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1

Wash your hands well with
soap and water

3

Massage the breast gently
towards the nipple

Areola

Place a clean container below
your breast to collect milk

7/

5

Place your thumb and index finger opposite
each othe just outside the areola
(Areola is the dark soft circle around the nipple)

\ \
\

\
|
N
\

-Ojf' e d '\g

Now press back towards () ) g
your chest, then gently squeeze ' 7
to express milk s |
: \ \ A B
(o 6
/ @ Repeat step 5 at different
— positions around the areola
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Full Bottle/Not

Mother

Own Milk

™
Full Bottle/Not

Full botile Full botile
L / p _/
- | N o | ~ e =~
To be used Not fo be Deep Freezer
within 24 Hrs used within (—20° Q)
._ . 24Hs |

J

Refrigerator
(+2°C to +4°C)
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Consumables Instruments

Culture Media: CLED
(cysteine lactose
electrolyte deficient) or
Columbia agar media

= PPN F

2

Incubator, 37°C

Refrigerator, to cool and maintain samples at 5°C.

Autoclave for sterilisation.

Water bath suitable for keeping melted agar media molten for use (at
50°C).

Petri dishes (glass or plastic).

6. Pipets with pipet aids (no mouth pipetting), glass spreading rods.
7. Dilution blanks, cotton etc.

If 1:10000 dilution contain “n” number of colonies, then CFUs in Tml of the original sample
(CFU/ml) should be = n x 10*(CFU/ml)

o UREATDT AdS fETor

o RISV T IRMEIH FHeal T8 : TEIRSAHIHT AT Dl AT 104
CFU/ml HaT 9&t HUHAT g8 IR RS |

o UTERIZSET AT T4 : UIERISSS gY S9Hl $d  HIEhIfeTdd DI3<T 10
CFU/m| a1 TH=<T St @RS U |
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TEMPERATURE DURATION REMARKS

Fresh raw milk Room Up to 6 hours Containers should be covered and
temperature (< kept as cool as possible
25°C)

Refrigerator 4°C (+2 to + 4°C) 24 hours Raw milk should be stored in the

back of the main body of the

(Unpasteurized milk) 5
f /7'/1_7 refrigerator
2 sﬂl
Freezers f%& = DHM should be stored towards the
/ / back
Unpasteurized Milk \%Wnths of the freezer, where temperature

mostly remains constant

Pasteurized Milk -20°C 6 months

PASTEURIZER (HOLDER PASTEURZATION)

a) Heat Processing|62.5°C 30 minutes The temperature should be
monitored continuously for any
deviations from the norm
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b) Rapid cooling
built in cooling
system

Final
temperature
4°C

of

To be attained
within 10 minutes
at the end of the
holding
temperature

Caps of the DHM containers need to
remain above water level to prevent
water seepage and bacterial
contamination.
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Post
pasteurization
testing

Comprehensive Lactation

l Donor Screening ] l Donor Registration I [ Milk Expression l

Management Cenire

| Pasteurization |

0 =
4

—_

[ Storage in freezer ]

W

lle

8 =N0N=g +@ =

-a+~0- B

Prescription

;wm

As per Need

|

Storage in
refrigerator/freezer

I Milk given to recipient ]

o -

-

4

o YHATEIE TERST T VHAM T GHEFH TEIH! REFae® o] ] Wy | qela!
ARG AT GHHAHT AT T TIGH] AFIHFT STIEE [UH! F |

Sr. Process Hazard CCP/GMP Quality Assurance
No.
1. |Donor Selection Transmission of Selection of donors Levels of Assurance:
infections, especially based on history, © Donor selection criteria
viral infections like | examination and blood  based on negative tests
HIV, CMV, Hepatitis tests for HIV, Hepatitis | © Holder Pasteurization
B, and other B, VDRL within 6 months  which destroys CMV, HIV.
infections like before milk donation Prevention of other infections like TB,
syphilis. Based on  maternal bacteremia in acute infections
Other Infections like history and examination
TB, acute febrile
illnesses
2. |Donor Consent |Medico legal Written donor consent
3. |Milk Expression Potential for GMP: training donors for, © Lactation counselors to
and Collection |contamination safe expression of milk train mothers in hand washing, clean
especially  bacterial CCP: Milk Pump and  expression and handling of expressed
contamination container sterilization milk.
© Training  of lactation
management centre personnel
regarding cleaning and sterilization of
containers and disinfection of milk
pumps.
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© Ensuring sterilization
temperature for equipment as per

manufacturer guidelines

Sr. Process Hazard CCP/GMP Quality Assurance
No.
©) Pasteurization of all
milk containers before use.
©) Utilization of DHM only
if post pasteurization culture is
negative.
4. ' Temperature Potential for CCP: ©) Ensure refrigerator
maintenance |contamination Temperature temperature is appropriate with
in CLMC and  especially bacterial maintenance at 4°Cin thermometer/external digital read
during fridge at CLMC out of temperature.
transport to Storage in icebox ©) Automatic switch to
the ward with cold gel packs Generator/UPS/ invertors facility in
up to 2 hours case of power failure.
5. |Temperature Potential for CCpP Ensure refrigerator and freezer
Maintenance contamination Pre pasteurization temperature is appropriate with
in Lactation  especially bacterial temperature thermometer/external digital read
Management contamination maintenance out of temperature.
Centres at 4°C if stored in Automatic switching on of

refrigerator.

Store for maximum
24 hours.

Store in deep freezer
at -20°C if
pasteurization is
planned after 24
hours

Generator/ UPS/invertors facility in
case of power failure.

36



Pasteurization Post GMP Check temperature with thermometer
and Post pasteurization Holder pasteurization dipped to 2/3 rd level in test
Pasteurization culture may at 62.5°C for 30 container to ensure 62.5°C and 4°C
Culture remain positive minutes after post cooling.

if pasteurization  |temperature in test  Sealing of containers or ensuring air

is not carried container reaches tight lids for all containers.

out 62.5°C followed by | Post pasteurization culture sterile.

appropriately rapid cooling to 4°C

Potential for

contamination

with water

during

pasteurization

procedure
Storage of Potential for GMP Use separate freezers for 3 groups of
raw, post mixing of safe Separate freezers/ containers or different pre —defined
pasteurization milk containers shelves in freezers.  shelves of same freezer.
quarantine with raw or Restrict access to freezers to
milk and post quarantine milk designated personnel only.

pasteurization
culture
negative safe
milk

containers.

Storage
temperature
Post
Pasteurization

Potential for
contamination and
spoilage of milk

CCP
Temperature of
freezer

-20°C

Not above -18°C

Ensure freezer temperature is
appropriate with
thermometer/external digital read
out of temperature.

Automatic switching on of
Generator/ UPS/invertors facility in
case of power failure.

Use separate freezers/shelves for
quarantine milk and culture report
negative milk.

Label with expiry date if utilization of

DHM is planned beyond 3 months
from date of collection.
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Sr. Process Hazard CCP/GMP Quality Assurance
No.
9. Storage of Potential for Store in refrigerator
Disbursed contamination and if utilization is
Milk on Site | spoilage of milk.  planned within 24
hours or in deep
freezer if utilization
planned > 24 hours
10. ' Thawing and | Potential for GMP DHM containers are not to be put in
Utilization of |contamination and Thaw by keeping in  microwave.
Milk spoilage of milk  fridge over-night
Stand in container Utilization of DHM within 4 hours
containing warm when thawed to room temperature.
water
before utilization
11. |Consent for ' Medico legal Written consent documented on
use for patient’s indoor paper or Lactation
recipients Management Centre form.
12. Labeling and |Medico legal Appropriate labeling of every DHM
Record container.
keeping Record keeping of donor data,

culture records etc.
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Storage of raw milk at 2° to 4°C Storage of milk at —20°C

Q. .4 TH! TR ¢ geT
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1. Breast Pumps

MEDICAL DEVICE SPECIFICATION

(Including information on the following where relevant/appropriate, but not limited to)

Breast Pump

General
1. USE
1.1 | Clinical purpose A breast pump is a device that extracts milk from the breasts of
a lactating individual. Breast pump is an electrical devices
powered by electricity or batteries.
1.2 Used by clinical NICU and PICU
department/ ward

Technical specifications for Hospital Grade Electric Breast Milk Pumps

2. TECHNICAL CHARACTERISTICS

2.1 | Technical characteristics 1. Pumping frequency 30 to 80 CPM and user adjustable.
(specific to this type of Cushion inserted inside the breast cup so that it does not
device) hurt the mother.

