CALIBRATION CERTIFICATE

This is to certify that the cobas pure is a fully automated analyzer bearing the serial numbers
SSU: 2265-09, Cobas ¢ 303:2256-10, e 402: 2254-09, at REDCLIFFE LIFE TECH PVT
LTD, Hyderabad has been calibrated on 11/07/2023.

The calibration includes:

Adjustments: Checked and adjusted sample/Reagent Rotor, Incubator, Sample/Reagent probe,
Bead Mixer and their respective home positions.

Incubation Disk: Range: 36.8°C to 37.2°C
Adjusted: 37°C

Detection Unit: Target: 28.0°C
Adjusted: 28.0°C

PC/CC: Target: 28°C
Adjusted: 28°C

Adding to this all the temperatures, Blank Cell Calibration and volumes drawn by all pumps
were checked and found they are OK.
Next calibration due on 10/07/2024.

For Roche Diagnostics India Pvt Ltd.,

g

T R Siddardha,
Sr.Technical Service Specialist,
Hyderabad.
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Installation Qualification:

This docurment funms he basis of the Qualification Services Certificate. It certifies that the instrument is
Installed aueorany w the manufacturer's specifications, The report presents and documents the test
protetdivs Ue dovanentation, relerence and acceptance criteria used to verify that the system is installed
according spechicatiuns, The report aemonstrated that all installation qualification criteria have been met
salistaciuriiy

Nutice: 11 loliuwing tests are 1o be carried out by trained Roche personnel only.

Purpuse: The puipose of this lestis e confirm that the instrument was delivered undamaged and installed

corraclly,

Test # Test 2550 Avie
13.1.1 User assislance available
1L |2 Environmental parameters met
1C 1.3 Instrument delivered undamaged and
T Cuimplete
{2 1.4 Transport locking successiully removed
Q15 ~|All conneclions correctly installed
1.0 [lnstrument posilioned according to Installation
WVainual
21,7 Instrument bool process successiully
L'-..-x'_nU _ _'iI,'_Iu:*L;Iﬂ;errH accourding lo specilication
K21y |Mechanical adjustments complele
_Ef-i_'_"_‘il_.l __|Audliary cumpunents posilioned
K2 1,11 Instrument mstallation check
;u__h_ _Host communicaton sellings checked
Test # Test e G
.l"““" ) (ostatiation Qualiication for cobas <ISE>
L [11stallalion Qualificalion for cobas <¢ 303>
1.4 Insiallaton Qualiivabon for cobas <e 402>
K1h [lostailakon Gualification for cobas link
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Deviation Kepwert Any discrepancies found during the installation must be documented in tt'ra.apa_na h_aluw.
Ruche perscinel will tnen investigale the deviation and decide upon the most appropriate action to be taken.

LDeviaton #1 j

lvestigation

Action taken

Ueviation resolved satisfactorily?

Deviution #2

vestigation

Action Lanen

Ueviauun resoived satislactorily?

Deviation #3

Ihvestiyulion

ACTIUI Laken

beviativi reselved satiﬂ.factur'ily‘?‘
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Operational Qualification:

This Aol s b basis o the Gudnication Service Cerlificate. It certifies that the instrument is operating
aceandig e e daoalaciure's specilicativns. This report presents and documents the test procedures,
documentaton. (elurances and acceplance eriveria used to verify that the specified system is operating
accurding Lie speclicatiuns. |The report dermonstrates that all operational qualification criteria have been met
salisfacturily.

Notice: The lollowing lests are Lo be carried out by trained Roche personnel only.

Purpuse: Tho puipose of his test is (o cheex that the modules are operating in accordance with the

Fest o Test .::. .- J s
QL Callbration successiully
0Q,2 Cualily Contrul successiully
0Q,3 Acouracy check successiully

Deviation Repert: Any discrepancies found during lhe installation must be documented in the space below,
Roche personnal will then ivestigate the deviation and decide upon the most appropriate action to be taken.

