{ Roche>

To Whom It May Concern

Fo S 5189:2012 : Z1Q .
rISO 15189:2012 and ISO 15189:2014 accredited Laboratories — requirements regarding

Calibration & Verification Procedures" [1]

Il In vitro Diagnostics Products which are manufactured and distributed by Roche Diagnostics

GmbH and for which a Free-Sales-Certificate is issued, are CE-marked.

The In-Vitro-Diagnostics Directive of the European Union [2A.] which is currently switching to
IVD Regulation 2017/746/EU (final timeline: May 26, 2022) [2B.] requires for all CE marked
products that the manufacturer assures compliance of the products with the requirements of the
mentioned directive or regulation. This means that all processes in development and
manufacturing of Roche Diagnostics GmbH products are guided by a Quality Management System.

Our Quality Management System is in compliance with the requirements from ISO 13485:2016 [3]
and 21 CFR Part 820 [4].

The mentioned regulations and standards require that the production systems and measuring
devices used are qualified and the manufacturing and test procedures are validated. This status has
to be assured by scheduled maintenance and by regular qualification resp. validation reviews and

updates.
All physical quantities, calibrators and controls used in Roche Diagnostic systems are fully traceable

to certified standards or reference materials. The performance of all In-vitro diagnostics systems of
Roche Diagnostics GmbH at the customer site is assured if regular Quality Control measurements,

cleaning and maintenance procedures as described in the instructions for use or service
documentation are performed. By having controlled internal procedures and by running the tasks

required in the respective user documentation, all In-vitro diagnostics systems of Roche
Diagnostics GmbH will be performed as specified during their defined lifetime.

Additional calibration or verification procedures are NOT required of the user in order to
assure the specified performance of every system of Roche Diagnostics GmbH. Only if a user

deviates from these manufacturer's recommendations, the user have to establish site-specific

calibration and verification procedures as part of his accreditation process.
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IS : i
O 15189:2012/ ISO 15189:2014 Medical laboratories — Requirements for quality and

[1]
competence
o N
[2] A. Directive 98/79/EC of the European Parliament and of the Council of the 27 October 1998
on vitro diagnostics medical devices;
B. IVD Regulation 2017/746/EU of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and
Commission Decision 2010/227/EU
[3] EN ISO 13485:2016 Medical devices — Quality management systems-Requirements for
regulatory purposes
[4]  CFR Part 820, Quality System regulations 21 Regulations on medical devices

Mannheim, 4. August 2021

Sincerely,
Roche Diagnostics GmbH
i.V./on behalf of the company

i.V.Jon behalf of the company
DocuSigned by:

DocuSigned by:
7AE1EF68C3F0440...

EC;A5294AC4594AF...
Stefan Grigarczik
Manager Global Regulatory Affairs

Andrea Weber
Manager Global Regulatory Affairs
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Roche Professional Services
Engineering Installation Report

Name of Institution: Redcliffe Lifetech Pvt Ltd

aneer Nagar, Mogappair

Complete Address : Plot No 402, P

City : Chennai Pin Code :600037 Telephone No :+91 8438142608

Person In-Charge. :Mr. Joseph Victor

Serial No : 2257-04

Email ID :joseph.victor@redcliffelab_s.com

Instrument Model :Cobas e 303
Cobas Link Serial No :SCL227042

Software Ver :01-02

mention) Department of Clinical Biochemistry

( kindly \/ ): E:] Pathology E:] Blood Bank E\Z] Other (

Department
Date of Installation : 03 August 2022

Installation Commencement Date : 30 July 2022
REXIS ORD No _ WO-01 115750

Work Hours

Travel Hours

7 Y
‘ + Transportation Damage & Discrepancy Report: {please update after inspection}

A. List of Missing items : None
B. Notes on any damages : -

C. General Remark . None

+ Installation checks & Summary: {please indicate status}

A. Power Supply: 229V AC
B. Software Installation & Boot-up:
Done
C. Mechanical Adjustments & Setup:
Done
D. Fluidic Adjustment & Setup: -
E. System Checks & Status Print Outs: Done
@® Installation Feedback:
(Please rate your Satisfaction Level 1 3 5 7 9
as per the Scale) ﬁ ﬁ ‘h- ﬁ» h[r)
Unsatisfactory Fair Good V.Good Excellent
Pre-Installation Information -
Service Personnel’s response in general [1o] For RK U OFFE LIFETECH PVT. LTD.
Product installation & its timely
Completion