Suction Pressure 100 to 250 mm hg; user adjustable.
Able to express milk from both breasts simultaneously.
Collection bottles can be used for storage of milk.
Double alternating pumps/double cycling pumps.
Should be motorized breast pump units.

Should be hospital grade.

S

N WS E

2.2 |User's interface Manual

MEDICAL DEVICE SPECIFICATION

(Including information on the following where relevant/appropriate, but not limited to)

Software and/or standard | NA
of communication
2.3 (wherever required)

3. PHYSICAL CHARACTERISTICS

3.1 Dimensions (metric) ‘ Portable
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3.2 |Weight (lbs, kg) Compact unit (weight less than 4 kg)
3.3 |Configuration LCD/LED display suction timing

3.4 |Noise (in dB) <60db

3.5 | Heat dissipation NA

3.6 | Mobility, portability Yes

4 ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 | Power Requirements 220-240 V AC + 10%, 50-60Hz power supply; 5A plug; TYPE D
4.2 | Battery operated NA YES (OPTIONAL).
4.3 | Tolerance (to variations, + 10% of input AC.
shutdowns)
44 Protection Electrical protection by reset table over current breakers or

replaceable fuses.

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1

Accessories
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

1. Reusable collection bottles along-with breast cups - 10 sets.

2. All kinds of tubes - 12 sets (if applicable).

3. Breast pump Valve and Membrane (Pack of 4 Valves and 2
membranes) 25 No.

4. Other accessories required for optimum functioning of the
equipment.

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS
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6.1

6.2

Atmosphere/Ambiance
(air conditioning,
humidity, dust ...)

User's care, Cleaning,
Disinfection and Sterility
issues

1. Operating condition: Capable of operating continuously in
ambient temperature of 10 to 40°C and relative humidity of
15 to 90% in ideal circumstances.

2. Storage condition: Capable of being stored continuously in
ambient temperature of 0 to 50°C and relative humidity of
15 to 90%.

.Disinfection: Parts of the Device that are designed to come into
contact with the patient or the operator should either be
capable of easy disinfection or be protected by a single
use/disposable cover.

7. STANDARDS AND SAFETY

7.1

Certificates (pre-market,
sanitary,);

Performance and safety
standards (specific to the
device type);

Local and/or international

1. Should be CE (EU)/FDA (US) approved product.

2. Manufacturer/supplier should have ISO 13485 certificate for
quality standard.

3. Electrical safety conforms to standards for electrical safety
IEC-60601-1; IEC 60601-1-11; IEC 60601-3-2; IEC 60601-3-3;
IEC 60601-4-2; IEC 60601-4-4; IEC 60601-4-5; IEC 60601-4-8;
IEC 60601-4-11.

8 TRAINING AND INSTALLATIoN

8.1 |Pre-installation Supplier to perform installation, safety and operation checks before
requirements: nature, handover.
values, quality, tolerance

8.2 |Requirements for sign-off Certificate of calibration and inspection from the factory.
Training of staff (medical, Training of users in operation and basic maintenance shall be

8.3 | paramedical, technicians) provided.

MEDICAL DEVICE SPECIFICATION

(Including information on the following where relevant/appropriate, but not limited to)

9. WARRANTY AND MAINTENANCE

9.1 Warranty 3 years
9.2 Maintenance tasks Maintenance manual detailing complete maintaining schedule.
9.3  Service contract clauses, 1. Warranty of three years with free servicing (min. 3) during

including prices

warranty.
2. AMC rates should not be greater than 3% of original cost.
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10. DOCUMENTATION

Operating manuals, 1. User and maintenance manuals to be supplied in English.
10.1 | service manuals, other 2. Certificate of calibration and inspection to be provided.
manuals 3. List to be provided of equipment and procedures required
for local calibration and routine maintenance.
4. List to be provided of important spares and accessories,
with their part numbers and cost.
5. Contact details of manufacturer, supplier and local service
agent to be provided.
10.2  Recommendations for User/Technical/Maintenance manuals to be supplied in English.
maintenance
11. NOTES
11.1 |Service Support Contact | Contact details of manufacturer, supplier and local service agent
details (Hierarchy Wise; to be provided.
including a toll
free/landline
number)
11.2 |Recommendations or Any warning signs would be adequately displayed.
warnings
2. MILK CONTAINERS

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Milk Container

GENERAL

1. USE

1.1

Clinical purpose

Milk container is required for collection and storing the milk.

1.2 | Used by clinical NICU and PICU
department/ ward
Technical

2. TECHNICAL CHARACTERISTICS
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2.1

Technical characteristics
(specific to this type of
device)

1. Milk containers of 3 sizes—50 ml, 100 ml, 200 ml; 50 of each
size.

2. Milk containers are of two types:

a. Polypropylene BPA free

b. Glass Containers

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

2.2 User's interface Manual
2.3 Software and/or NA
standard of
communication
(wherever required)
3. PHYSICAL CHARACTERISTICS
3.1 Dimensions (metric) Portable
3.2 Weight (Ibs, kg) Compact unit
3.3 Configuration NA
34 Noise (in dB) NA
3.5 Heat dissipation NA
3.6 Mobility, portability Yes
4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)
4.1 Power Requirements NA
4.2 Battery operated NA
4.3 Tolerance (to variations, | NA
shutdowns)
44 Protection
4.5 Power consumption
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5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 Accessories NA
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1 Atmosphere/Ambiance  NA
(air conditioning,
humidity, dust ...)

6.2 User’s care, Cleaning, Disinfection: MILK CONTAINER should be easy to clean and
Disinfection and Sterility autoclave.
issues

7. STANDARDS AND SAFETY

7.1 Certificates (pre-market, 1. The material of construction should be of food grade.
sanitary, ..); Performance
and safety standards
(specific to the device
type); Local and/ or
international

8. TRAINING AND INSTALLATION

8.1 Pre-installation NA
requirements: nature,
values, quality, tolerance

8.2 Requirements for sign-off | NA

8.3 Training of staff (medical, 'Training of users in operation and basic maintenance shall
paramedical, technicians) be provided.

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)
9. WARRANTY AND MAINTENANCE

9.1 Warranty 1 year

9.2 ‘ Maintenance tasks NA
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9.3 Service contract clauses, | NA
including prices
10. DOCUMENTATION
10.1 Operating manuals, 1. User manuals to be supplied in English/Hindi.
service manuals, other 2. Certificate of calibration and inspection to be provided.
manuals
10.2 Recommendations for 1. All the rigid containers may be re-used but have to be
maintenance washed preferably in a bottle washer or and sterilized
appropriately.
2. Glass containers should be checked for chipping after
every cleaning cycle.
11. NOTES
11.1 Service Support Contact NA
details (Hierarchy Wise;
including a toll
free/landline
number)
11.2 Recommendations or NA
warnings

3. PASTEURIZER
MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

General

1. USE

1.1 | Purpose

The purpose of the pasteuriser is to destroy pathogenic
bacteria from milk and makes it safe for storage and
consumption.

1.2 Used by

The machine is to be used in human milk banks.

Technical

2. TECHNICAL CHARACTERISTICS
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Technical characteristics
(specific to this type of
2.1 |device)

Inner and outer jacket made of stainless steel 304 grade
Easy to operate & handle.

Standard motor and gear box.

Outlet valve S.S.304 with TC clamp.

High speed stirrer for mixing.

Capacity for heating a minimum of 16 samples of milk with
each sample jar not less than 330 cc volume.

7. Tank insulated glass wood.

8. Temperature gauge for showing temperature.

9. Rotation Controller regulator having varying speed from 10
to 100 rotations per minute.

10. Having jack-up facility for emptying and discharge without
lifting the unit.

O -

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

2.2 |User's interface Semi-automatic

2.3 | Product Safety Features 1. Pasteurizer should be equipped with system that can heat the
milk up to 63°C with sensitivity of £ 0.5°C with minimum
fluctuation of temperature.

2. Equipment should have a holding arrangement for containers
of milk immersed in water till the maximum level of milk in
heating and/or cooling medium sufficient to give uniform
heating and/or cooling to the milk. In no case, the bottles or
containers to completely get immersed in water. The holder
should have shaking arrangement sufficient to maintain the
uniform temperature of milk and not to splash the milk inside
the container.

3. The heating cycle should be designed in such a way that the
milk receives desired temperature of 62.5°C and held for 30
minutes.

4. After completion of heating and holding, the temperature of
milk is uniformly brought down to 25°C within 10minutes and
further reduced to 4°C.

