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Technical specification form:

Specification & Statement of Compliance, Oxygen Concentrator with Flow
Splitter

Bidders are to offer a standard production model most closely matching the specification below and provide
details of the offer. The offer must be for brand new equipment.

These specifications are for the minimum requirement. Bidders may offer higher specifications but they are to
highlight these in the Statement of Compliance column. Units are to be stated using the SI system. For example
length in metres (m). Multiples and sub-multiples to be used are: 10° mega (M); 10’ kilo (k); 10°milli (m) and 10
micro (p).

Bidders must enter their offered specifications against each parameter of this Technical Specifications Form
(TSF), comment as necessary, and sign and stamp each page. Failure to complete this statement of
compliance may result in the offer being rejected. A Bidder who enters texts such as "Yes", "Complied",
"Better", "Refer to catalogue', and directly copying the Purchaser's descriptions, leaving any parameter
line blank and/or submit any text or content of this nature may result in the offer being rejected.

The Statement of Compliance must be substantiated with authenticated catalogue/data sheet/ manual with
the page number of original catalogue/datasheet/manual of the relevant

S.N. | Purchaser’s Specifications Bidder's Offer Devi | Page no
ation of
if catalogu
any | e/datashe
et/manua
1

Oxygen Concentrator

Manufacturer

Brand

Type / Model

Country of Origin

Description of Function

1.1 Oxygen concentratorproduces oxygen
from ambient air.

2 Operational Requirements

2.1 Integrated Oxygen sensing device
(OSD) measures concentration at
flowmeter entrance.

3 System Configuration

3.1 Oxygen Concentrator set complete
with Flow Splitter.

4 Technical Specifications

1 Oxygen Concentrator

4.1 Output flow: max 5 LPM (Litre per
minute).

4.2 Flow meter range: 1 to 5 LPM.

4.3 Output pressure: 60 kPa.

4.4 Oxygen concentration: 95% +/- 3% at
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Purchaser’s Specifications

Bidder's Offer
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1-3 LPM, 92% +/- 3% at 4 LPM,
90% +/- 3% at SLPM.

4.5

Time to reach 95% the specified
performance: 5 minutes.

4.6

Four-step filtering (coarse, pre, inlet
and bacterial) of air-intake.

4.7

All filters replaceable, coarse filter
washable/reusable.

4.8

Continuous monitoring, with visual
and audible alert on:
e Low and high output pressure
e Low oxygen concentration
e  Oxygen monitor: amber light
on the front illuminates when
oxygen concentrator is below
85%. If concentration
remains below 85% for
morethan 15 minutes, an
audible alarm sounds.
e Power failure
e Battery test.

4.9

Temperature operating range: 20 to
60 °C.

4.10

Sound level produced: 40 to 50
dB(A).

4.11

Shall have 4 antistatic swivel casters,
2 with brakes and with integrated
handle allows for easy moving and
positioning.

1T

Flow Splitter for Oxygen
Concentrator

4.12

Five way split of oxygen flow
provided by an oxygen concentrator.

4.13

Each flow can be adjusted
individually via its flow meter, range:
0.125to0 2 LPM (Litre per minute).

4.14

The output nozzle can either be fit
with tubing or left blank.

4.15

Input pressure: approx. 50 to 350 kPa.

4.16

Flow splitter allows precise
distribution of the oxygen output of
aconcentrator towards 2, 3, 4 or 5
patients, i.e. neonates and infants.

Accessories, spares and
consumables

5.1

Accessories:
e 2 x Adult cannula, with 2m
tubing.
e 4 x Infant/Paediatric cannula,
with 2m tubing.
e 4 x New-born cannula, with
2m tubing.
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e 3 x Connector for above.
4 x Humidifiers.

4 x 50' tubing.

4 x tubing adapter kit.

6 x Spare coarse filters.

3 X Spare pre-filters.

3 x Spare inlet-filters.

e 3 x Spare bacterial-filters.

5.2

All standard
accessories/consumables/parts
required for the proper operation of
the above item shall be included in
the offer. Bidders shall specify, in a
separate Excel worksheet, the
quantity and details of any items
included in this offer which have not
been specified in this Technical
Specifications Form.

Operating Environment

The product offered shall be designed
to be stored and to operate normally
under the conditions of the
purchaser's country. The conditions
include Climate, Temperature,
Humidity, etc.

6.2

Power supply: 220-240VAC, 50Hz
fitted with appropriate plug. The
power cable must be minimum 3
metres long.

Power consumption, approx.: 500 W.

