72228 All India Institute of Medical Sciences
\ \ u.« Jodhpur

Admn/Prop/14/2021-AlIMS.JDH Dated: 19" May 2021

Subject: Purchase of Fully Automated Real Time PCR with Automated Extraction System for the

department of Microbiology at AIIMS, Jodhpur on proprietary basis - Inviting comments thereon.

The Institute is in the purchase of Fully Automated Real Time PCR with Automated
Extraction System for the department of Microbiology at AIIMS, Jodhpur from M/s Abbott
Molecular Inc. 1300 East Plaines Illinois 60018, United State of America on proprietary basis. The
proposal submitted by M/s Abbott Health Care Pvt. Ltd., New Delhi and PAC certification by user
are attached.

The above document are being uploaded for open information to submit objection,
comments, if any from any manufacturer regarding proprietary nature of the equipment within
21days of issue giving reference Admn/Prop/14/2021-AlIMS.JDH. The comments should be
received by office of Deputy Director (Admin), Medical College at AIIMS, Jodhpur on or before
09" June 2021 upto 03:00 PM failing which it will be presumed that any other vendor is having no
comment to offer and case will be decided on merits.

Yours faithfully,

Deputy Director (Admin)

Enclosed: Related documents enclosed.
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All India Institute of Medical Sciences
Jodhpur

Abett Abbott Molecular Inc.
M OleCUlaf‘ 1300 East Touhy Avenue

Des Plaines lllinois 60018
United States of America

Dated: February 8, 2021

Proprietary Article Certificate

This to certify that "Abbott m2000sp - E Series and Abbott m2000rt " products and List
Numbers listed below are proprietary to Abbott Molecular Inc, ILUSA.

List of Products:

S.No List Number Product Description
1 09K14-02 Abbott m2000sp - E Series
2 9K15-01 Abbott m2000rt

This is to confirm that Abbott Molecular Inc, 1300, East Touhy Avenue, IL 60018 USA is
the only singular and original Legal Manufacturer in the world for the above products
and country of origin being Singapore. Switzerland and United States of America.

To the best of our knowledge, no other company distributes these products, without being
under contract with Abbott Molecular Inc.

Thanking you,
For Abbott Molecular Inc

ssociaté Director Regulatory Affairs
Abbott Molecular, Inc.
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January 29, 2021
India

Manufacturer Declaration
To Whom it May concern,

All India Institute of Medical Sciences
Jodhpur

Abbott Molecular Inc.

1300 East Touhy Avenue
Des Plaines, [L 60018 USA
Phone: 224-361-7000

Fax: 847-775-6777

Abbott Molecular Inc. located at 1300 East Touhy Avenue, Des Plaines, lllinois, USA; declare that
60018 is an authorized manufacturer / distributor having its manufacturing at 1300 East Touhy Avenue,

Des Plaines, IL USA 60018 for the following product as per details below.

m2000sp Instrument E-series (Extraction unit)

m2000rt Instrument system (Amplification unit)

Abbott RealTime HIV-1 Amplification Reagent Kit

Abbott RealTime HIV DBS Amplification Reagent Kit

Abbott RealTime HIV-1 Qualitative Amplification Reagent Kit
Abbott RealTime HIV-1 Calibrator Kit

Abbott RealTime HIV-1 Control Kit

Abbott RealTime HBV Amplification Reagent Kit

Abbott RealTime HBV Calibrator Kit

. Abbott RealTime HBV Control Kit

. Abbott RealTime HCV Amplification Reagent Kit

. Abbott RealTime HCV DBS Amplification Reagent Kit

. Abbott RealTime HCV Genotyping Il Amplification Reagent Kit
. Abbott RealTime HCV Genotyping Il Control Kit