Overall Installation Satisfaction

Signature & Seal of Customer

Authorised Signatory

Date 03 August

Signature of Engineer

Comment Instrument instal

led successfully

Name of Engineer _Ramesh.R Engineer’s

"In case of Complaints/Inquiries please reach our Customer Support Centre at 1800

Version No.: 05 RPS/INSTL/SOP03/R/EIRBI/01

501-B & 601-B, Silver Utopia, Cardinal Gracious Road, Chakala Road, And

Roche Diagnostics India Private Limited
Tel.: +91 22 66974900 Fax : +91 22 66974909

-123-7599/044-3041390

Page 10of 1

heri (East),Mumbai- 40
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"In case of Complaints/Inquiries please reach our Customer Support Centre at 1800-123-7599/

Version No.: 05

Roche Diagnostics India Private Limited 501-B & 601-B, Silver Utopia, Cardinal Gracious Road, Chakala Road, Andheri (East),

Roche Professional Services Roche

Engineering Installation Report

Name of Institution: Redcliffe Lifetech Pvt Ltd

Complete Address : Plot No402, Paneer Nagar, Mogappair

City : Chennai Pin Code :600037 Telephone No :+91 8438142608

Person In-Charge. :Mr. Joseph Victor Email ID :joseph.victor@redcliffelabs.com

Instrument Model : Cobas e 402 Serial No : 2255-01

Software Ver :01-02 Cobas Link Serial No : SCL227042

Department ( kindly Vy: ] Pathology Ej Blood Bank /] Other (mention)Department of Clinical Biochemistry
Installation Commencement Date : 30 July 2022 Date of Installation : 03 August 2022

Travel Hours Work Hours REXIS ORD No _ WO-01115748

+ Transportation Damage & Discrepancy Report: {please update after inspection}
A. List of Missing items : None
B. Notes on any damages: NA

C. General Remark :  Ngne

+ Installation checks & Summary: {please indicate status}

A. Power Supply: 230V, AC
B. Software Installation & Boot-up:
Done
C. Mechanical Adjustments & Setup:
Done
D. Fluidic Adjustment & Setup: I
E. System Checks & Status Print Outs: Done
Installation Feedback: ////*l
(Please rate your Satisfaction Level 1 ﬁ 3 ﬁ 5 ?l 7 ﬁ 9 H)

as per the Scale)
Unsatisfactory Fair Good V. Good Excellent

Pre-Installation Information

Service Personnel’s response in general [id \! ‘REDCL E LIFETECH PVT, LTD
Product installation & its timely '
Completion

| \
Overall Installation Satisfaction { ‘Authorised Signatorv
Signature of Engineer g”\«_‘/ﬁ/ Signature & Seal of Customer (‘,\N\&Datc 03 August 202

ent Instrument installed successfully

Name of Engineer _Ramesh.R Engineer’s Comm

044-30413900"
RPS/INSTL/SOPO03/R/EIRBI/01 Page 1 of 1

Mumbai- 400068
Tel.: 491 22 66974900 Fax : +91 22 66974909



Roche Professional Services Roche

Engineering Installation Report

Name of Institution: Redcliffe Lifetech Pvt Ltd

Complete Address : Plot No 402, Paneer Nagar, Mogappair

City : Chennai Pin Code :600037 Telephone No :+91 8438142608

Person In-Charge. :Mr. Joseph Viclor Email ID :joseph.victor@redcliffelabs.com
Instrument Model : Cobas SSU Serial No : 2266-02

Software Ver :Q01-02 Cobas Link Serial No : SCL227042

Department ( kindly \/) : D Pathology [:] Blood Bank EZ] Other (mention)Department of Clinical Biochemistry

