Al INDIA INSTITUTE OF MEDICAL SCIENCES
ANSARI NAGAR, NEW DELHI - 110029
. Department of Surgical Discipline
(Stores Section).

Ref. No. 29/Surgery/Proprietary/2019-20/5t. o ‘Dated: 29.02.2020

Subjeci: Proposal for purchase of Arterial Blood Gas Analyzer Co-oximeter, Electrolyte
and Metabolic Analyzer with consumables on proprietary basis and fixing of rates of
conswmables for 10 years - reg. (Estimated Cost: Rs. 6,43,38,206/-) '

x*wxw

The request has been received from the HoD, Department of Surgical Discipline for -
‘purchase of subject mentioned item from M/s Nova Biomedical Corporation through their
authorized distributors M/s Surgitech India on proprietary basis. The proposal'submitted
by M/s Surgitech Endia, D-23, Flat No. 16, Rfajourl Gardcn, New Delhi 110027 India. PAC -
L,uuiu,d tions are attached herewith. '

The above docurhents are being uploaded on AIIMS Website for open information to
'prospectivé manufactures to submit their objections/comments (if any) regarding proprietary
. nature of the equipment/item within 15 days giving reference No. 29/Surgery/Prop./2019-20/St.
The comments should be received in the office of Sr. Stores Officer (Surgery), Department of
Surgical Disciplines, Center for Med1cal Education & Technology (CMET), Educational Hall, -

. Floor, (Near B.B Dikshit Ltbmy) AHMS Ansarl Nag,zu New Delhi-110029 on or befme

Sr. Stores Ticdr (Surg,ery) '

no (,onnnc,m to offer cll"ld case W1H be dc,uded ofi meuts

lingl: Related documents enclosed.

l. PAC Certificate enclosed,
2. Specification of equipment,
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Date: September 2, 2019
To Whom It May Concern:

PROPRIETARY CERTIFICATE
Dear Sir/Madam,

Greeting from Nova Biomedical Corporation, USA!

Nova Biomedical Corporation a Massachusetts corporation with its principal place of
business at 200 Prospect Street, Waltham, Massachusetts 02453-3465 U.5.A., hereby
declare the following:

That below mentioned parameters are available in following models;

Models Measured Parameters

Stat Profile | Sodium, Potassium, Chloride, lonized calcium, Jonised Magnesium,
Prime ES | and pH

pH, pCO2, p02, Sedium, Potassium, Chloride, Ionized calcium,
Ionised Magnesium, Haematocrit, Saturation Oxygen,
Stat Profile | Haemoglobin, Glucose, Lactate, Blood Urea Nitrogen, Creatinine,
PRIME Hydro-haemoglobin (HHb), Oxy-haemoglobin (O2Hb), Meth-
PLUS Haemoglobin (MetHb), Carboxy-haemoglobin (COHb), Total
haemoglobin (tHb), Fetal Haemoglobin (FHB), Oxygen content
{O2Ct), Oxygen capacity (O2Cap) and Total Bilirubin (tbili)

pH, pCO2, pO2, Sodium, Potassium, Chloride, lonizgd. cﬁ]gmm,

, Ionised Magnesium, Haematocrit, Saturation O ejfgﬁeniéi ;,}Q PR
Stat Profile | Haemoglobin, Glucose, Lactate, Blood Urea Nj 11, Cre ‘lmi\ne,
pHOx Ulira | Hydro-haemoglobin (I{Hb), Oxy-haemoglobi (@ I-% rMei:}\“m‘

Plas Haemoglobin (MetHb), Carboxy-haemoglobi (',(, I‘EE@); Qta
e( ;étmt
(~t it \’z?

haemoglobin (tHb), Fetal Haemoglobin (FHB) O
(O2Ct), Oxygen capacity (O2Cap) and Total Bilirédi

. ‘fﬂ/]/“k‘_, e
M,_,..f»r‘,r

We also confirm that above mentioned models and its consurmables are our proprietary
products and No company or firm, or individua! is authorized to manufacture/market
these items W@ﬂdWld  without our consent.

Signed: Kenneth . Lufam

In the capacity of: Senior Director, International Sales

Duly authorized to sign the Authorisation for and on behalf of:
Nova Biomedical Corporation

Nova Biomedical, zo0 Prospect Street, Waltham, MA 02454-9141 LS
www.novabiomedical.com
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Date: April 1, 2019

To Whom it May Concern:
MANUFACTURER CERTIFICATE

Dear Sir/ Madam,

Greeting from Nova Biomedical Corporation, USA!!
As one of our many valued customers in India, Nova Biomedical is pleased to announce our

distributor arrangement in India.