. Abbott RealTime HCV Calibrator Kit

. Abbott RealTime HCV Control Kit

. Abbott RealTime CMV Amplification Reagent Kit

. Abbott RealTime CMV Calibrator Kit

. Abbott RealTime CMV Control Kit

. Abbott RealTime EBV Amplification Reagent Kit

. Abbott RealTime EBV Calibrator Kit

. Abbott RealTime EBV Control Kit

. Abbott RealTime High Risk HPV Amplification Reagent Kit
. Abbott RealTime High Risk HPV Control Kit

. Abbott RealTime CT/NG Amplification Reagent Kit

. Abbott RealTime CT/NG Control Kit

. Abbott RealTime MTB Amplification Reagent Kit

. Abbott RealTime MTB Control Kit

. Abbott RealTime MTB Amplification Reagent Kit

. Abbott RealTime MTB RIF/INH Resistance Amplification Reagent Kit
. Abbott RealTime MTB RIF/INH Resistance Control Kit

. Abbott RealTime SARS CoV-2 Amplification Reagent Kit

. Abbott Real Time SARS CoV-2 Control Kit

Sincerely,

‘Associdte Director Regulatory Affairs.
Abbott Molecular inc.
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Te:hnleal:sgeg fleations for fuﬂzautomgted Real Time peR systam with Automated Extraction 5 ystern
for fnfe«_:g lous Diseasetestmg '

* The system should be CE-TVD and US-FDA. appiroved and
» Integrated system

¢ lnustrument should have fully nutomated
Addition) and PCR amplificalion

*  The system shoulg offer a high througlpu capability of Maximgl 9

¢ aeid from whole
based cytolopy,
s fieces ete
Nt assays
g CE_[VD, US-FDA, EUO US-Fpa
TNG, Hpy Genetyping, HBVY, HCY, HIv, Chy viral |

" Sysxam-shgu’idha\fe:ﬂexibiﬁtyam vxlrdet nuglej
Swabs, semen, Biopsy, Surgical Aluids; Liguig
martgw, OSF, Culture, DBS (for HIV & HEV)
Protocols Preloaded ang Pre-optimized for diffe

* Thesystem shoylq be compatible for runnin
for COVID-19, ¢
Benotyping.

* All the assay should haye nop campel

¢ System shoyld

*  The extraction
on time and error iy, sample sorting

*®  System shonld have Hexibility 1o perform even smatler baicl size

the 96 batch algn

*  System should display SIEP 10 step propress of extractio

*  Thesysiem shoul

Bracess flow, oplimize Pipetting alporifhm (Air gapy techuolagy after

litive inlemal copy rols feature 1o Wonitp,
Process starting from CEItaction (o amplification and deteclion

contain integrated bareode reader for patient sam
incliding (he controls und req BERIS, entire test regapd should be trae
The extraction system should yse mragnetic bead-

Casure contamination control providing Ay,

a5says should be WHO Prequalifieg,
for eXtraction, sssay get (Master miy

6 samples BT T 8t g fime

Blood, Serﬁmﬂ‘.lasma. Urine,
BAL, breast miik, sputuny, Bone

“pproved assays
oads und Hey
1 (he complete

iple tube, feagent tracking
ciible from end 10 ¢nd,

based technology toy o) the assays
system should haye the flexibility 1o deeept primary ¢

ubes to minimise the hands-
024,43 ang 72 including
I IIDCess neluding redl time visibility

50l barrier tips, unidirectiong]
¢ach aspiration step)

*  System should Provide open mode extmction Protocols up to 140 oy different ¢

extiuction system & master mix addition
* 96 well Real time PCR system shouly be a ki
throughput bench top instrument .

" Systam should be capable of periormiog two paramelers (e

inthe same run

ah-end Ompact system with latest, fagt and high

B IV -ley gng HBV-CMV} simultaneuusly

* Heating block of the RT PCR.' System should be Peltjor based

* The RT'PCR system should higve Sexcitation und § ey

“Gapibility of RT assay and Lalb defined wisay
* The system should have Jess dowin time o

The system should support LI§ Capability

Dr. Pratimg Gupta, M.D.
Professor & Head

- Depattment of Micrubfuio;} &
All India Inctityie of Medical Sciencee :
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