5. The heating medium should not have temp higher than 64°C
+ 1 in order to avoid over heating of milk and minimize
nutrient loss.

6. The pasteurizer should be equipped with data logging and
storage, data analysis and generation of final report in various
formats for effective analysis and corrective actions.
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24 |Software and/or standard
of communication
(wherever required)

7. The water holding tank of pasteurizer should be self-drain
type.

8. In case of fully automatic machine, there should be an audible
alarm after completion of heating cycle and different alarm at
end of cooling cycle. Later alarm should continue frequently
till it is attended by an operator.

9. In case of semi-automatic equipment, it should have the
following alarm systems:

a. After achieving set temperature.

b. Three minutes before completion of holding time for
warning.

c. At the completion of holding time.

d. Achieving cooling set temperature (4°C) from 62.5°C
in maximum 30 minutes.

e. Data logging system to record and retrieve all the
data for analysis, evaluation and corrective action in
appropriate formats to detect deviation.

f.  Automatic water level maintenance in heating and
cooling shaker bath.

10. In case of power failure a battery backup may be provided for
continuous digital display of temperature of the pasteurizer.

NA

3. PHYSICAL CHARACTERISTICS

3.1 |Dimensions (metric)

3.2 | Weight (lbs, kg)

3.3 Configuration

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

34 Noise (in dB) Audible beeper of minimum 65 Db
3.5 Heat dissipation Inbuilt temperature control module
3.6 Mobility, portability

4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 Power Requirements

Power Supply: 220 Volts
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4.2 Battery operated No

4.3 Tolerance (to variations, | Tolerance for 10% voltage fluctuations
shutdowns)

44 Protection Earthing for installation site, fuse for the machine

4.5 Power consumption A maximum of 2.5 KW/Hr

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1

Accessories
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

List of all accessories, spare parts and consumables with
rates and commitment of availability till the end life of the
machine to be shared by the supplier.

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1 Atmosphere/Ambiance 1. Operating condition: Capable of operating
(air conditioning, continuously in ambient temperature of 10 to 50°C and
humidity, dust ...) relative humidity of 15 to 90% in ideal circumstances.
2. Storage condition: Capable of being stored
continuously in ambient temperature of 0 to 50°C and
relative humidity of 15 to 90%.
6.2 User's care, Cleaning, To be detailed by the manufacturer.

Disinfection and Sterility
issues

7. STANDARDS AND SAFETY

7.1 Certificates (pre-market, | 1. Should be FDA/CE/BIS approved product.
sanitary, ..); Performance | 2. Manufacturer and Supplier should have ISO 13485
and safety standards certification for quality standards.
(specific to the device 3. Electrical safety conforms to the standards for electrical
type); Local and/ or safety IEC 60601-General requirements.
international

8. TRAINING AND INSTALLATION

8.1 Pre-installation 1. Availability of 15-amp socket.

requirements: nature,
values, quality, tolerance

2. Safety and operation check before handover.
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8.2 Requirements for sign-off

8.3 Training of staff (medical,
paramedical, technicians)

9. WARRANTY AND MAINTENANCE

Certificate of calibration and inspection from the
manufacturer.

1. Training of users on operation and basic maintenance
at least for two weeks.

2. Advanced maintenance tasks required shall be
documented.

including prices

MEDICAL DEVICE SPECIFICATION

9.1 Warranty 3 years
9.2 Maintenance tasks To be included in State Equipment Maintenance Program.
9.3 Service contract clauses, | The spare price list of all spares and accessories (including

minor) required for maintenance and repairs in future
after guarantee/warranty period should be attached.

(Including Information on the following where relevant/appropriate, but not limited to)
10. DOCUMENTATION

10.1 Operating manuals,
service manuals, other
manuals

Should provide 2 sets (hard copy and soft copy) of:

1. User, technical and maintenance manuals to be
supplied in English/

Hindi language along with machine diagrams.

2. List of equipment and procedures required for local
calibration and

routine maintenance.

3. Service and operation manuals (original and copy) to be
provided.

4. Advanced maintenance tasks documentation.

5. Certificate of calibration and inspection.

6. Satisfactory certificate for any existing installation from
government

hospital.

10.2 Recommendations for
maintenance

List of important spares and accessories, with their part
numbers and cost.

11. NOTES

11.1 Service Support Contact
details (Hierarchy Wise;
including a toll
free/landline

1. Contact details of manufacturer, supplier and local
service agent to be provided.

2. Any Contract (AMC/CMC/ad-hoc) to be declared by
the manufacturer.
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number)

11.2 Recommendations or NA
warnings

4. LAMINAR AIR FLOW
MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Name and Coding

GMDN name Laminar Air Flow
GMDN code(s) NA
General
1. USE
1.1 Purpose Laminar air flows are used to maintain a working area

devoid of contaminants. Laminar Flow Cabinets create
particle-free working environment by projecting air
through a filtration system and exhausting it across a
work surface in a laminar or uni-directional air stream.
They provide an excellent clean air environment for a
number of laboratory requirements.

1.2 Used by Microbiology Technician

Technical
2. TECHNICAL CHARACTERISTICS

2.1 Technical characteristics o Working area: 4 x 2 x 2 feet.
(specific to this type of ©) Hepa Filter efficiency 99.99% for .3u
device) particle or better.

Cleanliness: Class 100

Particle retention: 0.3 micron.
[llumination > 700 LUX.

Noise level < 66 dB

MEDICAL DEVICE SPECFICATION

(Including Information on the followin
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o Power supply: 220/240 V Single phase, 50
Hz AC.

® Vertical Airflow.
o Stainless Steel (Type 304) Construction.
O] Two glass outlet in working Area; one on
each side wall.
Pre mounted UV Lamp (30w) with separate
switch.
2.2 User's interface Semi-automatic
2.3 Product Safety Features  NA
2.4 Software and/or NA
standard of
communication
(wherever required)
3. PHYSICAL CHARACTERISTICS
3.1 Dimensions (metric) NA
3.2 Weight (Ibs, kg) NA
33 Configuration NA
34 Noise (in dB) NA
35 Heat dissipation NA
3.6 Mobility, portability FIXED

4. ENERGY SOU

RCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 Power Requirements Power Supply: 220/240 V Single Phase,50-60Hz AC.
4.2 Battery operated No
4.3 Tolerance (to variations, | Tolerance for 10% voltage fluctuations.

shutdowns)
¥.3
44 Protection Earthing for installation site, fuse for the machine.
4.5 Power consumption NA
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5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1

Accessories
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

1. A spare UV Lamp (30w) - 2 Nos.
2. Hepa Filter for Chamber- 1 nos.
3. Gas Burner (Bunsen burner) - 2 nos.

Bidding/Procurement Terms/Donation Requirements
6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1

6.2

Atmosphere/Ambiance
(air conditioning,
humidity, dust..)

User's care, Cleaning,
Disinfection and Sterility
issues

Operating condition: Capable of operating continuously
in ambient temperature of 10 to 50°C and relative
humidity of 15 to 90% in ideal circumstances.

To be detailed by the manufacturer.

7. STANDARDS AND SAFETY

7.1

Certificates (pre-market,
sanitary, ...); Performance
and safety standards
(specific to the device
type); Local and/or
international.

1. Should be FDA/CE/BIS approved product.

2. Manufacturer and supplier should have ISO 13485
certification for quality standards.

Electrical safety conforms to the standards for electrical

safety IEC 60601-General requirements.

8. TRAINING AND INSTALLATION

8.1

Pre-installation
requirements: nature,
values, quality, tolerance

MEDICAL DEVICE SPECIFICATION

1. Availability of 15-amp socket; (TYPE D).
Safety and operation check before handover.

(Including Information on the following where relevant/appropriate, but not limited to)

8.2

Requirements for sign-off | Certificate of calibration and inspection from the

manufacturer.
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8.3

Training of staff (medical,
paramedical, technicians)

9. WARRANTY AND MAINTENANCE

1. Training of users on operation and basic

maintenance at least for two weeks.
Advanced maintenance tasks required shall be
documented.

9.1 Warranty 3 years
9.2 Maintenance tasks To be included in State Equipment Maintenance
Program.
9.3 Service contract clauses, | The spare price list of all spares and accessories

including prices

(including minor) required for maintenance and repairs
in future after guarantee/warranty period should be
attached.