Nova Biomedical Corporation {“Nova"}, a Massachusetts corporation with its principal place
of business at 200 Prospect Street, Waltham, Massachusetts 02453-3465 U.S,A., hereby declare
Surgitech India, a corporation formed under the laws of India with its principal place of
business at I>-23, Flat No-16, Rajouri, Garden, Delhi-110027, INDIA, as our Exclusive
Distributor for the products listed below in India.

Products:

Bicod Gas and Electrolyte Analyser for following model:
Model: Stat Profile pHOx Series, CRT/NOVA Series

Nova Stat Profile Ultra and Critical Care Xpress (CCX)
Prime/ Prime ES and Prime Plus Series

Blood Analysers for following Model:

Accessories and Consumables for the above Analyzers

W+
Please also be informed that Surgitech India is the Exclusive Stociis%'
Accessories and Consumables for the above Analyzers. “S

Cor ?ﬁfdl
('i fir! '.l,,!)

No company or firm or individual other than Surgitech India, is authorized © pfov;de after
sales support for the; Angtalted Nova Analyzer’s, provide technical Support, submit new bids
“sign the contract with you for Nova business in India for the

1
; ﬁmabé&!as accessories and kits which are proprietary items of Nova
IQSmg the list of consumables, accessones and kits whmh are to be

Nova Bi %a?zﬁgp j:‘rospeci Street, Waltham, MA 02453-3465 U.S.A. Tel: 781-894-0800
% www.ninvabiomadical.com

//%é““’;ﬁf by 0 e




Nova Biomedical Inc. guarantees the availability of supply of the relevant consumables and
warranty support for the duration and term of the contract between you and Surgitech India.

This authorization will supersede any letter previously issued to you on our behalf. Anyl
renewal or extension of this Letter of Authorization must be in writing and executed by a
director or officer of Nova Biomedical.

For and on behalf of the Manufacturer
NOV A Biomedical Corporation,

Signed: Kenneth J. Lumm

In the capacity of: Senior Director, International Sales

Duly authorized to sign the Authorisation for and on behalf of:
Nova Biomedical Corporation

éﬁmmmg@a

200 Prospect Styeet
Valtham, MA (12454 11,8

o
S
Commonwealth of Massachusetts | S8 ;«:;’«f“

County of Middlesex }

On I’us lst day of Apn} 2019, before me, the undersxgned Notary Pubiic personaﬂy .

b SD’N#T |
My Comiission expires March 15, 2024

I, miifr""ﬂ -
Nova Biomedical, 200 Prospect Street, Waltham, MA 02453-3465 US.A. Tel: 781-894-0800

www.novabiomedical.com (// M




ALLINDIA INSTITUTE OF MEDICAL SCIENCES | ' ' @

ANSARI NAGAR, NEW DELHI-110029 o
- DEPARTIVIENT OF SURGICAL DISCIPLINE ' :

Proprlct‘lry Article Certificate (PAC) (Machinery & Equipment)

1.| The indented goods are manufactured by - | M/s Nova Biomedical Corporation.
2.| Item Name: | | Arterial Blood Gas Analyzer Co-oximeter,
‘ ' Electrolyte - and Metabolic ~Analyzer with
o _ | consumables : :
3. Model No: R pHOx Ultra
4.l Vital techmnical performance -parameters | It is the only company who pr'ovide magnesium’
required which makes the requirement | and magnesium is required in critical care
proprietary: : setups, management of intestinal obstruction,

arthythmia, and asthma management.

5. No other make or model is acceptable for the | The combination of 22 parameters is available
following reasons: with single manufacture only. i.e Nova ‘

' ' ' -Biomedical which is useful and required for
patient care.the below mentioned parametets are
available in the following models:-

- pH, pCOIZ p02, Sodium, Potassium, Chloride,
Ionized calcium, Yonised Magnesium,
Haematocrit, Saturation Oxygen, Haemeglobin,
Glucose, Lactate, Blood Urea Nitrogen,
Creatinine, Hydro-haemoglobin, (HHb) Oxy-

" haemoglobin(O2Hb), Meth-
haemoglobin(MetHb), Crboxy-
haemoglobin, Total haemoglobin, Fetal
haemoglobin, Oxygen Content (O2Ct),0xygen

Capacity (O2Ct) and Total Bilirubin (tbili). -

It is certified that market survey has been done found that no other manufacture is manufacturing
similar/equivalent specification which can fulfill the vital requirement of end user.