Installation Commencement Date : 30 July 2022 Date of Installation : 03 August 2022

Travel Hours Work Hours REXIS ORD No _WO0-01116225

+ Transportation Damage & Discrepancy Report: {please update after inspection}
A. List of Missing items : None
B. Notes on any damages : -

C. General Remark : None

+ Installation checks & Summary: {please indicate status}

A. Power Supply: 229V, AC %

B. Software Installation & Boot-up: !
Done |

C. Mechanical Adjustments & Setup: :
Done {

D. Fluidic Adjustment & Setup: i l

E. System Checks & Status Print Outs: Done

Installation Feedback: - — ]

(Please rate your Satisfaction Level 1 ﬁ 3 ﬁ 5 (h 7 ﬁ 9 ﬁ)

as per the Scale)
Unsatisfactory Fair Good V. Good Excellent

Pre-Installation Information F

0 RE > )
Service Personnel’s response in general . DELIFFE LIFETECH PVT. LTD.
Product installation & its timely

Completion . = 3 } \
Overall Installation Satisfaction : uthorised Signatory
- N~ ;
Signature of Enginccr%ﬁ‘b/é Signature & Seal of Customer r\(\\ N Date 03 August 202
Name of Engineer _Ramesh.R Engineer’s Comment Instrument installed successfully
"In case of Complaints/Inquiries please reach our Customer Support Centre at 1800-123-7599 /044-30413900"
Version No.: 05 RPS/INSTL/SOP03/R/EIRBI/01 Page 1 of 1
Roche Diagnostics India Private Limited 501-B & 601-B, Silver Utopia, Cardinal Gracious Road, Chakala Road, Andheri (East),Mumbai- 400069

Tel.: +91 22 66974900 Fax : +91 22 66974909



Roche Professional Services Roche

Engineering Installation Report

Name of Institution: Redcliffe Lifetech Pvt Lid

Complete Address : Plot No 402, Paneer Nagar, Mogappair

City : Chennai Pin Code :600037 Telephone No :+91 8438142608

Person In-Charge. :Mr. Joseph Victor Email ID :joseph.victor@redcliffelabs.com
Instrument Model : Fortigate 50E Serial No : FGT50E5620022084
Software Ver :6.0.12 Cobas Link Serial No :SCL227042

Department ( kindly \ ): D Pathology D Blood Bank EZ] Other (mention) Department of Clinical Biochemistry

Installation Commencement Date : 30 July 2022 Date of Installation : 03 Auqust 2022
Travel Hours Work Hours REXIS ORD No _WO-01115747
‘ + Transportation Damage & Discrepancy Report: {please update after inspection}

A. List of Missing items : None
B. Notes on any damages : -

C. General Remark : None

+ Installation checks & Summary: {please indicate status}

A. Power Supply: opoNLAG |
B. Software Installation & Boot-up: ‘

Done |
C. Mechanical Adjustments & Setup: :

Done :
D. Fluidic Adjustment & Setup: Sonis \
E. System Checks & Status Print Outs: Done ‘

® Installation Feedback: - — ]
(Please rate your Satisfaction Level 1 ﬁ 3 ﬁ 5 ih 7 ﬁ 9 h?

as per the Scale)
Unsatisfactory Fair Good V. Good Excellent

Pre-Installation Information L]FFE LIFETECH PVT. LTD
Service Personnel’s response in general |(D
Product installation & its timely

Completion
Overall Installation Satisfaction

Signature of Engineer %‘“& Signature & Seal of Customer \{\ — . Date03 August 202

¢ Instrument installed successfully

:' Authonsed ngnatory

{

& GEE

Name of Engineer _Ramesh.R Engineer’s Commen

"In case of Complaints/Inquiries please reach our Customer Support Centre at 1800-123-7599/044-30413900"

Version No.: 05 RPS/INSTL/SOP03/R/EIRBI/01 Page 1 of 1

Roche Diagnostics India Private Limited 501-B & 601-B, Silver Utopia, Cardinal Gracious Road, Chakala Road, Andheri (East), Mumbai- 400063