10. DOCUMENTATION

10.1 Operating manuals,
service manuals, other Should provide 2 sets (hardcopy and soft-copy) of:
manuals 1. User, technical and maintenance manuals to be
supplied in English/ Hindi language along with
machine diagrams.
2. List of equipment and procedures required for local
calibration and routine maintenance.
3. Service and operation manuals (original and copy) to
be provided.
4. Advanced maintenance tasks documentation.
5. Certificate of calibration and inspection.
Satisfactory certificate for any existing installation from
government hospital.
10.2 Recommendations for List of important spares and accessories, with their part
maintenance numbers and cost.
11. NOTES
11.1 Service Support Contact | 1. Contact details of manufacturer, supplier and local
details (Hierarchy Wise; service agent to be provided.
including a toll Any Contract (AMC/CMC/ad-hoc) to be declared by the
free/landline number) manufacturer.
11.2 Recommendations or 2. NA

warnings
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5. REFRIGERATOR
MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Name and Coding
GMDN Refrigerator
GMDN code(s) NA
General
1. USE
1.1 Purpose A device which is artificially kept cool and used to store food
and drink.
1.2 Used by All Departments.

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Technical

2. TECHNICAL CHARACTERISTICS

2.1 | Technical characteristics | 1. Should be frost free Refrigerator.

(specific to this type of 2. Should have a capacity of 300L.

device) 3. Should have EEC 4-star rating or above.

Should have inbuilt protection for voltage fluctuation or to be
supplied with external stabilizer of adequate KVA capacity.

2.2 |User's interface Automatic/Semi-Automatic

2.3 | Product Safety Features  Continuous recording for full traceability

2.4 |Software and/or standard NA
of communication
(wherever required)

3. PHYSICAL CHARACTERISTICS
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3.1 |Dimensions (metric)

Dimension of internal self and weight carrying capacity will be
defined locally
I

Shelving should be compatible with the size of bottle.

3.2 |Weight (lbs, kg) NA
3.3 | Configuration Refrigerator only without freezer component
3.4 |Noise (in dB) NA

3.5 |Heat dissipation
3.6 | Mobility, portability

4. ENERGY SOURCE (electricity,

Inbuilt temperature control module.

UPS, solar, gas, water, Co: ....)

4.1  Power Requirements

Power Supply: 220-240Vac, 50-60HZ Power Supply.

4.2 | Battery operated

No

4.3 |Tolerance (to variations,

Tolerance for 10% voltage fluctuations.

shutdowns)
44 Protection Earthing for installation site, fuse for the machine.
4.5 Power consumption NA
5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 | Accessories
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents

(open, closed system)

List of all accessories, spare parts and consumables with rates
and commitment of availability till the end life of the machine to
be shared by the supplier.

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1 Atmosphere/Ambiance
(air conditioning, humidity,

dust ..))

1. Operating condition: Capable of operating continuously in
ambient temperature of 0 to 50°C and relative humidity of 15
to 90% in ideal circumstances.
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Storage condition: Capable of being stored continuously in
ambient temperature of 0 to 50°C and relative humidity of 15 to
90%.

6.2

User's care, Cleaning,
Disinfection and Sterility
issues

To be detailed by the manufacturer

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)
7. STANDARDS AND SAFETY

7.1

Certificates (pre-market,
sanitary, ..); Performance
and safety standards
(specific to the device
type);Local and/or
international

1. All the electrical and measuring devices of CE standard.

2. All electrical cables & connections will be fire and chemical
resistant.

8. TRAINING AND INSTALLATION

8.1 | Pre-installation 1. Availability of 15-amp socket; (TYPE D).

requirements: nature, 2. Safety and operation check before handover.

values, quality, tolerance
8.2 | Requirements for sign-off | Certificate of calibration and inspection from the manufacturer.
8.3 |Training of staff (medical, NA

paramedical, technicians)

9. WARRANTY AND MAINTENANCE

9.1 Warranty 3 years but 5 years on compressor
9.2 Maintenance tasks To be included in State Equipment Maintenance Program
9.3 Service contract clauses, | The spare price list of all spares and accessories (including

including prices

minor) required for maintenance and repairs in future after
guarantee/warranty period should be attached.

10. DOCUMENTATION
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10.1 | Operating manuals, service Should provide 2 sets (hardcopy and soft-copy) of:

manuals, other manuals 1. User, technical and maintenance manuals to be supplied in
English/ Hindi language along with machine diagrams.

2. List of equipment and procedures required for local
calibration and routine maintenance.

3. Service and operation manuals (original and copy) to be
provided.

4. Advanced maintenance tasks documentation.

5. Satisfactory certificate for any existing installation from
government hospital.

10.2 ' Recommendations for List of important spares and accessories, with their part numbers
maintenance and cost.

11. NOTES

11.1  Service Support Contact | 1. Contact details of manufacturer, supplier and local service
details (Hierarchy Wise; agent to be provided.
including a toll 2. Any Contract (AMC/CMC/ad-hoc) to be declared by the
free/landline manufacturer.
number)

11.2 |Recommendations or 1. Any warning signs would be adequately displayed.
warnings

6. DEEP FREEZER
MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Name and Coding

GMDN name Deep Freezer

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

GMDN code(s) NA

General
1 USE
1.1 Purpose A vertical deep freezer to store the milk
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1.2

Used by

Technical

2 TECHNICAL CHARACTERISTICS

The machine is to be used in human milk banks.

2.1 |Technical characteristics ©® 250L hard top double door (preferred) with
(specific to this type of hinges, lockable preferred.
device) ©) Manage temperature between —20°C to —22°C
©) Capacity to cool 15 litres water in assorted sizes
(50 to 200 ml plastic/glass bottles) at 10°C to —20° C in 24
hours
) PUF insulated steel sheet sandwich construction
® Provision to fix 5 baskets to store bottles.
® Freezer should be lockable.
©) Audio Visual high and Low temperature alarms.
) Stainless Steel Interior.
©) Castors free easy mobility.
® Compatible Voltage Stabilizer (2 kVA) of standard
Brands/ISI Mark.
©) Temp. Thermostat regulator.
o Temp. Indicator Lamp.
©) Digital temperature control and LED door display
and systems monitoring and reporting technology.
©) Epoxy covered SS metallic e external case.
® Strong, moulded, chemically resistant abs interior.
©) The height between two sliding racks should be
approximately 15 cm with proper provision to hold milk
bottles of 50-200 ml
2.2 |User's interface Automatic/Semi-Automatic
2.3 Product Safety Features 1. Automatic control of temperature.
2. Automatic flow diversion.
Continuous recording for full traceability.
2.4 |Software and/or standard | NA
of communication
(wherever required)
3. PHYSICAL CHARACTERISTICS
3.1 |Dimensions (metric) NA
3.2 |Weight (Ibs, kg) NA
3.3 Configuration NA
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3.4 |Noise (in dB) NA
3.5 Heat dissipation Inbuilt temperature control module

3.6 | Mobility, portability

4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 | Power Requirements Power Supply: 220-240Vac, 50-60HZ Power Supply.

4.2 Battery operated No

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

4.3 Tolerance (to variations, |Tolerance for 10% voltage fluctuations.
shutdowns)

44 | Protection Earthing for installation site, fuse for the machine.

4.5 Power consumption NA

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 | Accessories (mandatory, | NA
standard, optional); Spare
parts (main ones);
Consumables/ reagents
(open, closed system)

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1 | Atmosphere/Ambiance Operating condition: Capable of operating continuously in
(air conditioning, humidity, ambient temperature of 0 to 50°C and relative humidity of 15 to

dust ... 90% in ideal circumstances.

6.2 User's care, Cleaning, To be detailed by the manufacturer.
Disinfection and Sterility  To be installed 1 ft. away from the wall.
issues
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7. STANDARDS AND SAFETY

7.1

Certificates (pre-market,
sanitary, ..); Performance
and safety standards
(specific to the device
type); Local and/

or international

1. All the electrical and measuring devices of CE standard.
2. All electrical cables and connections will be fire and chemical
resistant.

8. TRAINING AND INSTALLATION

8.1 | Pre-installation 1. Availability of 15-amp socket; (TYPE D).
requirements: nature,
values, quality, tolerance
Safety and operation check before handover.
8.2 Requirements for sign-off  Certificate of calibration and inspection from the manufacturer
8.3 |Training of staff (medical, NA

paramedical, technicians)

9. WARRANTY AND MAINTENANCE

9.1 Warranty 3 years or 5 years on compressor
9.2 Maintenance tasks To be included in State Equipment Maintenance Program.
9.3 Service contract clauses, | The spare price list of all spares and accessories (including

including prices

minor) required for maintenance and repairs in future after
guarantee/warranty period should be attached.