STAT PROFILE®

- pHox Ultra
 Best Value for Crmcul Care

I Test Panct
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Critical Care Tost Menu: Méthodology:

H ... Direct ISE
BCO Severinghaus
0z ... . Amperomeiric
S0% o . Opical, reflectonce
Hoemataciit ..... Conductivity/Ma* correcfion
Haemoglobi................  Muliwavelengih reflectonce/
** conguctivity corraction

MO covreos e DiCEISE
k... e Divect ISE
0 Drect ISE
L0 Direct |SE
BT eeveencsesne s Direct 15
BIUC0SE. covvvereeemerrvrrarreene Enzyme /Amperometic
0]l — Enzyrme,/Direct 1SE
(teatining..... . Enzyme/Amperomefic
LOCIATE...orowerereremene EZYME/Amperometric
€0-Oximetry Test Menu: ‘
HHb, ceoxyhasmoglohin  0Hb, oxyhoemoglobin
Hatfib, methaemoglokin  COHb, carboxyhremeg abin
iHb, fatal hoamoglobin — S0q%, oxygen saturation
0,0, axygen content 0Cop, oxygen copacity
13il, Toto! bitrubin

Calculaied Tests:

eGFR

HCOy a/A (/Mg Rotic.
TC0x P0,,/FI0, Hormalised o+
BE-scf Anion Gop Normalised Mg
BED SBC Osmolality

04Ci Bose Excess 0, Cop

A 0, Setuiotion Haemoglohin

b BUN /Creafinine Ratio

o0
H /PCZOE/ PO, Corracted to Patient Temperature
Eesmmtory Index (If % FI0: valug entered)

Special Calculated Tests (CO—Oximéler Required):

Tests Resolufion

fv 00: 0.1 mmHg (0.01 kPa)
(a0; 0.1 mL/dL (0.01 kPe)
{0y 0.1 m/dL (C.01 kPa)
P50 0.1 mmHg (0.01 kPa)
({ow)0s 0.1 mmHg (0.001 kPa)

Complete Mandgement Reports:
- Calibraticn Report

- Cariridge Log Report

- Doily Sample Log Report

- Edit Log Report

- Emor Log Report

- Mainfenonice Log Report

- Operafor Setup Report

~ Pafients Repart

- Lavey-Jennings QC Reports

- 0 Comactive Actions Repart
- QC Data Report

- QC Stafistics Repart

- QC Sefup Report

- Sompée Audit Log Report

Monitored Inferferences:
siib, sulfhoemoglotin (Measured; user alartad if abnormal, > 1.5%)

Measurement Ranges

o 6.50-8.000
(it~ 316.23 - 10.00 mmal /1)
PCD, 3.0 - 2C0 mmHg (0.4 - 26.6 kP)
PO, 0- 800 mmHg (9.0 106.4 kPa)
S0% 30-100% (0.3 -1.00
Het 12% - 70%
Hb 4.0-24.0g/dl (2.5- 149 mmal/L)
Nar 80 - 200 mmol /1
K 1-20 mmal /L
{t 50 - 200 mmol /L
o 0.1- 2.7 mmoi/1
vl 0.1- 1.5 mmal/L
Glucose 15 - 500 mg/dL (0.83 - 27.75 mmol/1)
BUN 3-100 mg,/dl (2.1 - 17.4 mmal,/L)
Ured 1.1-35.7 mmol/1. (6,4- 214.5 mg/dL)
(reatmine 0.2 -20 mg/dL {18 - 1765.8 umol /L)
Loctate 0.3 - 20 mmel /L (2.7 - 178.1 mg/dD)
HHb 0 to 100%
0.Hb 010 100%
gtth 010 100%
(OHb {0 100%
SO (10 100%
0 010 34.75 val, %
0:Cap 0 0 34.75 vol. %
1 0.5-35.1 mg/dL
Hb 5-25 g/l
sth Mert > 1.5%
BaiP 400.0 - B00.0 mmHyg {53.8 106.7 k)

" Stat Profile pHOX: Ut Specictions

Other Features: :

Full colour 30.7-cm touchscreen, multifingual, QC statistics, -
onbeord dafa management, automatic sompler, inegruted capillar
adapter, optional barcode scanner, OC data storage, ASTH and HLy
communicetion protocols, opr‘ﬁonuI mobile cart with UPS

Certifications:

Nova Biomedical is in compliance with IS0 13485; 2003,
S0 9001; 2008 ond FDA Quul‘ﬂg Systern Reguiation
Sofiey Tested by TUY, SUD nd CSA

Mesfs retéuﬁemems of tha VDD

Inteqrated RitiBaK compliont C moduls

“Typical Sample Volume:

60 microlitars whole blood micto samgle for

bod gases,/pH

105 micreliters whole bload for CO-Cximetry
with tofal Bflirubin

120 microliters micro sample for full panel
without (0-Oximetry

150 microlitess whole blood sample for full
pang! without CO-Cximetry

210 microliters whole blood sample for ful
panel with C0-Oximesry

Physical Specifications:

Height: 43.7 am (17.22 In) Widt: 56.7 em (22.34 7n)
Depih: 43.8 am (18.7 in) Weight; 27.7 kg (61 Ib)
without reagent pack

Electrical Power Requirements:
90-264 VAC, 50,/60 Hz, 350 W

Interfuces:
ASTH Pratocel, via sarial RS232 TCP/IP, POCTT-A

Tem%eruiure Thermostatting:
37°C£0.°C

Prinfer:
Builk in thermal

FDA Lubeling:
For initro diognostic use

Calibrufion:

Fully aufomatic fwo point calibration every twe hours; user-selactal
sin%Ie point calibvation evary 30 minutes or with each sample. Ma
colbration initiated at any fime.