D viralataii I'If' 1

Iuwustigﬂtiun

Aclion Liken

Deviabwit resolved satistactorily?

Devialion w2

il.nr'q:‘.:il.]gutiﬂll

ACLiull taken

Diviativn resolved satisfactorily?
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Adl test resulls are acceplabie,

h!._f Ueviabiun or non-condurmances vbserved have been recorded
45 o ceviation and e relevant lurms completed.

Al cieplance anlena have been met, This equipment is deemed

aoceplubie and the unit 1s approved for ils intended use.

Coininients

PTH _fﬁubfﬂ}'iﬁﬂ.iuf)ﬂﬂﬂrj. Qt’_ \eluey e

Comgleted by Roche Represenlalive

il 1Ml Bt\ﬂ_bﬂ-ﬂf Df'f{_s.ﬂ_lﬁl 1_lf__ _—

Reviewed by Cuslomer Centact

Fril Mz Mn ﬂ‘?ﬂgﬂuj—;pft{—

Reviewed by Customer Qualily Assurance

Print Nanme mﬁ_} hb_ ﬂ._? “@’m_{j&fi

Date

Signature

Date

Signature

Date

Signature




S Roche
Qualificallon Servica

Installation Qualification (v.2.0)

Page 1wl 3

cobas® pure integrated solutions

Descripliun
1211 User assistance available

Check thal a User Assislance opens and has
content.

1.2 Enviranmental paramelers PR

Ambient temperature in the lab is between 18° and
3270

Arnibient humidity at the lab is between 30 and 85%
RH and non-condensing

Gacleria free, deionized water < 10 cfu/mi
Vi ater conductivity 1,0 pSfem or less
Uvaler pressure between 50 kPa and 340 kPa

Instrument is not exposed to direct sunlight

Floor is level and grade is < 1/200 ( $0.5%)

W1 nstrument delivered undamaged and-complete
All cavers are undamaged

Al aecessory buxes are delivered

sl et does nol show any external damage

Q1.4 Transporl locking successfully ramOVEU i e e

Unpacking of the different modules and accessories
wilthoul damage o units

(1.5 Al cumeclions correctly instaljed

Cower distibution board and water supply/drainage
cilities lucated within 5m from the instrument.

Power supply voltage al the cuslomer facility:
UPS system available:
voltage Nuctuation less than £20V

Grodnding termnal of 1082 or less available
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Q1.6

12 W

1.y

(2 1.10

1 1.4

Instrument positioned according to Install

= [

Syslen layout is according to the description in the
manual

wodules are installed according to the installation
manual with cfficial tools

instrument boot process successful
II? address conliguration correct
First syslem boot-up

Cliange cobas link IP Internet NIC (162.132.241.10)
Chiecksum according 1o specification: S8 = S NS TR
Viersion of installed cobas pure user software
Instaliation of country language successful

Checksum ul installed soflware is correct according
o Installation Guide

C i) g o 1 A A N
B @:‘]—E‘.‘"" e TR =

Mechunical adjustments complete

Al mechanical adjustments for the Sample Line and
Rotor are carmed oul

[Rack transport during mechanical check function

Mechanical adjustments backed up

Ausiliary compeonents positioned L Ry

duck trays are instalied

Instiument installation cheek:
Print function

Downlyad parameters from CL to CU PC
Ciuviiluad applicalions

Heysleed electrodes for ISE

Rack/Sample barcode read check (attached printout)
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Q1,12 Host communication sellings checkec

Fost sellings customised lo local site and tested

Deviation hoeport: Ay daciepancies Tound during the installation must be documented in the space
betow. Rocne persunnel will then investigate the deviation and decide upon the most appropriate action to

be takion

Devidtion #1

lnvestigation
Action taken

Devialivn resulved satisfaclorily?

Leviation #2
livesugation
Acliuin Llakel

Devialion resolved satistactorily?

Leviuuon #3
Hiveslgution
Aclivi Laken

Levititun resolved saustactorily?