10. DOCUMENTATION

10.1

Operating manuals, service
manuals, other manuals

Should provide 2 sets (hardcopy and soft-copy) of:-

1. User, technical and maintenance manuals to be supplied in
English/ Hindi language along with machine diagrams.

2. List of equipment and procedures required for local
calibration and routine maintenance.

3. Service and operation manuals (original and copy) to be
provided.

4. Advanced maintenance tasks documentation.

5. Satisfactory certificate for any existing installation from
government hospital.
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10.2 |Recommendations for
maintenance

11. NOTES

List of important spares and accessories, with their part numbers
and cost

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

11.1 | Service Support Contact
details (Hierarchy Wise;
including a toll
free/landline

number)

1. Contact details of manufacturer, supplier and local service
agent to be provided.

2. Any Contract (AMC/CMC/ad-hoc) to be declared by the
manufacturer.

11.2 |Recommendations or
warnings

Any warning signs would be adequately displayed.

7. HOT AIR OVEN

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Name and Coding

GMDN name HOT AIR OVEN
GMDN code(s) NA

General

1. USE

1.1 |Purpose

Hot air ovens are electrical devices which use dry heat to
sterilize. They can be operated using a thermostat to control the
temperature. Their double walled insulation keeps the heat in
and conserves energy, the inner layer being a poor conductor
and outer layer being metallic. There is also an air filled space in
between to aid insulation. An air circulating fan helps in uniform
distribution of the heat. These are fitted with the adjustable wire
mesh plated trays or aluminium trays and may have an
on/off rocker switch, as well as indicators and controls for
temperature and holding time.

1.2 |Used by

The machine is to be used in human milk banks/laboratories.
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Technical

2. TECHNICAL CHARACTERISTICS

2.1 |Technical characteristics
(specific to this type of
device)

Temp Required 121°C

1. Should be operated on 230V, 50Hz single phase AC supply
and having temperature ranging between 50-200°C.

2. Should be made of double walled chamber -Inner made of
stainless steel SS 304 grade and powder coated outer surface.

3. Should provide with three heating elements on three sides of
the equipment for uniform temperature on all shelves.

4. Should be provided with air circulating fan.

5. Should provide with a variable microprocessor based digital
temperature controller with digital display and thermometer
should be provided separate.

6. Should have a minimum chamber size of (LxBxH)
450x450x450 with 2 stainless steel trays with holes.

7. Should provide with air ventilations.

2.2 |User's interface

Automatic/Manual

2.3 |Product Safety Features

ding Information on the fa

MEDICAL DEVICE SPECIFICATION

0] Hot air oven making use of dry heat for sterilizing
of articles.

©) Features thermostat based controls for
temperature.

©) Digitally controlled interface for maintaining of the

temperatures.

llowing where relevant/appropriate, but not limited to)

® Features double-walled construction.

o System designed to hold in heat as well as bring
reduction in energy output.

® Double walled construction with inside from

stainless steel as well as outside made available in mild steel
finish.

o Superior quality enamel paint as well as glass wool
insulation support provided between two walls that provides
for maximum thermal efficiency.

0] Silent hot air blower support that provides for
uniform air movement as well as improved temperature
distribution.

o Featuring polished 304 grade stainless steel
interior that provides for corrosion resistant usage as well as
long lasting operation support.

0] Thermostat based safety device support.

0] Digital temperature controller cum indicator
support.
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2.4 |Software and/or standard |NA
of communication
(wherever required)
3. PHYSICAL CHARACTERISTICS
3.1 |Dimensions (metric) NA
3.2 |Weight (lbs, kg) NA
3.3 |Configuration NA
3.4 |Noise (in dB) NA
3.5 |Heat dissipation Inbuilt temperature control module.
3.6 |Mobility, portability

4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 |Power Requirements Power Supply: 220-230Vac, 50HZ Power Supply.

4.2 |Battery operated No

4.3 |Tolerance (to variations, Tolerance for 10% voltage fluctuations.
shutdowns)

44 |Protection Earthing for installation site, fuse for the machine.

4.5 |Power consumption NA

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1

Accessories
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

NA

Bidding/Procurement Terms/Donation Requirements
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6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1 |Atmosphere/Ambiance NA
(air conditioning, humidity,
dust ...
6.2 |User's care, Cleaning, To be detailed by the manufacturer

Disinfection and Sterility
issues

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)
7. STANDARDS AND SAFETY

7.1

Certificates (pre-market,
sanitary); Performance and
safety standards (specific
to the device type); Local
and/ or international

1. All the --electrical and measuring devices of CE standard.
2. All electrical cables and connections will be fire and chemical
resistant.

8. TRAINING AND INSTALLATION

8.1 |Pre-installation 1. Availability of 15-amp socket; (TYPE D).
requirements: nature, 2. Safety and operation check before handover.
values, quality, tolerance
8.2 |Requirements for sign-off |Certificate of calibration and inspection from the manufacturer.
8.3 |Training of staff (medical, |NA
paramedical, technicians)
9. WARRANTY AND MAINTENANCE
9.1 |Warranty 3 years
9.2 |Maintenance tasks To be included in State Equipment Maintenance Program.
9.3 Service contract clauses, |The spare price list of all spares and accessories (including
including prices minor) required for maintenance and repairs in future after
R3 guarantee/warranty period should be attached.
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10. DOCUMENTATION

10.1 |Operating manuals, Should provide 2 sets (hardcopy and soft-copy) of:-
service manuals, other 1. User, technical and maintenance manuals to be supplied in
manuals English/ Hindi language along with machine diagrams.

2. List of equipment and procedures required for local
calibration and routine maintenance.

3. Service and operation manuals (original and copy) to be
provided.

4. Advanced maintenance tasks documentation.

5. Satisfactory certificate for any existing installation from
government hospital.

10.2 |Recommendations for List of important spares and accessories, with their part numbers
maintenance and cost;

11. NOTES

11.1 |Service Support Contact |1. Contact details of manufacturer, supplier and local service
details (Hierarchy Wise; agent to be provided.
including a toll 2. Any Contract (AMC/CMC/ad-hoc) to be declared by the
free/landline manufacturer.
number)

11.2 |Recommendations or Any warning signs would be adequately displayed.

warnings

8. AUTOCLAVE

FLASH STERILIZER WITH
TROLLEY

FLASH STERILIEER WITH TROLLEY

Name and Coding

GMDN name Flash Sterilizer with trolley
GMDN code NA

General

1. USE
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1.1 Clinical purpose

1.2 | Used by clinical
department/ ward

Used for sterilization of unwrapped equipment at 132°C for three
to ten minutes using steam.

Operation Theatre

Technical

2. TECHNICAL CHARACTERISTICS

2.1 |Technical characteristics | 1. 18-23 litres table-top model.
(specific to this type of
device) 2. No utility connection other than drainage and electricity.
3. In-built dryer.
4. Constructed of 304 or 316 stainless steel
5. Automatic cycle control with printer
2.2 | User's interface Manual

2.3 | Software and/or
standard of
communication
(wherever required)

Stages should be displayable.

3. PHYSICAL CHARACTERISTICS

3.1 | Dimensions (metric) As per capacity

3.2 |Weight (lbs, kg) Max:900 gm

3.3 Capacity 18 to 20 litre
Noise-free

34 Noise (in dBA)

3.5 | Heat dissipation

Heat Dissipation: Should maintain nominal Temp and the heat
should be disbursed through an cooling mechanism

3.6 Mobility, portability

Table with castors and brakes

4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co2...)

4.1 | Power Requirements

Recharging unit: Input voltage- 220V-240V AC, 50Hz
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4.2 | Battery operated Yes
4.3 |Tolerance (to variations,  NA
shutdowns)
44 Protection Earthing for installation site, fuse for the machine.
4.5 Power consumption NA

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1

Accessories (mandatory,
standard, optional);
Spare parts (main ones);
Consumables/ reagents
(open, closed system)

1.

Trays-2 nos

Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

6.1

Atmosphere/Ambiance
(air conditioning,
humidity, dust...)

Operating condition: Capable of operating continuously in
ambient temperature of 10 to 40°C and relative humidity of 15
to 90% in ideal circumstances.

Storage condition: Capable of being stored continuously in
ambient temperature of 0 to 50°C and relative humidity of 15
to 90%.

FLASH STERILIZER WITH TROLLEY

6.2

User's care, Cleaning,
Disinfection & Sterility
issues

1.

Disinfection: Parts of the Device that are designed to come into
contact with the patient or the operator should either be
capable of easy disinfection or be protected by a single
use/disposable cover.

Sterilization not required.