Tel.: +91 22 66974900 Fax : +91 22 66974909



Sample Results Report : : 5 User ID: admin - 26/01/2023 10:26
Result Type: First

e e v
DTS Qﬁémﬁé

26/01/2023 09.1 5.24
§§§§§§E§E§%§E§

fa;ow SR

£ {s’f}-
-<£‘§i&§.ﬁ:’""‘?’ R an s

rf,w-u-

'l

674481 0021476

BILD2-) " 0.500 .

mg/dt Ser/Pl CcC Current R1-R2 652625 0000885
BILT3 A 0.889 ! _7 )
mg/dL Ser/Pl cC Current R1-R3 622281 - 0008148
CA2 9.34

mg/dL Ser/Pl Ce Current R1-R3 645917 0001198
CHOL2-I 91.5

mg/dL Ser/Pl €c Current R1 658312 0002325
CREJ2 0960

ma/dL Ser/Pl CC Current R1-R3 657564 0000047
CRP4 9.44

mg/L Ser/Pl €C Current R1-R3 645296 0004076

System cobas pure Serial No: 2266-02 / 2 of 5
[/



Sample Results Report

Result Type:

s

GLUC3
mg/dL

HDLC4
mg/dL

IRON2
pg/dL

ISE CL

mmol/L

System

R L R PR
Test aaEEnaE
e =

s

Ser/P!

Ser/Pl

Ser/Pl

Se'/PI

cbas pure

ERTSRERT
A

tr

+a

279

108

CcC

CC

cC

CC

ISE

Current

Current

Current

Current

Current

Sertal No.:.

User ID: admin

Ri-R3

R1-R3

R1-R3

R1-R3

DIL
REF

2266-02

26/01/2023 10:26

663681 0005299

643503 0005876

626113 0000592

623943 0002066
644054 00032964 S8151 V9558
612531 0011556
668697 0012647

e ———————————————
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Sample Results Report - User ID: admin 26/01/2023 1026
Res““ Type First

i o o Y E AL IR

L";I,:-‘k\ -4‘“‘;"""‘ SR ..‘ 3 S0 "" % M&-.)'
“,';;»T:v '*Q““. BTN S A

2 4 o 2o
"Z; R ' 5 L R s § 4
,3 5 *7~ s ek s 2
T b-,.-‘g,...,;r, LA Sy .rr* o s ¥
iRUPaat llj.oi ﬂectr X AEPARY;
£ e 34 'iS u:-—.w, f»ﬁ) Eav -—\5 ﬂfu«: % e
: 7% :,r.'f-.“-' Tt ,-;,,C_J, AR s B

£ B0 LeaohUISE sweaClnent L fiSe0o7 o 644054 - - O0039EA T 7 -J2852V9SSEL S 5 G %
' ' DIL 612531 0011556
REF 668697 0012647
ISE NA 1178 . B & , : ! IR ]
mmel/L ~  Serpl T - T Dew 5% CISE ia: Cument . . . 15T T - 644054~ 0003964 Y8596 V9558 ST T i 4
- . DIL 612531 0011556 = & B C B 1 ;
’ REF 668697 - 0012647 : s :
LDLC3 573
mg/dL Ser/P| CC Current R1-R3 590647 0003570
PHOS2 4.47
mg/dL Ser/Pl cC Current R1-R3 653804 0006602
™2 4.65
g/dL Ser/pl cc Current R1-R3 653836 0007282
TRIGL 121
mg/dL Ser/PI cC Current R1 661743 0005484
System: cobas pure Serial No.: 2266-02 f
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Sample Results Report

Result Type' First

e
st zfx

FENS P < 2% .\rk‘:ﬁ‘ \"ng» M3k,
Q30001-1 Name / Lot: PCCC1 /515304

Q001032

RR "

,‘* ~,n 57 4.