B e e . s, L] B
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Installiation Gualification for cobas® pure <ISE>

Description

Rl 2

Y

[} 2.4

I Z:5

[&RERE

Mechanical adjustments complete "1 s L S EN S SN

¥ :'.L__.E‘:'t:l"

Al mechanical adjustments for ISE mechanical parts are
carried oul

Adjustinent check during mechanical check function

F&uﬁdiiﬁry components positioned =~ =S ic N

iy

Guar puing adpstment : ~ 1 '
Cudr pump adjusbment executed (attached printout)

- = 3 . ="K -.;'.I_|| -_‘-=,,_‘._ A ..:ri--.__;;k::p:d— i B -. : .- .lr_ .J :-:.:__- _‘ =
Instrument inslallation check & L s e

I5E Check 20 umes (allached printout)
Application nstallation _ 2

Duwnload ol applicalions from cobas link:
Na (29070)

K (29u8U)

Ci (29090)

e e i
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Deviativii Reporl: Any discrepancles found during the installation must be documented in the space below.
Raoche persuniel will then investigate the deviation and decide upon the most appropriate action to be taken.

Deviation #1

Investigation

Actun taken

Deviation resclved satislactorily?

Cevialion #2

bivestigation

Actioi laken

Deviation resvived salistactorily?
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Installation Qualification for cobas® pure <c 303>:

DEEC’FIHEH:I-‘

1 R

et 3ot

it 3

Funclion chock ol ¢ 303 module according to specifications LR s
Systen fyeut 15 aceording o the deseription In the manual Pﬂﬁ&" :

¢ 303 AU Is Installed according to the inslallation manual with |
ellicial togks Pass: -0
Mechanival adjustinents coimnplete DAY= 1)) O

i
& o

Al meshanlenl adiusiments for the different ¢ 303 mechanical
peet bs arccaniee] ol

Pass.

- ' - % 7 e bR i g
Frobes aod consdmaties inslallation = i J:ﬁ?@ﬁ‘;@[m

+ [

Sample Probe and Reagenl probe are installed ‘Pass: . |

Rueaclion cells are Insialled Rasg il ong
Irvstrdrgnl installalion chgok AL :*f.'a'-:'.-;:- lﬁ.;-:;;lki;.?:'r?f-ﬁfif;m
Dt and Aol weash bollics are ohded Pﬂﬁ'ﬂ =
Wl vssiie Man pwiop 50.0-00.0 kPa, Gear Pump 320 kpa
Loind ELCU-LY C pack giden

Exchange mcukbabon talh water

Water llow of rinse slations as well as consumption of the
delergents were adjusted

A g bar syringes and reageins FPasg .«

s b chek Tattached primtowul )

Gl Blank Measuraimond (altachad printout)

2
{ 3

iNcubation waler bath tempernre 37 *C £ 0.1 °C

cobas
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K2 o

a3

R

Adjustment check during mechanical check funclion
Gear pump adjustment

Cieor purmpr adiustment (alldched prinlout)

Agaplicauon instalinbon : R e

Dowvnload Special Wash (all)

Download Gf Auxiliary Reagents from cobas link ECO-D,
WALHD . SMS and PYP (PYP il ASTFZ is not available)

MenusSystani>auxiliary Reagent Packs>Download

Download ol agshcatlons from cobas link
ASTR (20220 (] ASTPZ (20230} is not availble),
CHELY (2uA11)

LhibEdz (20470)

GLUCS (20637

TRZ{21114)

CONA-PZ (20993)

CONA-R1 {21280)

NG T-5 (212%0)

INST-R1 (21241)

Wcou=Applicaton= Download

RS ET] Beviadiem

Wissiii el Ghwew Giilached priodout)

Backup of adjustment data AP |

Sahjuslineils duta backed up

! as! I;x‘zhm

— ol el

Passs s

cobas
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Deviation Rvport: cny wisstopancies lound dunng the inslalfation must be documented in the space below. Roche
personil Wil lnen vasligate e devintion and decde upon the most appropriate action to be taken.