7. STANDARDS AND SAfETY

7.1

Certificates (pre-market,
sanitary,..); Performance
and safety standards
(specific to the device
type); Local and/

or international

IS

Should be FDA/CE/BIS approved product.

Manufacturer and Supplier should have ISO 13485 certification
for quality standards.

Electrical safety conforms to the standards for electrical safety
IEC

60601-General requirements (or equivalent BIS Standard)

Shall meet internationally recognised for Electromagnetic
Compatibility (EMC) for electromedical equipment: 61326-1.
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7.2

Local and/or
international

)

5. Certified to be compliant with IEC 61010-1 ,IEC 61010-2-40 for
safety.

Manufacturer/supplier should have ISO 13485 certificate for
quality standard.

8. TRAINING AND INSTALLATION

8.1 | Pre-installation 1. Availability of 15 amp socket.
requirements: nature, 2. Safety and operation check before handover.
values, quality, tolerance

8.2 Requirements for sign- | Certificate of calibration and inspection from the manufacturer.
off

8.3 | Training of staff 1. Training of users on operation and basic maintenance.

(medical, paramedical,
technicians)

2. Advanced maintenance tasks required shall be documented.

9. WARRANTY AND MAINTENANCE

9.1

Warranty

3 years

9.2 | Mantenance tasks

1. Maintenance manual detailing.
2. Complete maintenance schedule.

9.3

Service contract clauses,
including prices

The spare price list of all spares and accessories (including minor)
required for maintenance and repairs in future after
guarantee/warranty period should be attached.

10. DOCUMENTATION
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10.1 | Operating manuals, Should provide 2 sets (hardcopy and soft-copy) of:

service manuals, other 1. User, technical and maintenance manuals to be supplied in

manuals english/ hindi language along with machine diagrams.

2. List of equipment and procedures required for local calibration
and routine maintenance.

3. Service and operation manuals (original and copy) to be
provided;

4. Advanced maintenance tasks documentation.

5. Certificate of calibration and inspection.

10.2 | Other accompanying List of important spares and accessories, with their part numbers
documents and cost;
11. NOTES

11.1 | Service Support Contact Contact details of manufacturer, supplier and local service agent
details (Hierarchy Wise; | to be provided.

including a toll
free/landline Any Contract (AMC/CMC/add-hoc) to be declared by the
number) manufacturer.

11.2 |Recommendations or  Any warning signs would be adequately displayed.
warnings

9. ICE BOX WITH COLD GEL PACK
MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

Name and Coding

GMDN name Ice box with cold gel pack.
GMDN code (s) NA
General
1. USE
1.1 Purpose Ice box is portable air conditioning system without the need of

electrical power. It is used with cold gel packs to maintain the
cold chain of milk during the transport.

1.2 Used by The ice box is to be used in CLMCs.
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Technical

2. TECHNICAL CHARACTERISTICS

2.1 | Technical characteristics | 1. Insulated box for refrigerated samples: Insulated box made
(specific to this type of of PVC or HDPE with minimum 3 mm inner & outer wall
device) thickness with insulation of polyurathine foam having foam

density of 38-42 Kg/ cubic metre. The product stored at 4°C
should not rise by more than 1°C in 24 hours at ambient
temp of 40°C. The box should pass the drop test of 1.5
metre.

2. Insulated box for frozen samples: Insulated box made of PVC
or HDPE with minimum 3 mm inner & outer wall thickness
with insulation of polyurathine foam having Foam Density of
38-42 Kg/ Cubic Meter. The product stored at -18°C temp
should not rise by more than 1°C in 24 hours at ambient
temp of 40°C. The box should pass the drop test of 1.5
metre.

2.2 |User's interface Manual

2.3 Product Safety Features

24 |Software and/or standard | NA
of communication
(wherever required)

3. PHYSICAL CHARACTERISTICS

3.1 |Dimensions (metric) 10" x 13" x 18"
3.2 |Weight (lbs, kg) 10 Ibs

3.3 Configuration NA

3.4 |Noise (in dBA) NA

3.5 Heat dissipation NA

3.6 Mobility, portability

4. ENERGY SOURCE (electricity, UPS, solar, gas, water, Co2 ....)

4.1 | Power Requirements NA
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4.2 | Battery operated No

4.3 |Tolerance (to variations, | NA
shutdowns)

MEDICAL DEVICE SPECIFICATION

(Including Information on the following where relevant/appropriate, but not limited to)

4.4 Protection NA

4.5 Power consumption NA

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 | Accessories NA
(mandatory, standard,
optional); Spare parts
(main ones);
Consumables/reagents
(open, closed system)

Bidding/Procurement Terms/Donation Requirements

7. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

7.1 Atmosphere/Ambiance NA
(air conditioning, humidity,
dust ...

7.2 User's care, Cleaning, To be detailed by the manufacturer.
Disinfection and Sterility
issues

7.3 Standards and Safety

74 Certificates (pre-market, | Insulation thickness should be minimum 50 mm.
sanitary, ..); Performance
and safety standards
(specific to the device
type); Local and/

or international

8. TRAINING AND INSTALLATION
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8.1

8.2

Pre-installation
requirements: nature,
values, quality, tolerance

Requirements for sign-off

NA

Certificate of inspection from the manufacturer.

8.3

Training of staff (medical,
paramedical, technicians)

NA

9. WARRANTY AND MAINTENANCE

9.1

9.2

9.3

Warranty

Maintenance tasks

Service contract clauses,
including prices

10. DOCUMENTATION

NA
To be included in State Equipment Maintenance Program

NA

10.1

Operating manuals,
service manuals, other
manuals

User manuals to be supplied in English/Hindi.

10.2

Recommendations for
maintenance

NA

11. NOTES

11.1

Service Support Contact
details (Hierarchy Wise;
including a toll
free/landline

number)

NA

11.2

Recommendations or
warnings

NA

10. OTHER EQUIPMENT SPECIFICATIONS
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A. SHAKER WATER BATH
FUNCTION

Bottles/containers filled with liquid/fluid will be submerged in the water bath chamber of the
instrument. The temperature of water bath can be controlled at a particular temperature as
well as the shaker speed can also be controlled at a particular speed to maintain a uniform
temperature at every parts of the bottle fluid.

SPECIFICATIONS

e It will contain a micro-processor controlled temperature regulator, an electronic timer
device and a shaker speed controller.

e The temperature of water bath can be maintained at 62.5 degree Centigrade during the
process by adjusting the micro-processor controlled temperature regulator.

e It should have a digital temperature indicator showing the bath temperature.
e There should be a system with which the shaker speed can be controlled.

e The bath chamber must accommodate at least 12-15 polypropylene-make bottles of
height 10 cm and 5.5 cm diameter.

o Bottles will be submerged during the process; the water level can be adjusted manually.

e The bottles can be placed on removable stainless steel tray houses and fitted with lotus
clamps.

e The inner chamber and outer body should be made of stainless steel.

e It should have a welded stainless steel construction CE marking.

e The instrument will work in the power supply of 230 V 50Hz single phase.

e Free delivery & installation and on site demonstration & training are required to be

provided.

warranty:One-year warranty from the date of installation.

BINOCULAR MICROSOPE

GMDN name Binocular Microscope
GMDN Code NA

General

1. USE
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1.1

Clinical Purpose

Binocular microscope is simply a microscope that lets the
viewer use both eyes. The microscope has 2 eye lenses.
The development of the double eye piece microscope was
adapted to reduce the eyestrain and muscular strain that
typically results from traditional microscopes.

1.2

Used by clinical
department/ ward

Clinical labs.

BINOCULAR MICROSCOPE

Technical

2. TECHNICAL CHARACTERISTICS

2.1

Technical characteristics
(specific to this type of
device)

1. Body-Single mould sturdy stand, inclined Binocular
body 30 °, 360° rotatable head.

2. Eyepieces-Highest quality 10 X/20mm wide angle anti
fungus field eyepiece. One with pointer. Diopter
adjustment must be present on both eye pieces.

3. Objectives-Parfocal, antifungus coated 4x, 10x, 40x and
100x (oil immersion) with semi planner achromatic
correction. Objective should be well centered even if
their position on turret is changed.

4. Optical system-Infinity corrected.

5. Stage - Double plate rackless horizontal mechanical
stage preferably 100 x 140 mm with fine vernier
graduations designed with convenient coaxial
adjustment for slide manipulation preferably through 30
x 70 mm double slide holder.

6. Sub stage-Abe condenser focusable, continuously
variable iris diaphragm

7. llluminator-Built-in LED light source with white light with
intensity control and LED life of more than 10, 000 Hrs.

