ALL INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI-ZD
STORES SECTION (DO

Rt Mo, 01/Stores( DO};Pead.Surg[?&QZOZ’i»235?3{:“? Dated- 27/0472021

Subr- Purchase of “Monitor for Regional Oximetry — 20 Units, for the
Depariment of Pediatric Surgery, at AMS, New Dethi-110029, on proprietary
bagis lewiting comments thereon,

Kok kAR
The Institute is in the process to puichase "*?‘ﬁ{}ﬁii{}i’ for Regional
Oximatry ~ 20 Units” for the department of Pediatric Surgery at AlIMS, New

Bell from M/s. Masimo Medical Technilogies, USA ‘t‘mmgﬁ pi/s. Gaur
Surgicals, New Delni The PAC Certifications %:%3; BA/S, %“v’%aam{} Medical
Technilogies, USA as well as the user department are attached,

The above documents are being uploaded { for open information to submit
objections, comments, if any, from any manufacturer regarding proprietary
of the equipment/item within 15 day from the date of issus/uploading of
tfication giving reference No o1/5tores{ DOy Pead Surg/PAC/2021-

22 /ESC. The comments should be received in office of Stores Officer (FSC), Store
section | '}(’3} Animal House Building, Near Biotechnclogy Buillding at ANMS on
ar belore 15/05/2021 upto12.30 p.m. failing which it will e presurned that any

other vandor is having no comment to offer and case s il e decided on mernits.

Yours faithfully,

o

&5 STORES OFFICER (DO)

Encl Belated documents aﬂciased
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ALL INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI - 110 029

Proprietary Article _Certificate {PAC) {(Machinery & Equipment}

1. The indented goods are :Masimo Medical Technologies
Manufactured by M/s

2. item Name : Monitor For Brain Function Monitoring ,
Regional Oximetry, Oxygen reserve Index, Continnous Haemoglobin, Fluid
Responsiveness Monitoring .

3. Maodel No. : ROOT WITH RADICAL -7

4. Vital Technical Performance Parameters  : Monitor Measure Brain function monitoring,
Regional Oximetery , Oxygen Reserve Index, Continuous Haemoglobin, Fluid Responsiveness .

5. No other make or model is acceptable for  : Proprietary product of M/S Masimo Medical
Technologies

it is certified that market survey has been done and found that no other manufacturer
manufacturmg simitar/equipment specifications which can fulfill the vital requ:rements of e

e
£
fi#"g "‘fv&p* T

% W m{‘i le} t}ff‘é
ith Nﬁm%ﬁéfﬁgm{ Pﬁx‘épa rtment
: T‘%’ p;Yatfinstztute,fDGHS

iy, SR " g | *‘;
G w ; :&5 {W‘@
& W%ﬁﬁ% rod m@mw@f? sertan®® 7

| hmers & PienarinaRY



May 31,2018
TOWHOM IT MAY CONCERN

This is to certify that the following technologies, and parameters are unigue to pulse-oximeters
and Co-oximeters manufactured by Masimo Corporatios, 8¢ projected by patents, trademarks
and or frade secrets as appropriate, and are proprietary to Masimo Corporation:

I. Signst Extrasvion Teehastogy ¥ (SET™Y: Proprietary technology protected by patents,
trademark, and trade secrets, that allow the measurement of oxygen saturation in the blood, in spite
of motion (Otherwise know as ‘read through motion®) and low perfusion up to 0.02 Perfusion
Index {(P1)

2. Rainbow SET™ or Rainbow Technology: Proprietary technology protected by patents,
irademark, and trade secrets, that allow the non-invasive and continnous measurement of the
following parameters:

I Hemoglobin {SpHb)
il.  Carboxyhacmogiobin (SpCO)
.  Methaemoglobin (SpMet)
iv.  Pleth Variability Index (PVI)
v.  Acoustic Respiration Rate {RRa}

Thﬂ sombination of those measuremants {0 ong davios s Uunigus T Mm.fsimm, s in -uv::;f?_i_i:'

a3 fﬂllﬁl‘ﬁﬁ in Masiimo’s Radical & Pul.. Oxi e, R cig, Ry :sg?, and Fa f 9? with N fB

Further, to the best of our knowledge, no other company or manufacturer in the market, other than ﬁﬁ}‘i‘“%
those who have licensed the technology from Masimo, produces, or can offer SET™, Rainbow &a:cx""‘*“ e ob o
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technuiogms and capabilities. . = ) e

For and on Behalf of Masimo Corporation:¢
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Technical Specification for Regional Oximet
@C{j %WF pecification gional Oxi YGF Ll 3alae
Casy; 2%xe oy

1. Monitor for Non invasive Monitoring of brain Function with 4ch EEG Regional Oximetry, Oxygen
reserve Index, Continuous Haemoglobin, Fluid Responsiveness, Perfusion Index, Pluse Oximetry
and Pulse rate in patients undergoing surgery. '
2. Brain function monitoring with following features
a} Should provide 4 channel real time EEG simuitaneocusly for continuous assessment of both
sides of brain :

b} Should have continuous numerical disptay of patient state index {PSI) a processed EEG
parameter to help clinician access patient response to anesthesia and depth of anesthesia.

c) Should display easy to interpret Density Spectral array representing EEG Power and Bi
Hemispheric activity including asymmetry,

d} Should also have continuous numerical Display of Suppression Ratio, Artifacts, Spectral edge
freguency {Right & Left}.

e) Should provide customizable Trend and views

£} Should have streamfined design easy and quick to apply sensor with plastic disk,

3. Regional Oximetry monitoring with following features

a} Shouid use Near Infrared Spectroscopy and reflectance Pulse oximetry for accurate
monitoring to tissue oxygen saturation in brain.

