Response To Pre-Bid Queries (Pre-Bid date: 17.11.2022)

GeM Bid Number: GEM/2022/B/2702566 Dated: 03-11-2022

Item Name: Mobile X-ray Flat panel DR

Sr. No. Buyer TENDER SPECIFICATION REPRESENTATION RECEIVED FROM THE FIRM COMMITTEE RECOMMENDATION
Specification
document Para
and Page
1 Para and pg 1 |State-of-the-art, battery driven, To ensure top quality product kindly consider |State-of-the-art, battery driven, compact,
compact, easily transportable, USFDA adding : It is mandatory that Radiation easily transportable, BIS/USFDA/ European
approved digital mobile radiographic causing/controlling component i.e X Ray CE approved digital mobile radiographic units
units with telescopic or articulated arm |Generator and X Ray tube ,collimator, with telescopic or articulated arm and flat
and flat panel detector are required. It  [software must be panel detector are required. It should be
should be suitable for bedside from same manufacturer. Attach undertaking. |suitable for bedside radiography in wards,
radiography in wards, intensive care intensive care units and operation theatres.
units and operation theatres. We request you to amend it as
State-of-the-art, battery driven, compact,
easily transportable, USFDA / European CE
approved digital mobile radiographic units
with telescopic or articulated arm and flat
panel detector are required. It should be
suitable for bedside radiography in wards,
intensive care units and operation theatres.
2 NA Suggested by bidder Kindly ADD that Third party US FDA certificate |Not considered
OR US FDA in name of similar/other models
will not be
accepted.
3 NA Suggested by bidder BUILT IN CHARGER FOR DETECTORS ( To Not considered
minimize possibility of damage to detector in
taking detector
to external charging docks )
4 NA Suggested by bidder LIVE STREAM CAMERA FOR BETTER PATIENT [Not considered
POSITIONING ( So operator can observe
patient
closely and avoid retake due to patient
movement )
5 Para 6(Other |The machine including batteries should |600 KG unit will be very bulky and such heavy |Not considered
Features), not weigh more than 600 kg. Exact units will be difficult to bring back to
Pointg, pg1 [weight of the machine to be mentioned. |[department when battery gets discharged. So
kindly modify 600 Kg as 430 Kg or less.
6 Para 6(Other |Entire unit should be USA FDA approved.|Entire unit should be USA FDA / European CE |Deleted

Features),
Point f, pg 1

approved
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and Page
7 Para 6(Other |A grid of minimum 5:1 ratio with size at |A grid of a minimumé6:1 ratio with suitable size [No change considered
Features), least 13”x13” should be supplied. should be supplied
Pointd, pg 1
8 NA Suggested by bidder ONE ADDITIONAL WORKSTATION FOR Not considered
REPORTING.
9 NA Suggested by bidder 15 Light weight aprons should be provided. Added Para: 3 Light weight aprons should be
provided.
10 |NA Suggested by bidder 15 Thyroid shields to be provided. Added Para: 3 Thyroid shields to be provided.
11 |NA Suggested by bidder 15 Gonad shield to be provided. Added Para: 3 Gonad shield to be provided.
12 |NA Suggested by bidder 15 google/eye shield Added Para: 3 google/eye shield
13 |Para,pg?2 State-of-the-art, battery driven, as per prebid discussion Deleted
compact, easily transportable, USFDA
approved digital mobile radiographic
units with telescopic or articulated arm
and flat panel detector are required. It
should be suitable for bedside
radiography in wards, intensive care
units and operation theatres
14 Para 9, ptc, [Warranty should be followed by as per prebid discussion Deleted
pg 2 comprehensive annual maintenance
contract (CMC) for next five years,
covering all items as that of warranty.
The Cost of CMC with year wise breakup
from 6th to 10th years should be
mentioned in the price bid.
15 Para 9, ptd, |95% uptime guarantee should be given. |as per prebid discussion Deleted

pg 2

In case downtime exceeds 5%, penalty in
the form of extended warranty, double
the number of days for which the
equipment goes out of service will be
applied.
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TENDER SPECIFICATION

REPRESENTATION RECEIVED FROM THE FIRM

COMMITTEE RECOMMENDATION

16

Para9, pte,
pg 2

There should be at least three

installations of quoted unit in globally.
Satisfactory performance report from
the existing users should be provided

as per prebid discussion

Deleted

17

Para 6, pt f, pg
1

Entire unit should be USA FDA approved |as per prebid discussion

Deleted

18

Para 12, pg 2

NA

as per prebid discussion

Added Para: Approvals

Should have import/manufacturing license
from Central licensing Authority or State
licensing authority of CDSCO for Medical
Devices and copy of valid license should be
submitted for the quoted model.In case the
vendor has not yet obtained
import/manufacturing license from CDSCO
for the quoted model, proof of application
for CDSCO medical device license to be
submitted in the bid document and valid
CDSCO license to be produced at the time of
supply/ NOA for the quoted model

19

Para 12, pg 2

NA

as per prebid discussion

The system should be AERB type approved
and the copy of E-LORA Listing should be
submitted along with bid. If the quoted
model has not been yet installed in India,
vendor should submit NOC from
AERB.Regular QA according to AERB norms
will be responsibility of bidder during
warranty and CMC period.

20

Para 12, pg 2

NA

as per prebid discussion

Regular QA according to AERB norms will be
responsibility of bidder during warranty and
CMC period.

21

Added Para

NA

as per prebid discussion

BOQ

1

Mobile X-ray Flat panel DR ,as per the Tender
Specification

No

DICOM printer

No

Light weight aprons

Nos
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4 Thyroid shields Nos
5 Gonad shield Nos
6 google/eye shield Nos
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