8. Finish-A durable textured acid resistant finish.

9. Battery backup : minimum 1 Hour.

10.Nose piece: Backward tilted revolving nose piece
suitable to accommodate four objectives with click stop
and rubber grip.

11.Focusing: Coaxial coarse and fine focusing knob,
capable of smooth, fine focusing movement sensitivity;
minimum: 300 micron; focusing stop for slide safety.

2.2

User's interface

Manual
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2.3 Software and/or standard | NA
of communication
(wherever required)

3. PHYSICAL CHARACTERISTICS

3.1 Dimensions (metric) NA
3.2 Weight (Ibs, kg) NA
3.3 Capacity NA
34 Noise (in dBA) NA
3.5 Heat dissipation NA
3.6 Mobility, portability Portable

4 ENERGY SOURCE (electricity, UPS, solar, gas, water, Co: ....)

4.1 Power Requirements Input voltage- single/3-phase
4.2 Battery operated No
4.3 Tolerance (to variations, NA
shutdowns
44 Protection Should have over-charging cut-off with visual symbol.
4.5 Power consumption Less than 2 W.

5. ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 Accessories(mandatory, | Should provide with wooden storage box, dust cover,
standard, optional); Spare immersion oil.

parts (main ones);
Consumables / reagents
(open, closed system)

BINOCULAR MICROSCOPE
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Bidding/Procurement Terms/Donation Requirements

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATONS

6.1

6.2

Atmosphere / Ambiance
(air conditioning,
humidity, dust ...)

User's care, Cleaning,
Disinfection &  Sterility
issues

1. Operating condition: Capable of operating continuously
in ambient temperature of 10 to 40 deg C and relative
humidity of 15 to 90% in ideal circumstances.

2. Storage condition: Capable of being stored
continuously in ambient temperature of 0 to 50 deg C
and relative humidity of 15 to 90%.

1. Disinfection: Parts of the Device that are designed to
come into contact with the patient or the operator
should either be capable of easy disinfection or be
protected by a single use/disposable cover.

2. Sterilization not required.

7. STANDARDS AND SAfETY

7.1 Certificates  (premarket, 1. Should be FDA/CE/BIS approved product.
sanitary, ..); Performance 2. Manufacturer and Supplier should have ISO 13485
and safety  standards certification for quality standards.
(specific to the device 3. Electrical safety conforms to the standards for electrical
type); Local and/ safety IEC 60601-General requirements (or equivalent BIS
or international Standard)
4. Certified to be compliant with IEC 61010-1, IEC 61010-2-
40 for
Safety
7.2 Local and/or international  Manufacturer / supplier should have ISO 13485 certificate

for quality standard.

8. TRAINING AND INSTALLATION

8.1

8.2

8.3

Pre-installation
requirements: nature,
values, quality, tolerance

Requirements for sign of

Training of staff (medical,
paramedical, technicians)

1. Availability of 5 amp socket;
2. Safety and operation check before handover;

Certificate of calibration and inspection from the
manufacturer

1. Training of users on operation and basic maintenance;
2. Advanced maintenance tasks required shall be
documented
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8. WARRANTY AND MAINTENANCE
9.1 Warranty 3 years
9.2 Maintenance tasks 1. Maintenance manual detailing;
2. Complete maintenance schedule;
9.3 Service contract clauses, The spare price list of all spares and accessories (including

including prices

minor) required for maintenance and repairs in future after
guarantee / warranty period should be attached;

10. DOCUMENTATION

10.1 Operating manuals, Should provide 2 sets (hardcopy and soft-copy) of:-
service manuals, other 1. User, technical and maintenance manuals to be supplied
manuals in English/ Hindi language along with machine

diagrams;

2. List of equipment and procedures required for local
calibration and routine maintenance;

3. Service and operation manuals (original and copy) to be
provided;

4. Advanced maintenance tasks documentation;

5. Certificate of calibration and inspection

10.2 Other accompanying List of important spares and accessories, with their part

documents

numbers and cost;

BINOCULAR MICROSCOPE

11. NOTES

11.1 Sergvice Support Contact Contact details of manufacturer, supplier and local service
details (Hierarchy Wise; | agent to be provided;
including a toll free/Any Contract (AMC/CMC/ad-hoc) to be declared by the
landline manufacturer;
number)

11.2 Recommendations or Any warning signs would be adequately displayed
warnings
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B. BOTTLE SEALER

FUNCTION

to avoid leakage of tank water into the breast milk bottle during the heating and cooling
cycles of the breast milk pasteurization process. Sealing the breast milk bottles insures that
mother’s breast milk retains its sterilization properties, and that no leakage occurs in the bottle
while the milk pasteurization process takes place in the heating/cooling cycles, and after the
breast milk is stored for later usage.

SPECIFICATION

This equipment is intended to seal metal foiled wafer inside the capped containers. Heating
takes place in the metal foil and conducts heat to its plastic coating and subsequently causes
the container material to melt and fuse. Pressure is normally applied to the joint by means of
the torque exerted by the screwed cap and it is obviously essential that the foil coating is
compatible with the particular material.

The package should consist of the induction heating generator and hand applicator.

C. WASHER & THERMAL DISINFECTOR

SPECIFICATIONS

1. Single door Washer Disinfector with Thermal Disinfection & Cleaning, in a single closed
system. Front loader with LCD Display. Thermal disinfection should be carried out at more
than 90° C.

2. Washer shall be able to wash instruments, trays, bottles, dishes etc.

3. The washer Disinfector should be microprocessor/PLC based with pre-set programs as well
as option of at least 3 customize programs for cleaning and disinfection. Indicators for
operation and programming of current cycle status and alarms (audio/video), program
running date & time, error messages etc. RS 232 port for printer connection to monitor
and validate washing phases

4. Should have at least 1 automatic Dispenser pumps for liquid cleaning agents/acidic agents.
5. Should have powerful circulation pump for efficient cleaning of the instruments.

6. Washer Disinfector should be made from high grade stainless steel AISI304. The wash
chamber should have rounded corners & self-cleaning tank for easy cleaning & drainage.

7. Electrical door lock, Program failure check, audio/video alarms, should have sensors for
temperature monitoring and control.

8. Cold & Hot water connections. Electrical connection: 240V 1N 50Hz 3.5kW.
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The system should be ergonomic and user friendly.

10. The system should be ISO; European CE or US FDA certified & also comply with EN 1SO
15883.-1 & EN ISO 15883.-2. Company should have a Local Service Centre in India.

11. All the consumables like detergents, neutralizer, door gasket, printer paper etc. should be
quoted separately which will be freeze for next 10 years.

12. The system should be supplied with consumables like detergent, neutralizer and salt for
water at least 500 cycles

13. The system should be supplied with at least 1 wash basket, 2 wash arms, Racks for washing
of at least milk bottles.

14. The built-in water softener optional provides optimal cleaning effectiveness.

15. Basket volume at least 40 litre.

D. PH METRE
SPECIFICATION

‘pH Mode mV Mode
Range \0.00 to 14.00 pH 0to £1999 mV
Resolution 0.01 pH +1mV
Accuracy 0.01 pH £ 1 digit 1mV £ 1digit

Input Impedance

10" Ohms

Temperature Control

0 to 100°c Manual

Display

3.5 digit LED display with auto polarity & decimal

Calibration

Two buffers calibration (manually) 7pH & 4pH Or 9.2Ph

Power Requirement

230V A.C £ 10%, 50Hz single phase

Environment

230V AC = 10% 50Hz

Dimensions

205 x 65 x 130mm (Aluminum powder coated cabinet )

Weight

Standard Accessories

1.5kgs (Approx.) including accessories

PH Electrode, Stand, Rod, Clamp, Buffers, Dust Cover & Manual
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E. LABEL PRINTER (Water Proof)

FUNCTION: Required for printing the labels and marking the bottles with pasteurization batch
number, and expiry date.

SPECIFICATION

Should produce high resolution Labels.

Should print more than 60 Labels per minute.

Resolution of 300x600 dpi.

Should be supplied with 100 compatible labels with the following specifications:
Labels should be water proof.

Can be peeled off easily.

