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All India Institute of Medical Sciences, Raipur (Chhattisgarh)
Tatibandh, GE Road,

Raipur-492 099 (CG)

www.aiimsraipur.edu.in

No. AlIMS/R/CS/Patho/14-30/24/E-16596/PAC/A Date: 22/03/2024

Call for Objections

Subject: - PAC Tender for procurement of Fully Automated IHC System — Ventana benchmark 'GX' for
Department of Pathology & Lab Medicine at AlIIMS Raipur on Proprietary basis — Inviting
Comments Thereon.

The institute is in the process to purchase as a PAC item through GFR-166 (lll) "Fully Automated
IHC System — Ventana benchmark GX" for Department of Pathology & Lab Medicine at AlIIMS Raipur from
firm M/s Roche Diagnostics India Pvt. Ltd. c/o Awfis Space Solutions, East Kolkata, West Bengal. The proposal
submitted by department of Pathology & Lab Medicine at AIIMS, Raipur and PAC Certifications are attached
which is to be upload on website.

The above documents are being uploaded for open information to submit objections/comments, if
any form any manufacturer/dealer/distributor regarding proprietary nature of the items within 15 days from
the date of issue/ upload of notification by reference no. AIIMS/R/CS/Patho/14-30/24/E-16596/PAC. The
comments should be sent to Stores Officer, AIIMS, Raipur on or before 07/04/2025 up to 3.00 PM or email
on store@aiimsraipur.edu.in,  failing  which it will be presumed that any other
manufacturer/dealer/distributor having no comment to offer and case will be decided on merits.

1. Certificate for Purchase of Proprietary Article.
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Proprietary Article Certificate
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No other make/brand will be suitable for following intangible
reasons (if PAC was also given in the last procurement cycle,

please also bring out efforts made since then to locate more
sources): OR
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Reference of concurrence of finance wing to the proposal
(Action will be taken by stores & Account Department)
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Ventana Medical Systems, Inc.
A member of the Roche Group
1910 E. Innovation Park Drive
Tucson, AZ 85755 USA

26 June 2020

Proprietary Certificate

Dear Sir/Madam,

This is to certily M/s Ventana Medical Syslems, Inc, a member of the Roche Group, is the legal

manufacturer and/or distributor for below listed products.

M/s Roche Diagnostics India Pvt Ltd, having its registered office in 501 B, Silver Utopia, Cardinal

Gracious Road, Chakala, Andheri East. Mum bai-400069, India, a member of the Roche Group

and an affiliate of M/s Ventana Medical Systems, Inc., is responsible for the sale & service of the

equipment including its spare parts, accessories etc.

Product name GMMI no Physical Manufacturer
BenchMark GX 5894662001 M/s Ventana Medical Systems, Inc.,
1910 E. Innovation Park Drive
o L | Tucson, AZ 85755 USA

The following assays are proprietary to Ms. Ventana Medical Systems and run on Benchmark GX
instruments. Ms. Ventana Medical Systems has not validated the performance of these assays on

instruments other than Ventana's Benchmark instruments.
VENTANA ALK (D5F3)

Intended for the qualitative detection of the anaplastic lymphoma kinase (ALK) protein in

formalin-fixed, paraffin-embedded (FFPE) non-small cell lung carcinoma (NSCLC) tissue stained

on BenchMark IHC/ISH instruments including BenchMark GX automated staining instrument

* Indicated and approved as an aid in identifying patients eligible for treatment with
XALKORI® (crizotinib), ZYKADIA® (ceritinib), or ALECENSA® (alectinib)

* VENTANA anti-BRAF VB0OE (VE1) Mouse Monoclonal Primary Antibody (VENTANA anti-

BRAF V600E (VE1) antibody)
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« Intended for the qualitative detection of BRAF VG0OE protein in formalin-fixed, paraffin-
embedded tissue sections

» Ready to use on BenchMark GX instruments with the OptiView DAB IHC Detection Kit
and ancillary reagents

o Part of the VENTANA MMR IHC Panel

VENTANA MMR IHC

Includes VENTANA anti-BRAF V600E (VE1) antibody, VENTANA anti-MLH1 (M1) Mouse
Manoclonal Primary Antibody, VENTANA anti-PMS2 (A16-4) Mouse Monoclonal Primary
Antibody, VENTANA anti-MSH2 (G219-1129) Mouse Monoclonal Primary Antibody and
VENTANA anti-MSH6 (SP33) Rabbit Monaclonal Primary Antibody

* Indicated and approved for the detection of mismatch repair protein deficiency as a test
for the identification of individuals at risk for Lynch syndrome in patients diagnosed with
colorectal cancer (CRC), and, with BRAF V600E status, as an aid to differentiate between
sporadic and probable Lynch syndrome CRC in the absence of MLH1 protein expression

VENTANA PD-L1 (SP263) Assay

* Intended for the qualitative detection of the programmed death ligand 1 (PD-L1) protein
in formalin-fixed. paraffin-embedded (FFPE) non-small cell lung cancer (NSCLC),
urothelial carcinoma (UC) and other tumor tissues stained with OptiView DAB IHC
Detection Kit

« Indicated as an aid in identifying patients for treatment with KEYTRUDA®
(pembrolizumab) & may be associated with enhanced survival from OPDIVO®
(nivolumab). VENTANA PD-L1 (SP263) Assay is intended for identifying Urothelial
Carcinoma patients who may benefit from IMFINZI™ (durvalumab).

VENTANA PD-L1 (SP142) Assay

» Intended for the immunohistochemical assessment of the programmed death-ligand 1
(PD-L1) protein in tumor cells and tumor-infiltrating immune cells in formalin-fixed,
paraffin-embedded (FFPE) tissues indicated below stained with OptiView DAB IHC
Detection Kit and OptiView Amplification Kit, stained on BenchMark IHC/ISH automated
staining instruments including BenchMark GX.
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o Test results of all the above praduct should be interpreted by a qualified pathologist in
conjunction with histological examination, relevant clinical information, and proper
controls.

These products are intended for in vitro diagnostic (IVD) use.

Sincerely

Ventana Medical Systems, Inc.
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Christoph Majewski

VP and LCL, CDx
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Roche Legali e - .
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