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Call for Objection

Subject: Inviting comments/ objection, if any before declaring proprietary article for
procurement of “Large throughput Dry Chemistry Fully Automated integrated system
(Chemistry & immunoassay) lab on Reagent Rental Basis for period of 05 years” for
Department of Biochemistry AIIMS Deoghar.

Biochemistry Department, AIIMS Deoghar has to procure “Large throughput Dry
Chemistry Fully Automated integrated system (Chemistry & immunoassay) lab on
Reagent Rental Basis for period of 05 years” through Proprietary Article basis.

The proposal has been submitted by M/s Ortho Clinical Diagnostics India Pvt. Ltd., having its
registered office at 403, Leela Business park, Andheri Kurla Road, Andheri East Mumbai —
400059, India, which is the exclusive marketer in India for Ortho Clinical Diagnostics, Inc.,
USA the legal manufacturer of clinical diagnostic equipment namely VITROS 4600 Chemistry
System, VITROS 350 Chemistry System, and VITROS 5600 / VITROS XT 7600 Integrated
Systems. The product is proprietary to. Ortho Clinical Diagnostics, Inc., USA, and the
Proprietary Article Certificate has been attached and uploaded on the Institute website.

The above documents are being uploaded for open information to submit objections, comments
if any form any manufacturer/supplier before declaring proprietary article of the said
equipment/items to be procured, within 21 days from the date of issuance/uploading of the
notification. , |

The objection should be raised in the technical compliance sheet as enclosed in Annexure — I,
if any Firm claiming suitability of their product with respect to specification mentioned.

The comment should be sent to the office of Procurement Cell (Room No. 30), Academic
building at AITMS Deoghar in a sealed envelope with above reference from the date of
uploading on institutional website, failing which it will be presumed that any other
manufacturer/Vendor is having no offer and case will be decided on merits.
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Technical Specifications for Large throughput Dry Chemistry Fully Automated integrated
system (Chemistry & immunoassays) on Reagent Rental Basis
Technical Specifications:

1. Analytical system should be Fully automated, closed, discrete. multi-channel, random-access,
integrated (clinical chemistry and Immunoassay) System with a throughput more than 800 tests
per hour for biochemistry & Minimum 185 tests per hour for immunoassay with a capability to
be connected to total lab automation system. Minimum 2 high-end integrated systems should be
available at any point of time.

2. Technology: Micro slide (DRY CHEMISTRY SYSTEM) for routine chemistry and micro
tip technology for immunoassay

3. The complete system should be the latest on the production line, certified by ISO, UL, USFDA
and European CE with 4 digit notified body number, Suo moto upgradation of any new
technology must be undertaken by the supplier free of cost. No refurbished equipment will be
accepted.

4. Analytical principles should include Colorimetry (Endpoint, rate, fixed point), Potentiometry
(Direct ISEs), Immuno-rate, Turbidimetric & Enhanced Chemiluminescence for immuno-assay.
5. Test menu should include all the routinely done clinical biochemistry parameters including
general chemistry, Diabetes, profile for Anemia, renal, liver panel tests, Lipids, calcium,
electrolytes (Na, K, Cl, lithium), enzymes as ALT, AST, ALP, amylase, Lipase, CK-Nac, CK-
MB, Autoimmune, Cardiac, Drugs ofAbuse, Inflammatory, Toxicology, Hbalc, Therapeutic
Drug Monitoring, Specialty parameters, hormones, vitamins, tumour markers, immunoglobulins
and urinary and other body fluid parameters which can be modified.

6. Onboard Test Capacity: Should have minimum of 145 reagent positions, Minimum 100 for
Chemistry & 30 for Immuno-assays.

7. The instrument should have facility for variable incubation for different parameters as per test
protocol.

8. Should have facility to replenish reagents and consumables without interrupting system
operation.

9. It should use disposable tips for sample aspiration & dispensing to eliminate carryover & cross
contamination for both chemistry and Immunoassay.

10. Electrolyte (Na, K, Cl) should be based on Direct ISE method and should not use fixed
electrode for measurement.

I1. Should have provision for STAT sample analysis.
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12. Should be compatible for Serum, plasma, urine, whole blood, and other body fluids sample
such as Pleural, peritoneal fluid, CSF, and synovial fluid.

13. Should be able to use sample volume of 230 pL

14. Sample probe should have liquid level sensor, sample clot detection and crash prevention and
washing facility. |

15. Should have an automated sample quality analysis system for sample viscosity, Lipemia,
hemolysis, icterus indices and clot and bubbles for both chemistry and Immunoassay without
affecting the throughput of system. ©

16. Sample Capacity: 80 samples in Universal Sample Tray and should be able to use multiple
tubes of different sizes.

17. Sample Trays must accommodate SmL, 7mL, 10mL primary and secondary collection tubes,
1.5mL micro-collection containers in micro-sample cups and 0.5mL and 2.0mL cups.

18. Reagents: Microslides for chemistry and No mixing or reconstitution should be required for
immunoassay reagent packs, should have onboard stability of minimum 50 days, and should
have facility to replenish reagents without interruption.

19. Should have the inbuilt refrigeration system with controlled temperature (2°C to 8°C) and
humidity for reagent storage to maintain the stability of reagents on board.

