Call for Expressions of Interest for
Dialysis Machine for Haemodialysis of Chronic Kidney Disease Patients

CSIR-Central Scientific Instruments Organisation (CSIO), a constituent unit of Council of Scientific &
Industrial Research (CSIR), is a premier national laboratory dedicated to research, design and
development of scientific and industrial instruments.

CSIO, under CSIR Mission Mode Project on Medical Instruments & Devices, has developed Dialysis
Machine for Haemodialysis of Chronic Kidney Disease Patients. Hemodialysis is a commonly used
clinical procedure for removing toxic substances from the blood of individuals with severe renal
dysfunction. The developed dialysis machine is meant to perform selective removal of metabolic
toxins from human blood. Design copyrights for two types of indigenously developed pumps for the
machine has been secured.

CSIO desires to shortlist manufacturers in different regions of the country having capability for
manufacturing, installation, and deployment of this device. Expression of Interest (Eol) is invited
from the parties willing to manufacture, obtain certification and market the device under the license
of CSIO. The interested parties should have capabilities/experience in fabrication and integration of
mechanical & electronic/electrical systems, preferably for medical devices. The design and know-
how alongwith licensing of associated intellectual property such as patents, design or software
copyright etc. will be provided to the selected party after signing Transfer of Technology (ToT)
Agreement/Non-Disclosure Agreement (NDA).

Scope of work:

Fabrication of the device as per the design provided by CSIO
Translation of developed device into marketable product

Operation and instruction manual with drawings and test certificates
The evaluation/test report as per the approved Acceptance Test Plan
Obtain CDSCO certification/approvals for the product

Integration, Installation and performance test of the device at site

o O O O O

o After-sale services for the device
Features & Specifications:
o As per attached brochure

Interested parties may provide the following information in response to this EOl:

o Audited balance sheet of three immediate past preceding years’, including profit and loss
account and the Annual Report

o Reference list of engineering supplies of fabrication and services during the past two /three
years

o Details of the fabrication facilities (mechanical/electronic/electrical etc.) available including
area and tooling list along with photographs

o List of quality certifications / accreditations that are currently valid, with copies of such
certificates

o A notarized Affidavit confirming that the party has not been banned or blacklisted at any
time for supplies to government agencies

Interested parties are requested to apply with all the required documents through email to
eoi.csio@csio.res.in latest by April 05, 2023.

This Eol is not intended to form the basis of any decision to purchase / finalize contract and it does
not constitute an offer or invitation or solicitation of an offer to purchase.
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DIALYSIS MACHINE FOR
HAEMODIALYSIS OF CKD PATIENTS

Chronic kidney disease (CKD) is a
worldwide health crisis where the kidney
== slowly loses its functioning and fails.
poo= Dialysis machine removes blood from the
“¥= body, filters it through a dialyzer (artificial
kidney) and returns the filtered blood to
the body.
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FEATURES:

" |ndigenous peristaltic Blood pump

" Hemodiafiltration pump for infusion of water

" |ndigenous Heparin pump for the infusion of heparin

" Dialysate pump for continuous flow of Dialysate liquid

" Detection of Air-bubble, Clot, Blood leakages, Over-pressure, Under-

oressure, Conductivity error etc. along with Audio-Visual alarm

= User set parameters: Blood Pump flow rate; Saline/HDF Pump flow rate;
Heparin pump flow rate; Dialysate pump flow rate; Time of Dialysis, Ultra
filtration Goal, Preparation of Dialysates , Temperature of Dialysates

" Machine calculated parameters: Ultra filtration rate; Time elapsed

" Monitoring of Sensor parameters: Arterial Pressure; Venus Pressure; RTC,

TMP, Temperature, pH & Conductivity of Dialysate,

" Monitoring of Body Parameters: BP; SpO2; Heart rate (Optional)
" Rinsing facility for disinfection of machine after usage

" Display of Graph (Arterial, Venus, TMP, UF Goal) with time
" Biocompatible and disposable Blood flow circuit

Developed by CSE’IEI;ES}WBNENDER Sl;;azgearh under CSI -Medlcal Mission
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