Standards and Safety
Requirements

7.1

Must submit
1SO13485:2003/AC:2007 for Medical
Devices AND

7.2

CE (93/42 EEC Directives) or
USFDA approved product certificate.

User Training

8.1

Must provide user training.

Warranty

9.1

Comprehensive warranty for lyear
after acceptance.

10

Maintenance Service During
Warranty Period

10.1

During warranty period supplier must
ensure corrective/breakdown
maintenance whenever required.

11

Installation and Commissioning

11.1

The supplier must accomplish proper
installation and commissioning of
equipment onsite.

12

Documentation
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12.1 | User (Operating) manual in English.
12.2 | Service (Technical / Maintenance)
manual in English.
12.3 | List of important spare parts and
accessories with their part number
and costing.
12.4 | Certificate of calibration and

inspection from factory.




Technical specification form:

Specification & Statement of Compliance, Bedside Monitor

Bidders are to offer a standard production model most closely matching the specification below and provide
details of the offer. The offer must be for brand new equipment.

These specifications are for the minimum requirement. Bidders may offer higher specifications but they are to
highlight these in the Statement of Compliance column. Units are to be stated using the SI system. For example
length in metres (m). Multiples and sub-multiples to be used are: 10® mega (M); 10’ kilo (k); 10°milli (m) and 10
micro (p).

Bidders must enter their offered specifications against each parameter of this Technical Specifications Form
(TSF), comment as necessary, and sign and stamp each page. Failure to complete this statement of
compliance may result in the offer being rejected. A Bidder who enters texts such as "Yes", "Complied",
"Better'", ""Refer to catalogue', and directly copying the Purchaser's descriptions, leaving any parameter
line blank and/or submit any text or content of this nature may result in the offer being rejected.

The Statement of Compliance must be substantiated with authenticated catalogue/data sheet/ manual with
the page number of original catalogue/datasheet/manual of the relevant

Bidder's Offer Deviatio | Page no
S.N n if any of
) Purchaser’s Specifications catalogue

/datashee
t/manual

Bedside Monitor

Manufacturer

Brand

Type/Model

Country of Origin

1 | Description of Functions

A bedside patient monitor to monitor
physiological parameters of patients in
the critical care units or operating
theatres.

1.1

2 | Operational Requirements

21 It shall operate on AC power supply as
" | well as built-in battery.

3 | System Configurations

Monitor Patient Bedside 4 chl. colour
3.1 | with ECG/Resp., SpO2, NIBP, Temp,
21BP, ETCO2.

All accessories, consumables and etc.
required for monitoring of
physiological parameters specified
herein.

3.2

4 | Technical Specifications

41 High resolution colour flat panel non-
*" | reflective screen: > 10" display size
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for at least 4 channel waveforms
display.

4.2

Display of up to 4 physiological
parameter modules without the need
for external devices.

4.3

Display waveform: ECG, IBP, SpO2,
pulse wave and respiration.

4.4

Numeric data display: heart rate /
pulse rate, respiration rate, NIBP
(Systolic, Diastolic, Mean), SpO2 and
current time of NIBP measurement.

4.5

Use interaction via integrated touch
screen, press pad/button or rotary
knob.

4.6

With storage of at least 24 hours of
trend data in 30-second sampling
resolution for all monitored
parameters to be displayed graphically
and in tabular form.

4.7

Data resolution shall be minimum of
30 second sampling.

4.8

Display of trend:

4.9

a) Trend tables in at least with 1, 5,
15, 30 or 60 -minute display formats;
and

4.10

b) Trend graphs in at least 1, 2, 4, 8,
12 or 24 -hour display formats.

4.11

With storage of events for event
recalling, review and documentation.
It shall be able to store and record at
least 10 events.

4.12

The monitor shall be protected against
the interference from the electric

cautery and other electrical equipment.

4.13

Despite the technical requirements of
the networking capability, the
networking works shall not be
included in this offer.

4.14

All parameters modules shall work in
all monitors within the network and
shall be easily interchangeable by the
user. There shall be no restriction on
the combination of them.

4.15

Parameter required:

4.16

ECG/Respiration with 5 system with
cable (1 set) and complete reusable
ECG electrodes for Adult &
paediatric, 1 set each.

4.17

ECG cable and patient cable 5 leads
for disposable electrodes, 1 set.

4.18

Disposable electrodes for adult, child
and infant, 50 pcs each.

4.19

Shall come with at least a 2-lead
(channel) ST analysis.
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4.20

With lethal arrhythmia detection: at
least with detection & monitoring of
asystole, ventricular, fibrillation, and
ventricular tachycardia and
bradycardia.

4.21

Pulse oximetry SpO2 with adult and
child finger transducer, 1 each.

