Response To Pre-Bid Queries (Pre-Bid date: 21.11.2022)

GeM Bid Number: GEM/2022/B/2715547 Dated: 07-11-2022

Iltem Name:Pulse Oximeter

Sr. No. (Buyer uploaded ATC Tender Specification Representation received from Bidder COMMITTEE RECOMMENDATION
document para and pg
1 Para 4, pg 1 Accuracy of SpO2 should be 1% for range| Accuracy of SpO2 should be +/- 2% @ 71 to 100 [No change considered
40-70 and 3% for range 70-99% % +/-3% @ 60to 70 %
Reason: Please allow for wider participitation
2 Para 5, pg 1 Audiovisual alarms should be present for  [Audiovisual alarms should be present for high and |Audiovisual alarms should be present for high
high and low Sp0O2 and pulse rate; low SpO2 and pulse rate; , sensor disconnected, |and low SpO2 and pulse rate, sensor
operator variable settings;, sensor sensor failure, low battery. disconnected, sensor failure, low battery.
disconnected, sensor failure, low battery  [Reason: Please allow for wider participitation
3 Para 7, pg 1 Display should be on TFT screen Display should be on TFT or LCD screen Display should be on TFT or LCD screen
Reason: Please allow for wider participitation
4 para 8, pg 1 Should have keys to decrease or increase | Should have keys to decrease or increase alarm |[No change considered
brightness and volume volume
Reason: Please allow for wider participitation
5 Para 9, pg 1 It should be light weight less than 250 It should be light weight not more that 1.5 Kg It should be light weight not more that 1.5 Kg
gms Reason: Please allow for wider participitation
6 Para 15, pg 1 Heat dissipation should maintained Heat dissipation should maintained nominal Temp [Heat dissipation should maintained nominal
nominal Temp and the heat should be Reason: Please allow for wider participitation Temp
disbursed through a exhaust cooling fan.
7 Para 17, pg 1 Operating condition: Capable of operating |Operating condition: Capable of operating No change considered

continuously in ambient temperature of 0
to 50 deg C and relative humidity of 15 to
90% in ideal circumstances

continuously in ambient temperature of 0 to 40 deg
C and relative humidity of 30 to 95% in ideal
circumstances

Reason: Please allow for wider participitation
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Response To Pre-Bid Queries (Pre-Bid date: 21.11.2022)

GeM Bid Number: GEM/2022/B/2715547 Dated: 07-11-2022

Iltem Name:Pulse Oximeter

Sr. No. (Buyer uploaded ATC Tender Specification Representation received from Bidder COMMITTEE RECOMMENDATION
document para and pg
8 Para 19, pg 1 Should have BIS or US FDA or European |Should be amended and replaced as Equipment should be European CE with four
CE with four digit notified body number  |IS 13450 Part 1 : 2018, digit notified body number or US FDA or BIS
certificate and certificate to be submitted. |IS 13450 Part 2 : Sec 49 : 2018, approved for the quoted model and certificate
OR IS /1SO 80601 Part 2 : Sec 61 : 2011, to be submitted.
Should meet IEC 60601-1, IEC 60601-1-2 [IS 13450 Part 1, Sec 2 : 2012 OR
& IEC 60601-2-61 standards and should |Reason:As per Government of India Notification ~ [Should meet IEC 60601-1, IEC 60601-1-2 &
submit valid test report for the quoted 1. Guidelines for Implementing provisions of Public |IEC 60601-2-4 standards and should submit
model.Signal strength or quality of visual  |Procurement (Preference to Make In India) Order [valid test report for the quoted model
display should be good (PPO), 2017 related to procurement of Goods &
services in Medical Devices
2. No. X 11035/379/2015-DFQC (Pt) Govt of India
Ministry of Health & Family Welfare Dept of Health
& Family Welfare
3. No. 31026/36/2016-MD dtd. 16.10.2018
As per notification dtd. 24th July 2018, enclosed
herewith, it clearly states where indian standards
are available, indenting authority shall not insist on
any specification or standards like US FDA or CE
Certifications, etc.
Kindly change this for wider participitation
9 para 21, pg 1 Easily accessible touch button to operate |Easily accessible touch button or hard keys to Easily accessible touch button or hard keys
the machine operate the machine to operate the machine
Reason: Please allow for wider participitation
10 |NA Suggested by bidder Added Para: Not Considered

Unit should be upgradable for temperature
monitoring Reason: Please allow for wider
participitation
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