Size around 100 mmx 25 mm

Can also be written with hand written labels with permanent markers.
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of. Milk Requisition Form

Details of the baby

Day 1

Day 2 Day 3 Day4

Day 5

Signature of
the recipient

Signature of
on duty
doctor

Name of the baby:
DOB:

Gestation age:

IP no.:

Birth weight:
Diagnosis:

Indication for use of Milk Bank’s
milk:

Name of the baby:
DOB:

Gestation age:

IP no.:

Birth weight:
Diagnosis:

Indication for use of Milk Bank’s
milk:

Name of the baby:
DOB:

Gestation age:

IP no.:

Birth weight:
Diagnosis:

Indication for use of Milk Bank’s
milk:

Name of the baby:
DOB:

Gestation age:

IP no.:

Birth weight:
Diagnosis:

Indication for use of Milk Bank’s
milk:

Signature of authorized person

96




7. 3 BRUGE

a. Milk refrigeration records

S. no.

S. no. of the container

Volume

Date and time of refrigeration

Date and time of collection

Site of collection

Fit for use: yes/no

b. Milk pooling records

S. no.

Date and time of pooling

Batch no.

S. no. of containers

Date and time of thawing

S. no. of containers in the batch

Total volume

Total containers

c. Milk pasteurization records

Date and time

Batch no.

Volume

Heat treatment and time

Post-pasteurisation report

Fit for use: yes/no

d. Dispensing record

S. no.

Site of use

Batch no.

S no. of container

Volume

Date of time and dispatch

Date of expression

Date of pasteurization

Delivered by

Received by




e. Temperature log book for refrigerator and freezer

(separate registers should be maintained for each)

S.no

Date

Time

Temperature

Corrective steps take in case of deviation

Signature of in-charge

Label on the container of pasteurized DHM

Unique ID of mother

Pre term or term

Volume of Milk

Name and address of the lactation
management centre

Batch no

Expression date

Freezing date

Thawing date

Thawing time

Result of pre-pasteurization testing

Date of post-pasteurization testing

Result of post-pasteurization testing

Expiry date

Date of issue

Place of issue

Label on the container of mother’'s own milk

Unique ID of mother

Pre term or term

Volume of Milk

Name and address of the lactation
management centre

Batch no

Expression date

Freezing date

Thawing date

Thawing time
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Expiry date
Date of issue
Place of issue

f. Label on the container of pasteurized DHM (heterologous
donation)

Name of the product

Total volume

Unique ID for the mother

Batch no:

Date of donation

Age of child- to know whether pre
term/term milk

Date of freezing

Date of pasteurization

Date and time of thawing?

Expiry date

Results of serological testing

Required temperature

Info on any visible signs of deterioration
Place & date of issue

g. Label on the container of homologous donation

Name of the product

Total volume

Unique ID for the mother

Batch no:

Date of donation

Age of child- to know whether pre
term/term milk

Expiry date

Required temperature

Info on any visible signs of deterioration
Place & date of issue

h. Deep freezer register

Date
S. no. of the container
Volume
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Status: Raw/pasteurized/awaiting
serological report

Date and time of pasteurization

Post-pasteurisation report

Freezing date

Expiry date

Date and time of thawing

i. Culture report register

Date

Batch no. of samples sent for culture

Laboratory

Date of report received

Details of report

Fit for use: yes/no

Signature of in-charge

j- Daily feeding record of the recipient

Date

Registration no. of recipient

Mother’'s name

Volume of milk fed to recipient

Time of feeding

Name of staff feeding milk

Batch no. of milk

k. Discard Register

Date No. Sl No./Batch Reason for discard

Signature
technician

of
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1) Name of the facility:
2) Name of the surveyor:
3) Date:

4) Score

Organisation

Written procedures and protocols that meet the minimum standards as in
guidelines

Administrative structure meets the guidelines

Donor Selection

Evidence that potential donors are screened verbally

Evidence that potential donors have completed written health screening
as per the guidelines

Evidence that potential donors are instructed to report all infections

There is a written record that documents that each donor has been
screened for HIV 1 and 2, Hepatitis B, VDRL within é months before milk
donation

Serological testing is done by a certified laboratory and donors are
excluded if any positive results on a diagnostic/confirmatory serological
test are received

Donor Education and Procedures

Denors are given verbal/written instructions covering:
1. Technique for milk collection following Hygiene Protocols
2. Hand washing
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Guidelines

3. Bathing/washing the breast
4. Handling milk containers

Met Not Met

Comments

Evidence of donor consent

Procedures

A detailed procedure manual is available to the personnel for lactation
management centre all the time

Evidence of disaster plan covering emergencies affecting DHM quality.
These plans should include how to protect milk in case of power outage,
and notification plans for staff in case of inability to dispense milk

Provision of automatic switch of equipment to generator/UPS/inverter
facility in case of temporary power failure

Building and Facilities

The milk processing building and structure will of suitable size,
construction and design to facilitate maintenance and sanitary
operations for milk processing purposes

Provide sufficient place for placement of equipment and storage of
materials

Are constructed in such a manner that the floors, walls and ceiling can
be adequately cleaned

No pest is allowed in any area of the lactation management centre.
Effective measures are taken to exclude pests from the processing areas
and to protect against contamination of milk by pests.

Only designated staff have access to freezers used for lactation
management centre

Equipment

Equipment manual is available to the lactation management centre
personnel all the time

Evidence of disaster plan covering emergencies affecting DHM quality.
These plans should include how to protect milk in case of power outage,
and notification plans for staff in case of inability to dispense milk

Refrigerators are monitored by means of recording thermometers or are
equipped with temperature sensitive alarms. The temperature should be
maintained at 4°C with brief fluctuations secondary to opening doors

Freezers are monitored by means of recording thermometers or are
equipped with temperature sensitive alarms.

The temperature should be maintained at =20°C with brief fluctuations
secondary to opening doors (not above —18°C).

There is evidence that storage and processing equipment calibrated
every 6 months as per the manufacturer’s directions.

All equipment cleaned and maintained according to manufacturer’s
instructions.

Milk Analysis and Handling

Milk is gradually thawed in a manner that it prevents the milk from
reaching room temperature.
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Guidelines

Pooling of the milk is conducted under clean conditions

Met Not Met

Comments

A sample is taken from each pool of milk for bacteriological screening
using sterile technique

Confirmation of negative serological test

Aliquots of milk are pasteurised by heating to 62.5°C for 30 minutes
and rapidly cooled to 4°C.

Milk temperature and bath temperature are recorded and monitored.

The containers are sealed by air tight lids

Milk is promptly labelled and frozen for storage

Pasteurised milk is stored in separate freezer or different pre-defined
shelf of same freezer

Milk Dispensing

The lactation management centre has a written plan of how to dispense
milk on priority basis to those in greatest need

The milk is dispensed on a firstin, first-out basis

Record Keeping

A system of tracking DHM from donor to recipient should be maintained

The labelling should be done as specified in the guidelines
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A. Immunosuppressive drugs
Azathioprine 1 Avoid breastfeeding
cyclosporine 1 Avoid breastfeeding

B. Cytotoxic drugs General information: Breastfeeding is contraindicated when a mother
has to take a drug which belongs to this category:
Asparaginase 1 Avoid breastfeeding
Bleomycin [ Avoid breastfeeding
Chlorambucil 1 Avoid if possible
Chlormethine 4 Avoid breastfeeding
Cisplatin d Avoid breastfeeding
Cyclophosphamide 1 Avoid breastfeeding
Cytarabine 1 Avoid breastfeeding
Dacarbazine 1 Avoid breastfeeding
Dactinomycin [ Avoid breastfeeding
Daunorubicin 4 Avoid breastfeeding
Doxorubicin [ Avoid breastfeeding
Etoposide 1 Avoid breastfeeding
Fluorouracil d Avoid breastfeeding
Levamisole 1 Avoid breastfeeding
Mercaptopurine 1 Avoid breastfeeding
Methotrexate 1 Avoid breastfeeding
Procarbazine 1 Avoid breastfeeding
Vinblastine 4 Avoid breastfeeding
Vincristine 4 Avoid breastfeeding

C. Hormones and Antihormones

Tamoxifen 1 Avoid breastfeeding

D. Drugs used in palliative care: The Committee recommended that all drugs mentioned in
the WHO publication Cancer pain relief: with a guide to opioid availability, second edition 1996
be considered essential. The drugs are included in the relevant sections of the model list,
according to their therapeutic use, e.g. analgesics.

E. Anti-parkinsonism Drugs

Levodopa + Carbidopa [ Avoid if possible. (Levodopa may inhibit lactation

F. Amiodarone

G. Lithium

H. Radio Pharmaceuticals

I. Retinoids

J. Anti-cancer drugs
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K. Androgens

L. Aspirin in large doses
M. Chloramphenicol

N. Estrogens

O. Ergotamine

P. lodine

Q. Metformin
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