4.22

SpO2 reusable sensor for infant, 1pc.

4.23

Non-invasive blood pressure, NIBP
with reusable NIBP Starter Kit.

4.24

NIBP connection hose, 1 set.

4.25

NIBP cuff & tubing for both adult &
child (At least 2 different sizes for
adult and 4 different sizes for child/
infant/ neonate).

4.26

Temperature: 2 type of probes
required.

4.27

Core temperature probe adult, child &
infant, 1 pc each.

4.28

Skin Temperature probe, adult/child &
infant, 1 pc each.

4.29

Invasive blood pressure,IBP for
monitoring of 2 IBP.

4.30

Shall come with one complete set of
IBP reusable accessories.

4.31

EtCO2, preferably microstream but at
least must be able to perform
mainstream and side stream EtCO2
monitoring.

4.32

Come with one complete set of EtCO2
flow sensor and accessories for
mainstream and side stream
monitoring, 1 set each.

4.33

In the case of microstream system, it
shall come with one complete set of
EtCO2 flow sensor and accessories for
side stream monitoring, 1 set.

4.34

Come with internal rechargeable
Lithium battery complete with built-in
charger.

4.35

Monitor shall be operated by the
battery for at least 60 minutes.

4.36

Come with Alarms for all monitored
parameters including: exceeding user-
selectable upper and lower limits, life
threatening alarms, lead/ probe/ sensor
disconnection, system failure or error.

4.37

Alarm shall have at least 3 levels:
Crisis, Warning, and Advisory.

4.38

Alarm notification shall be given by
Audible and Visual.

4.39

With networking capability to
interface with the central monitor.




S.N

Purchaser’s Specifications

Bidder's Offer

Deviatio
n if any

Page no
of
catalogue
/datashee
t/manual

4.40

RS232 port with interface with
computer.

4.41

System architecture shall be designed
such that deactivation or failure of any
bedside or central station device on
the network shall not disable, inhibit
or degrade communication functions
among any other devices in the
system.

Accessories, Spare Parts and
Consumables

51

All standard accessories, consumables
and parts required to operate the
equipment, including all standard tools
and cleaning and lubrication materials,
to be included in the offer. Bidders
must specify the quantity of every
item included in their offer (including
items not specified above).

Operating Environment

6.1

The system offered shall be designed
to operate normally under the
conditions of the purchaser's country.
The conditions include Power Supply,
Climate, Temperature, Humidity, etc.

6.2

Power supply: 220 — 240 VAC, 50Hz
fitted with appropriate plug. The
power cable must be at least 3 metres
in length.

Standards & Safety Requirements

7.1

Must submit
1SO13485:2003/AC:2007 for Medical
Devices AND

7.2

CE (93/42 EEC Directives) or USFDA
approved product certificate.

7.3

Shall meet [EC-60601-1-2:2001
General Requirements of Safety for
Electromagnetic Compatibility.

7.4

Shall meet the safety requirements as
per IEC 60601-2-27:1994—Medical
electrical equipment—Part 2:
Particular requirements for the safety
of electrocardiographic monitoring
equipment.

User Training

8.1

The Supplier shall conduct user
training for this equipment to enable
operators to use the equipment
properly. The training shall include
the use of all operational functions of
the equipment, as well as routine
checks and maintenance expected by
users.
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9 | Warranty
9.1 Comprehensive warranty for 2 years
" | after acceptance.
10 Maintenance Service During
Warranty Period
During the warranty period supplier
10.1 must ensure preventive maintenance
and corrective/breakdown
maintenance whenever required.
11 | Installation and Commissioning
The bidder must arrange for the
equipment to be installed and
1.1 commissioned bycertified or qualified
" | personnel; any prerequisites for
installation to becommunicated to the
purchaser in advance, in detail.
12 | Documentation
12.1 | User (Operating) manual in English.
Service (Technical / Maintenance)
12.2 . .
manual in English.
List of important spare parts and
12.3 | accessories with their part numbers
and costing.
Certificate of calibration and
124 | . .
inspection from factory.
Government of Nepal
Ministry of Health & Population
LUMBINI ZONAL HOSPITAL
BUTWAL
Name of work :- Supply of Equipment for ICU
Location :Lumbini Zonal Hos pital, Butwal Rupande hi F/Y - 2071/072
BILL OF QUANTITY
S-No Description | Qty | Unit Rate Amount |Remark
In Figure In Word
1 Bed Side
Monitor 6 Set
2 Oxygen
Concentrator 4 Set
Sub Total Rs
Add VAT @ 13 %
Grand Total Rs