Acceptuble Samples:
Whicle blood (haparinised), serum,/plasma, arterial,
mixed venous, capillary

® | Hove Blomesicol Headguarkers: 200 Prospect S1., Walthor, Mk 024533465 .54 +1-781-8940800 B00-458-5813 FAK: +1-781- 8945915 In'| FAK: +1-781-899-0417 e-mail: info@novabio.com
Nova Biemedical Brasil: Fua tasseno, 107, Inrdim Canadd, Nova Lino - MG, CEF: 3400774 Brasil, TEL: +55-31-3360:2500, emal: soc@novliomedicol com.br
Nova Biomedical Canndl, Ltds 17~ 2500 Argantia Road, Mississauge, Onforie: 158 749 Canadn TEL: +]905-567-7700 B0-263-5999 FAX: +1-905-567-5496 emal: info@novabio.ca
Novu Biomedical France: Forc Technopolis - Bit, Sigma 3 Avenue du Canado 91940 Les Ul Courtabanf, Fronce TEL: +33-1-64 84 11 74 Fik: +33-1-64 46 24 03 email: info@novabiamedical fr

biomedical

novabiomedical.com

Specifications subject fo chaige without notice,

Nova Bil

land GmYH: 18, 6312 Steint

Naova Biomedical GotkH, Deutschland: Hessorring 13 4, Geb. 5, &4 344 MafeldenWalldorf, Germany ThL: +49-6105 43050 FAX: +43-4105 4505-37 email: info@navitbiomedicul de
Nova Biomedical Iherius Av. Cotis Catoknes 911 08173 Sant Cuget Borcslong, Spain: +1-781- 894-0800 EAX: +1-781- 8945315 Inr] BAY: +1-761-899.0417 email: info@novabio.com
Nova Biomedieal Tialin S Yin Como 19 20020 LAINATE (WD) TEL: +39-02-87070041 FAY: +39-02:87071482 email Infe@novahiomedical.it

Nova Blomediced 1H.: it 4301 Bullding76, 13-16 Mo 3thome, Minotarky, Tokyo 108:0073, lopan, TEL: +B1-3-5418-0141 Faf: +81-3-54184676 amail: novehio@novabiomedical, o
dtzetlond TEL: +41-41-521-6655 . +41-41521-6654 smal: infoC@navabiomedicol.ch

Hova Biomedieal U.K.: Inovation House, &slon Lane Scuih, Runcor, Cheshire W7 3FY Uinised Kinpdom TEL: +44-1928 704040 FAX, +441928 754792 el sles@novabiomedical.co.uk
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Urea,/BUN Creafinine

Complete Data Management and Connectivity

~Onboard Data Management System

‘A standard feature of pHOx Ultra is a complete,
onboard data management system, which allows for
+ data capture and extensive reporting capabilities,
- including: -

*Storage and retrieval of patient results, patient b
demographics, QC, and authorised users ';

i35 Y cosriions Y spstam Y Sy }
o "" Qi Ansaer puo
{1 Catgytant :j

St oy Cottdge Satus

....... Jomonosy
st “ "u\,

' Data retrieval by name, ID, date, location, or operator

- Patient, QC, utilisation, and operator reports

N B T R “-u-u;'ﬂi) ) . .
PEIIY Analyser Networking at No Extra Cost
i wﬂ Muatltiple pHOx Ultra analysers can be networked
! R into a single, common database. A supervisor or

authorised operator can access all patient results, QC

results, and reports from afl analysers. Competitors

o : g often offer this capability only as an expensive accessory,
Tt | o © - adding 30% to 40% to the analyser’s cost.

Remote Setup and Control

PHOx Ultra offers comprehensive, time-saving remote
setup, control, and review of multiple pHOx Ultra
analysers. From any point on the LAN, a manager can
petform the following functions on a remote analyser:

‘Review reagent cartridge and QC cartridge status

. Novg |

- R

*Review instrument calibration status

-Initiate a calibration cycle
‘Review QC status
Initiate a QC cycle

ble or disable an analyte

; | abie operator access

°Ed1t normal ranges, critical ranges, QC ranges, QC
frequency, operators, test menu, instrument defanlts

Connectivity

pHOx Ultra analysers are compliant with industry
standard POCT1-A and ASTM communication
protocols for connectivity. These industry standards
are used to easily interface pHOx Ultra analysers to
a wide range of connectivity systems including

LIS HIS, anilddleware