20. Should have an inbuilt bar code adh e facility for both samples and reagents.

21. The system must have the facility for real time reagent tracking and management with data
regarding reagent lot number, expiry date, number of tests utilized (utilized for calibration, QC,
patient results, repeat tests) and available.

22. The system must facilitate inventory management by providing average consumption of
reagents in a specific time duration.

23. Should have facility for positive sample-identification, real time test requisition downloading
from host.

24. Clinical chemistry assays should be stable up to lot change with random-access calibration,
Bar-coded calibrators Clinical Chemistry assays and should have minimum 22 days Calibration
stability for all immune-assay parameters. |

25. Certificate of Traceability for calibrators, traceable to national/international reference
Standards to be submitted by the vendor. ©

26. Should have in-built facility for Quality control data analysis such as Westgard rules, Twin
Plot and Levey Jennings graphs, auto QC, cooled QC positions and Six sigma.
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27. The system should have a facility for automated pre and post auto dilution of samples with
ratio of 3 to 100 times.

28. Should have facility for automatic Rerun, Repeat and reflex testing.

29. System Startup: 24-hour ready mode, No manual primes, purges, washes or tubing
maintenance. |

30. Should have facility for Uni- and bi-directional LIS interfacing And HMIS interfacing.
Autovalidation software and middle ware will be provided at no extra cost to the institute.

31. Requisite number of compatible 27” all in one computer (1) with latest processor and
motherboard, colored touch monitor, | TB hard drive, CD/DVD drive, 16 GB SSD memory,
Windows XP*/ , compatible OS with existing HIMS and LIS with Heavy duty laser printer (2)
should be provided.

32. The system should have process monitoring software to monitor every step during the
process and give report for every test performed. Should have facility for complete backup of the
database for calibration, control and patient sample results. At least 5,000 patient results storage.
There should be provision to upgrade the number or quantity and quality of analysers to maintain
the turn around time depending on the workload at no extra cost to the institute.

33. Operating temperature: 15°—30°C / 59°-86°F & Electrical requirement 220-240 V AC — 50
Hz.

34. Suitable UPS with backup minimum for | hour should be provided.

35. Should have no or minimum requirement of water.

36. Should provide a PM kit and necessary accessories along with equipment.

37. Should provide reagents, calibrators, third party controls and consumables required for initial
_ installation and validation of all the parameters.

38. The calibrators, consumables (disposable tips, cuvettes), electrodes, and any accessories
required by the analyzer should be provided free of cost durin g the entire tenure of contract. The
storage including -20 degrees Celsius deep refrigerators should be provided to accommodate the
dry chemistry reagents and consumables accordingly at no extra cost.

39. All Chemistry Reagents should be US FDA approved.

40. Should be compatible for transport of specimens from conveyor belt, into and from the
system at a later stage.

41. Operator manual, instructions for use and on CD to be provided.
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42. Should provide Air conditioner — 02 No. or more for the maintenance of ambient temperature
and humidity required for maintenance of equipment and reagents stability and look after the
maintenance during the contract tenure.

43. Should provide Certificate of instrument manufacture date and place of manufacturing
facility.

44. Maintenance: Complete periodic maintenance and replacement of spares of analyzer system,
and supporting equipment (computer, AC, Water purifier, UPS, peripherals, centrifuges as
required depending on workload, refri gerators for the storage of reagents etc.) at no extra cost.
All consumables and spares such as ISEelectrodes, tubings, cuvettes, lamp, filters etc. which
needs to be replaced as a part of periodic maintenance of the supplied equipment including UPS
and water purification system must be supplied by the bidder at no extra cost.

45. The company shall upkeep the equipment for 365 days a year. The company shall maintain
the instrument with absolute zero downtime so that the entire workload should be completed
with the same throughput.

46. If the situation warrants / delay in availability of equipment due to delay in service or
maintenance, a back-up of another analyzer which can work with the same reagents should be
provided by the vendor under the same terms & conditions and maintaining the same turnaround
time.

47. Where the institution purchases reagents more than Indian Rupees two crores in a year,
company agrees to place and install total laboratory automation system (including but not limited
to sample conveyor tracks, decapper, sealers, etc.) at no additional cost to institution.

48. Technical Support will be provided on site for 6months from the date of installation to
ensure proper training and handholding of laboratory technologist/operator for smooth function
of the analyzer. ABiomedical engineer will be present permanently in station to attend trouble
shooting with relation to track system and overall analytical system from the company's end at
no extra cost to the institute. Provision should be made to have breakdown time of not more than
3 hours.

49. Analyzer can be taken back if the institute is dissatisfied about the performance of the
analyzer and service of the company or not use it in regular basis within 30 days' notice period
after mutual discussion with the competent authority of the institution.

50. The vendor should provide all the facilities / accessories / software for integration into LIS,
H{MIS as and when it materializes at AIIMS Deoghar.

51. The prices of the reagents will be quoted in the annexure and will be kept constant for the
next 5 years |

52. The installation should be available in other Institutes of National Importance



































SPECIFICATIONS

Objection should be submitted in following format:

6/Cy

ANNEXURE — I

S.
no

Item specification as
given

Specification offered by
firm

Deviation if any Remarks
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