BN Al
m 2 ‘M"ﬁﬁ b4 ﬁ

"‘-x*‘z:'i“"‘...r,. S

© o mg/dL: . Ser/Pl v i 33, ea - Y cC -_-;:_é_urrent |3 «_,.';R]’—,RS»‘

UIBC-I 228
pg/dL .Ser/P| . CC  _ Current ~ R1-R3

UIBC-) T 227 T
pg/dL Ser/Pl 5 CcC SB1 R1-R3

UREAL 393
mg/dL Ser/Pl CcC Current R1-R3
Symbols attached tc 1
+ Rerun test
erl t L supplemented test for formula caiculated test and Hb/HbA 1¢ test

System cobas pure

WA Serial No 226

o

02

By o 3 3 o

.

T i '{
}g«‘:ﬁg 5\&:«\" h 235 xilf?—u;- Loy

2 Set-2 e Sagm 2 -‘"E"\‘V)P\).“‘IZ’L"T aaidhans el |

| 7664685

637859

637859

663424

L e e 1~ T e

0015211

0015248

0003266

QN

26/01/2023

of

\-!':.

091524
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Sample Results Report User ID: admin 26/01/2023 10:28

d<i34%.
a e
; ‘:‘: :b‘n ."t‘ 5T Tt by -z 1-’“' : '[-L:’r’f? ]
,.A.sl RIS A qdH i B R et e ,‘,‘,_---/'.;-ry}
EREAS RN e ¢ : R BSOS

Q30001-2 26/01/2023 09:15:24

Q002032

g««""d\ fp}g AL, .J ca'v i
R ,:aw’n

g/dL Ser/P! CC Current R1-R3 663677 0001683
ALB2G 484 R e eEELL R s - ERa e 8 g
g/dl  ~ Sewpl . CC ¢ 8Bl R1-R3 663677~ 0000387 =3
ALP2 231
L Ser/P! CC Current R1-R3 654864 0003414
ALTP 130
L Ser/Pl cC Current R1-R3 661052 0014491

R2 674481 0021476
ASTP 132
usL Ser/Pl CC Current R1-R3 663695 0002024

R2 674481 0021476

é 1 of §

System: ccbas pure Serial No. 2266-02



Sample Results Report
Result Type Flrst

BILD2-J o

mg/dL Ser/P
~ BILT3 4

mg/dl . Ser/Pl

A2

mg/dL Ser/Pl

CHOL2-!

mg/dL Ser/Pl

CREJ2

mg/dL Ser/Pl

CRP4

mg/L Ser/PI

System: cobas pure

257

3110

136

165

4.12

543

cc

cC

cC

cC

cC

CcC

Current
;Z—‘ur‘rent
Current
Current
Current

Current

Serial No.:

User ID: admin

% 2 % 5{‘2

s

2-;‘7" R L35 220
ngfc

R1-R3

R1-R3

R1

R1-R3

R1-R3

2266-02

652625
{gzzzsl
645917
658312

657564

645296

0000885

0008148

0001198

0002325

0000047

0004076

26/01/2023 10:28

2 of 5
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Sample Results Report User ID: admin 26/01/2023 1028
Result Type First Sorted by Date FTIIETR
3 3 3 . Adeac| (A A : = o 3 PN o BN ¢ ﬁﬂ hr : ﬂ*“ £7)?ﬁi€§"# ‘? “a‘!{\,} i‘ 2:‘},«,:

iw T -"
R

Q002032 Q30001-2 "~ Nameflot peeeD T 26/01/2023 " 09.15:24

EA AL
b kel e

oy X B

_ oﬂﬁszgg prey
- GLUC3 244 S Sk _ i . -. '
- mg/dL Ser/Pl CC Current RI-R3 . 643503 0005876 z EISANS
 HDLE4 o L R g - 25 |
~mg/dL Ser/Pl % CC - Current R1-R3 626113 0000592
©IRON2 A 240 Sl L i
- pg/dL Ser/Pl A ¥4937 0 CC a€urrent R1-R3 " 623943 0002066 eFrs e

ISE CL 103.2

mmo!/L Ser/PI ISE Current IS 644054 0003964 S$8151 V9558
DIL 612531 0011556
REF 668697 0012647