b} Should provide differential analysis of regional to arterial oxygen saturation for reference
SPOZ

¢} Shouid have numerical Display of Regional oximetry (rSO2), O3 { Forehead Arterial Oxygen
saturation), Spo2, .base { diff between current rSO2 and user defined baseline], AUC Index {
to guantify depth and duration of patient stay below Rso2 alarm limit), Spo2

d) Should provide graphical Trend display for regional Oximetry

4. Oxygen reserve Index monitoring with following features

A} Should provide non-invasive continuous monitoring of oxygen reserve index {ORE in patient
recelving supplemantal oxygen to ensure safety of patients

B} Should have trend display for ORI and have alarm facility to notify clinicians of changes in
patients oxygen index

5, Continuous Non Invasive Haemogiobin with following features _
al Should be able to measure continuous Non-invasive Haemoglohin, Spo2, Pulse rate, ’3

Perfusion index, Pleth variability and Oxygen Reserve Index through same single finger '
5eNSOF

Beds:de monltor shouid have selectable Spo2 averaging Modes ~ 2,4,8,10,12, 14 or 16

A

}.

hoij!d aiso have an mtegrated hand held monitor. Thss monitor should be detachable and

usable as a portable independent monitor with inbuilt battery backup for atleast four Qg&g&

8 Patient monitor should have rotational colpur touch screen with autdratic ch@ge"%bz-
horizontal or vertical view "

9. Patient monitor should have facility to customize display 1 jé"ié@gp“’%‘e
patient monitor should have \t:m’ﬁd function with facifitf’ éf’éct oneg or twe
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10. Should have facility store patient parametric data and display trend up to 96 hours at 2 seconds:
sampling rate
11. Should have user configurable display setting and alarms for patient parameters
12. Should have Audible and visual alarms for High/Low Haemoglobin {SpHb}, High/Low Spo2,
High/Low pulse Rate, High/Low PV, High/Low Oxygen reserve Index, Probe off, cable |
disconnects and low battery
13. Display and Measurement Range
» Total Haemoglobin {SpHb )}~ 0-25 g/Di
« QOxygen Reserve Index — 0,00 ~-1.00
« Oxygen Saturation {SpoZ)—0- 100%
+ Pulse Rate {PR) ~ 25 240bpm
« Perfusion index { P} ~0.02 - 205
«  Pleth Variabliity Index~0- 100 %
14. Accuracy
« Total Haemoglobin : 8-17 g/Di
ACCRACY: +-1g/DI
+ Saturationrange:70% 10 100%
Accuracy: + 2%
» Puise Rate : 25-240bprm
Accuracy: +- 3bpm
» Oxygen Reserve Index : 0.00—1.00
Accuracy 1 >_ 85 % sensitivity and > 80% specificity to a , Pa0Z value < 150 mm Hg
« Trending Regional Oxygen Saturation {Rso2) ARMS -3 %
» Absolute regional oxygen Saturation (Rso2} ARMS ~ 4 %
15. Resolution

" Total Haemog[obm {SpHb} - 0.1 G/DI

. Oxygen Saturation {Sp02} -1 %

. Pulse Rate (PR) ~ 1 bpm

. Perfusion Index {Pi}~0.015

. 24 Bits at 250 samples per second- Depth of Sedation Monitoring

16. Monitor should meet international quality and safety standards and should be USFDA and
European CE approved product
17. The vendor should guote price for sensors valid for atleast Five Years
18. The patient monitor should be supplied complete with
-2} Sensor for continuous Haemoglobin, ORI, PVI, Spoz2, P1-10 nos.
b} Sensor for regional Oximetry — 10 nos
¢} Sensor for Brain function monitoring — 10 nos
18. Should be compatible for connectivity with patient safety Remote monitoring and Notification
system ‘ /7/

20. System should have warranty for 5 years and should quote CMC for next 5 years.
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- Machma Modics! Technoloies bnafla Pyt bed

Date: 09-04-2021
SECTION ~ Xt MANUFACTURER"S
AUTHORISATION FORM

The Director
All India Institute of Medical Sciences Ansari Nagar,New
Delhi-110029, India.

Dear Sir,
Ref: Your TE document Mo for Monitor for Regional Oximetery for Pediatric Surgery Department,

We, Masimo who are proven and reputable manufacturers Of Monitor for Regional Oximetery . Having
factories at USA, hereby suthorize Gaur Surgicals having Reg, Office at 187, WiNo. 3, Meherauli , New
Dethi — 110038 10 submit a bid, process the same further and enter into a contract with you against your
reguirement as containedin the above referred TE documents for the above goods manufactured by us.

We also state that we are not participating directly in this bid for the following reason{s}: Company
has decided to gquote the Tender through their Authorized dealer.

We further confirm that no supplier or firm or individual other than Messrs. Gaur Surgicals Having
atdress af -W.No. 3, Meherauli , New Delhi— 110030 is authorized to submit a bid, process the
samae further and enter into a contract with you against your reguirement as contained in the above
referred TE documents for the above goods manufactured by us. We also hereby extend our full
warranty, CAMC as applicable as per clause 15 of the General Conditions of Contract, read with
modification, if any, in the Special Conditions of Contract for the goods and services offered for
supply by the above firm against this TE document.

We also hereby confirm that we would be responsible for the satisfactory execution of contract
placed on the authorized agent and the spares for the equipment shall be available for at least 10
years from the date of supply of equipment.

We also confirm that the price quoted by our agent shall not exceed the price which we would have
quoted directly”

B q‘%\“\' :

Yours faithiully,

Bruno ngci-é‘#twntry Manager, india ahd the Sub Continent
K '?.., "