Deviation #1 | ' " 3

Investigation

AClion e
Devigtion resuived salistactorily?

Deviakivn ft
Bivesilyativn

Activi Lahei

Deviatiun resulved satsfactotily?
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lnstaliauon Qualitication for cobas® pure <e 402>:

Lrescriatiug
3.4 Fungtion check of & 402 module according to specifications .0 s
o4z AU s Installed according to the installation
maleal with afhciol ols Pass Al
Q2 Mechanical adjustments complete _ CETS R | Tt
Al mechanlcal adiustments lor the different g 402
Meghatical parks are Garried oul Fassy;
Adjbstment cneek dunng mechanical check function Eas_a«- o
WWaler ressure Gear pump 320 kPa, Mam pump FEB:E; P
SO0l KPa
Viatler How ol all nose stations and wash station
Wi adjusted and validaled Fassl . the
(3.4.3 Auxiliary coimpenents installed J R P 4 5 - M et
Sulmpie probea. weageol probe, microbeads mixer,
(g salring vell, sippur prube and pre-wash sipper ‘Pags 5
faldbee NElaied
Wasite liner, CCIPC cups, CleanCell, ProCell, - _
PreClenn and Assay CupsTip rays lvaded Pass &
System prime snd systam air puige lor syringes _
ahd redygeis Pass
L)y i fstrdi el isElan o e - e - b 1,
lemnparalunes williin spacilications in
Mol b auning check i
Alr Aspiration Calibratian Pagsy = o
BT Suetling Pass
Biank Cell calipraton (altached grintout) Pasgs NN
nstruiment Cheek (attached printout) Passs

- - ¥ i . o '-"-;'-r-'::l_"!;"r':_*._l -:.-.__ & '_-.-.1" ] -

"Elecsys TSH fer lnstrurment Check" *  e-pack does not - :
need TS0 application Lo be downloaded, Fasss s a
"GN D702 80917 2uU

- Fur Precision Check (00.3.3) you nead a New TSH e-
ek and dewnload TsH (10172) application from cobas
Lok 10 TSH G not b used for Precision Check,

- a1 e "'-.'-" :Eg L - ‘ = ..I I-I-..'. :
Ihd. U Guthup ol adjustinent cala o SRR O R
Adiustinenls data backed up Fasgig iy



Qugiilicabion Eavvied

Instalbation Suauiibication (v.2.0)

Pigedul 2

Deviation Kepurt: Any discrepancies found during the installation must be documented in the space below.

i e Bl g usiull

Uoviulivi #1 - X

v estigation
Activii ket

Uevialivi ivsvived satistactorily?

Liw olalian #2
livestgativn
Fav vt taher

D vilbivi tesulved sulisluctorliy?

Loviatiut #3

Aclign taken

Deviativn resulved sidistactorily?
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Instaliatiuv:. Quulification for cobasLink

Descriptivn

1.5

:

cubusLink connectivily test B : Wy

Cutatshink s nstalled pecording to the cobas Link cobas -
WINIgeR TE TR [RE Pas

Ui e Sunnetlion & avaioble

cubaskink conliguration : VR o

cubas ink CounhiyuratodSystem Check

] A0 :'—".5"._ T
Letest palches inslalled Pass 0
Coneral sutlings are enlered according to cobasbLink Pags T

Wil (LaboroenyuobasLins/Ulilities incl, centificate )

Cods ik Gonhigurdlon Systeim Check
(G ey tralbag Liglit)

Thwe CU = conliguration was sent o GL )
dinig s visibie @ cubas Link configurator/Query Tool/ '
R35i2 > Excoule

¢obuslink [nitiate Upload! Duwnload ' i e

The cunlivuranon was sent to the TSN server with
"Hnuele Upload"

Thie application Hies arrive afler "lnitiale Downloag”

Forlunm Syne with colas link
bbbl s e Savice=8yne wilth cobas link
Vi it AL

cobas’
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Deviativn Hepurt: ruiy dscrepancies lound during the installation must be decumented in the space below,
Roche perscinel wil ©as s bgile e deviauon and decide upon the most appropriate action to be taken.