ISE K 7.36

mmol/L Ser/PI ISE Current is 644054 0003964 12852 V9558
DIL 612531 0011556
REF 668697 0012647

e —

System: cobas pure Serial No - 2266-02 z 3 of. 5
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Sample Results Report User ID: admin 26/01/2023 10:28

Result Type:

First

091524

26/01/2023

Q002032 Q30001-2

A s ir S -..5
o TR s -#"”” '1?‘ .
%@M@zﬁkﬁ
{ ZREI TS S %
o B ek e 4‘?%‘??‘1« \(.. l‘!-v*ﬂ’: ‘%’\éf %

YT «5

S A PR Ay r,.,,ﬂ,d.

(.* = J)q »v..;‘f }o- n-i'v.- s

. n,&O03964-'
612531 0011556
668697 0012647

1 LDLC3 985 R L A Bhes ey oy pEa R

PHOS2 | _ 835 8.3 \ ' -
. mg/dL Ser/Pl ShZeg CC - Current R1-R3 653804 0006602 K782 GG T S

TP2 7.64

g/dL Ser/Pi o3 CC . Current R1-R3 . 653836 ’;'()0072'82

TRIGL 213

mg/dL Ser/PI CcC Current R1 661743 0005484

UA2 9.54

mg/dL Ser/Pi CcC Current R1-R3 664685 0004476

w/

System: cobas pure Serial No.: 2266-02 Z 4 of 5
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Sample Results Repor ' '

User ID: admin : 26/01/2023 10:28

0 “p s
B
..
g BT P

me /

= *A?J,;g; ;i'.""é;?: ?

i A
. .’{-.f 3
s

Py SRS R

s

UIBC-1 ey 7273 SSaa i e -
- ug/dL . Ser/Pi ' 637859 0015248 Ei I R

e L
s A o

S ) s g Sa

TUREAL R TS " Ty = g a0 o ,
mg/dL  Ser/pl 1 eyl CC SemGurrent R1-R3 . 663424 0003266 Ry 2i5ins

Symbols attached to “Test” W
“+': Rerun test
"™ eFlow subresult, supplemented test for formula calculated test and Hb/HbA ¢ test

System: cobas pure Serial No.: 2266-02 Z 5 of 5

A A A ot
T 2 5@3.%?&5@'@ A




Sample Results Report
Result Type First

jU/mt Ser/Pl

Symbols attached to Test
"+ Rerun test
" eFlow subresult, supplemente

System: (0bas pure

iy
i

Sorted by: Date

SoRF PRSIAY

test for formula calculated test and Hb/

Name / Lot RFCO1/ 642913

4

HbATC test

ALY

Serial No:

2266-02

User ID: admin

634798

0001648

/'s;f,cz~;r.!)

HITACHI

26/01/2023 10:25

N
S e %‘é‘?@}%ﬁ'

26/01/2023 095831

S
AT

4
A
; 45'7’5 2

i

1of |



sample Results Report Rac

First

User ID: admin

- SRR
Yo “‘%3 iy -

i %%m%éﬁi& 5o s
RS

1'}{7; - _w_:;
e T
e e D i
- .53# i;; _%2 t,,,‘ ‘ﬁm*; » 7 ‘;’jf,‘,‘?? %
RFCO2 / 642914

11917
SN

admin

.

LA

tMeses

A H Ly i

IU/mtL Ser/P| CC - Current R1-R3 634798 0001648



1ple Results Report osh

: .r'\’/ ; =i
. pe.” s User ID: admin

o5 RIS
y 2.l ge Sy e

032

RCEE A

Ldt:

/Al Ser/Pl CC Current R1-R3 663677 0001683

\{B2-G 3.04 , . : ‘

oL Ser/Pl cc sg1 R1-R3 663677 0000387

ALP2 99.0

/L Ser/Pl CC Current R1-R3 654864 0003414

ALTP 48.1 :
Ser/Pl cC Current R1-R3 661052 0014491

N | R 674481 0021476

ASTP 43.6 - 3

N CC Current R1-R3 663695 0002024

Ser/Pl R 674481 0021476



