
VR.7 176

0

HELF



READY

TRIG SERUM

Lk COMF s
TESTING COMPLETE
DFTIOMS ~ Calibration Parameters

Lot Muamber 8 Q7473874
Intercept 8 H.26074
Slops g 1.01590
Curvature or Slope 2 . 5.01593
EBlank Correction Coef 8 GLGO000
User Modified Calibration z N

Date of Last Calibration 2 08/27/21
Time of Last Calibration & 14212

Site Temperaturs at Cal 2272199

Fress the EMNTER key to move the cursor.

RETLRN

SaPiFLIMNG Aug 30 %
Okl OFF 20:38:1C
VR .7 176

OF 1

E+Q2
E—-01

E4+Gd

HELF



SAMFPLING Aug 30 20

Lag  COrPe 0O QOFF 20138158
READY TESTING COMPLETE ye.7 174!
OFTIONS — Calibiration Farameters 1t
Lot Mumbsyr s QB4GE7LY
Intercept p  2.92492
Slope s P.30839 E+01
Curvature or Slops 2 :  1.35454
Blank Correction Coef g2 0.00000
User Modified Calibration 2 M
Date of Last Calibration 3 04/30/721
Time of Last Calibration @ 13:50

Site Temperature at Cal 2.67400 E+OL

CHOL. SERLIM
wPress the EMTER key to move the cursor.

RETLIRM HELF



SAMPLING fAug 30 20

LAk COrF s (W18 OFF 20:38:48
READY TESTING COMFLETE Ve.7 1768
OFTIONS ~ Calibration Farameters OF Lt
Lot Mumber s 11306859
Intercept ¢ 1.18445
Slope . 7.83117 E+01
Curvature or Slope 2 £ 2.215382 E+01
Blank Correction Cosf . 0L0000G0
User Modified Calibration ¢ M
Date of Last Calibration @ OQ7/17/21
Time of Last Calibration : 16:20

Site Temperaturs at Cal 2.46P000 E+O1L

cHDL. SERLF
“Fress the EMTER key to move the cursor.

RETURM HELF



SAMPLING  Aug 30 °

Lal  COoMPsg Ok OFF 2083918 14
READY TESTING COMPLETE Ve .7 17¢
OFTIOMSE ~ Calibration Farameters OF
Lot Mumber o BE044ERSE
Intercept T 3.99495 E-0Q1
Slope 8 1.02220 E+Q2
Curvature or Slope 2 i 3.90608 E-01

Blank Correction Coef 5 QLG0000
User Modified Calibration = M

Date of Last Calibration 2 O3/246/01

Time of Last Calibration @ {92208

Site Temperaturs at Cal 8 2.469000 E+0O1
Sub Dep Check, Density : S5.04735% E-01
First FL Reference Valus = 32.77581

al. Ty SERLIM
“Press the EMTER key to move the cursor.

RETUIRM HELF



s TOALIERATION FEFORT LYSETER FAs

‘c-:—.\ﬂ.tm.,F‘ll.-.a:zs;m&x. (gl BSOS EOR

07230054

£

FROTONOLACAL. VERSTONM: 0171
FEAGEMT 107 M. 2430
Cak, LOT MOLe Olds

STATUS S Complete

Leval  Concentration Light Units [aTa bkt

i Q.05% Lléd .44
2 1.09 479 0
o 4. 0% ER T e

CLALLITY PaRAMETERS CLIFVE. SR PaRaril TERS

Lawvel Spread (4) | Gpread LimitO0) O FEREOLE
G WA SR G

LPHRIS0OP
OLEPFEI0

12210745

oo i
=8 =3 &8

[y 135G
. Q0 15.G0
O O 13.0G0 i

Ll B3 o
[l o
£ &n

L] Calibrator Signal Index
! -

1 e 0 P |

0.329

& 0.1%0

Frint Date/Times 317873021 13e 0504




DAL TBRATION REFORT

SYSTEM MAE

.lll!' Sarum, Flasma (ugll)

FROTOCL.ACAL. VERS
EEAGERT LOT Ml

IOz 0271

P oY

Ca. LOT b e OLS7

STaTUESs Complets

Leoval  Concentration

Light Units

Codes

i (3, O
;’ "1' ..c..:
A 15«1

CLUALITY PARSETERS

el Spread(#4)

! (a0
= GaOG
3 (.00

Ll Calibrator Sign

2005.04
“‘VOM.}I 1

395 2508

Gpread Limit(%)

8]
24 40
Pl ¢

él Inidex

1 (a3
= =0 32

3 0. 5%

VMalugs
i 0110
z Ol 58
>3 0. 289
4 0. 157

PASBIR0EL
o9 1Ha1a

CLFVE SHAFE PARAMETERSD

Aas O REeLOG
b L SEAEOE
cr o S BHOE1EE
d OLO776470
ng L BRGP bbb

Frimt DacbesTiamey

FLABS2000 132030003




LAl ERATTON REFORT

HYSTEM MAs

- Serum, Plasma (0Tl ml)

FROTOCOL/CAL. VERSTOM:
REAGEMT LOT M.
CAl. LOT

STATUS: Complsts

Levazsl  Concentration

0371
&350
[ R 3 R

Light Units

Dondes

1 Q. 001
2 Q.08

3 léad

GUALTTY PARAMETER

Ll Spread ()

0.00
Q.G
0.0

5
o
s
3

Calibrator Si
i L3 ¢
o e 2 T 1
3 =318

Waligs
i G.318
i 0.327
3 0.3

4 0.169

e

ke

Spread Limit(

(A
S7.308
&AL 59

2L 00
12,50

1250

unal Index

LO/820600
Tlaileld

CURVE SHAFE PARAMETERS

G QOO
13305187
310351722
e 300ATAR
POV LEL

Foint Date/Timas 31872001

13002426