Activi takei

v #) b R

Investigativn

FACLIUL G SdRET]

Miation resolved sati stacturily?

Deviaiion #2

VS alaylakiunl

ey i resuived sabistuctardy?
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Operational Qualitication:

Nulice;

Cle s uge e i 0 Pove o be camed out after a new system
b i b IV SRl alig TPl aaskivn which reguires additional calibration.

Wb suivdi aicbion dues aul alfeet the measurement performance, only apply
g o aod O 3ol the Uperation Quaklication,

Lesarijaiicnt
Gid 1 Caibration ' o R e T

Uhalibrabion of i photwetne paramelars
svcdssel talluchied pontool ) Yes ;?;Es‘.

SE Rl L] 13 paraelaer s suceeasiul
aihiedd poinkuul) ves o

Crothibn abivor of gl hane paiimelers successiul
(Fllached prinkuut) y&s, -'-.F'E:'_ i

gpeoly the lype of cabbralor used:
CFAS ol 531%33 o
| S CulSel lul S+ SET
Lenrahly Chan il %‘ : ' R '1:':.15".5'
Soscily the lype ol conlrol used:

PCOCT ot SLSDLF P 7 S

PECCZ ot : SCIRE PEs. 1
PCUT iol - 5ol B
FEUZ 56 oy

S G ol e pedrdirieters within
s ataie ranga tallaonigd prinloul) AERE

JU ol IBE parwinelers willun acceptable range
Lallsihaed printuul) yesi Akl

W0 b e pararmelecs within acceplable

Pange fatached pintout) yes' ¢ e
Ao 3 rrecisian ok fon 1Sk .::_' s LI '::-:;ull::-sf:':‘;"iruj_

L] |||__|. 18 |_II -__I_.l.:‘-_.|;,_||| Ll -.."._'l'. U.‘:h“':__" |'][:E_;{.:1 ”‘=E1

N Expeched .

Actual CV

Ul det. < LW .
N 21 1.00% - - e
K 21 1,20% - ?E—l&/ P& d
il 21 1. 70% -

Eapected precisivn ©V vaiues are only to judye performance of
by tistalivd analyzor, tor otficial specitfication please refer to
us sy spucitic Method sheet.

Pt ginn) ek er 15 was within geceplable range Yyes

cobas’
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P

L 1

L B R

T—— -
e igia Gliewa 1 linnuneiogy Assays B bty L™

17 Fraclsion chieck fur Photomelric Assays e e T e S

Furlonm precision check using PCCCT n=21

MNumber  Exspecled

of dat <GV Actual CV
AT RASTHEE £ 2 00%: .
e S 2 1.00% - 2 A_a.t-n'
itk 21 2.50% . E"ge/ PQ
| e 21 1.00% .
LY 21 1.00% -

Eapected precision CV values are only Lo judge performance of
newly installed analyzer, tor olicial specification please refer to
assuy specilic Method sheet,

I rggision chieck lor Pholometnc Assays was within
neuaplable rangu yas:

Pzt lurin precsun chotk using HFCOU1 n=21 per Channel

Mew ToH (10172 Reagenl
Murnber Exgisusied
of det <LV

TSHChA 21 SR INR . Qe—{—&/ Pﬁ dﬁj—m

Ariual CV

RTINS YEs

sullwareg S R

rrsuis ol

vebsbils

ol

yes - -

[

cobas



Chuailicatan Seovien
bistaliation Geulitication | Qperation Qualitication (v.2.0)

FI-J.',:I".' dut G

L w il %7

. e

v esitiyatian

G el Laki

e

Leciaton resolved saustactorily?
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]

Altacliaents

, . el dab=
3. Precbion dd= C Qﬂa(" PR d"*"“)

cobas
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Revisiun History

Version

bl release

V. Date 20-@;!#21 e

A

= ) -

cobas’
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