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Deav Il /

You are aware of the critical importance and the transformative potential of the
Ayushman Bharat - Health and Wellness Centres (AB-HWCs) in providing comprehensive
primary healthcare close to the community and building a robust foundation for a healthy
India. Under this scheme, it is imperative to expand the existing diagnostic services being
provided at the transformed Sub Health Centres and Primary Health Centres as AB-
HWCs, to ensure early detection of disease conditions and also monitor the treatment

outcomes of chronic illnesses.

In order to provide the essential diagnostic facilities at these AB-HWCs, the
diagnostic list of tests to be provided has been expanded to 14 tests at the AB-HWC-SHC
and 63 tests at AB-HWC-PHC. | am herewith sending the details of 14 tests that are to be
made available at AB-HWCs, besides, detailed technical specifications for the equipment
required for POC in a hub and spoke model along with the estimated cost.

| request and firmly believe that you will be taking required actions to ensure that
these expanded diagnostic services are made available at all the Ayushman Bharat —
Health and Wellness Centres in your respective State / UT at the earliest. | look forward
to establishing a holistic healthcare at these centres and move towards achieving

universal health coverage. L
¢
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(Encl. As above) Yours sincerely,

DM"I'?? JL"{?;(’
(Dr. Manohar Agnani)

Additional Chief Secretary/Principal Secretary/Secretary (HFW) — All States and UTs

Copy to:

JS (VGIVS/SP/SS/LAISKINS/AS)

ED, NHSRC

Mission Director (NHM) - All States and UTs
PPS (AS&MD, MoHFW)
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Diagnostic test

Human resource
required for conducting
the test at sub-centre

Product/ equipment required for testing

| | Hemoglobin ANM/MLHP Digital Hemoglobinometer -
; Human chorionic gonadotropin , o _—
B 2 | (HCG) (Urine test for pr_egn::ncy} ASHA/ANM/MPW/MLHP | Rapid card test (Dipstick)

Urine test for ph, specific gravity,
3 tfﬁ;?fn}:;:;:igiigf;Zﬁi‘g:tg?;?m’ ANM/MLHP Multiparameter urine strip (dipstick)

protein, nitrite .
4 | Blood sugar ASHA/ANM/MPW/MLHP | Glucometer
5 | Malaria test . ASHA/ANM/MPW/MLHP | Rapid card test
6 | HIV (Antibodies to HIV 1&2) ANM/MLHP Rapid card test
7 | Dengue ANM/MLLP Rapid clard test for NS| antigen and IgM and 1gG

T antibodics

8 | Visual Inspection — Acetic Acid ANM/MLIIP Manual
9 | Test for iodine in salt (used for food) | ASHA/ANM/MPW/MLHP | Todine in salt testing kit
10 Water tcsFing_ for fecal contamination ASHA/ANM/MPW/MLHP | Strip method

and chlormation _
Il | HbsAg test for Hepatitis B ANM/MLHP Rapid card test ]
12 | Filariasis (endemic areas only) -FST ANM/MLHP Rapid kit
13 | Rapid Test Kit for Syphilis ANM/MLHP Rapid Kit

ANM/MLHP for sample

14 | Sputum for AFB# collection, TB microscopy | Microscopy

centre for testing
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TECHNICAL SPECIFICATIDNS FOR DLAGNOSTICS EQLIPMENT REGLUIRED [N HEALTH AKD WELLYESS CENTIES | PHC & 50

VIOGLOBINOMETER i g

.

B i i . - (P F e S T S S

—— e

arsion no. ; Ver_1
ate: - ' | 15/09/2018 - N o
one by : (name.institution}  HCT/NHSRC o -
NAME, CATEGORY AND CODING
MDMNS name Analyzers, Point-of-Care, Whole Blood, Hematelogy, Hemoglobin
MDNS code(s) | 23456

GENEHAL

il"p BET i
e o132 L St 5 = .w"..-
| Clinical purpose Pnrnt af care testing of hemoglebin
L.1
[
.2 Used by clinical department/ward | Clinical lab

TECHNICAL

e —— T T

Technical characteristics 1. It should working on the principle of Reflectance Photometry/ Absorbance

{specific to this type of device) Phatametry

2. Should have LCD light display system.

3, Should display of results in g/dl.

4, Measuring Range 0g/dl to 20 g/dl or beyond
b1 5. Maximum velume of sample required shauld nat more than 50l {One full
- blood drop)
&, Sensitivity and Specificity should more than 80%. Findings should be publishec
in two peer reviewed indexed journals, The studies should be done in two
different Indian settings by two independent teamns of investigators.
7. Auto calibration is required

1.2 | User's interface Manual

Software and/ or standard of Inbuilt
communication{where ever required

B3 | Dimensions{metric)

1.2 | Weight (Ibs, kg)

1.3 Noise (in dBA) Naise-free system
14 Heat dissipation should maintain nominal temp and the heat should be disbursed through a
) - cooling mechanism

1.5 Mublllt',r. purta bility Portable,

Preferably battery uperate.

Power requirements
11 Should alsa be able to work on direct connection with electricity source [AC),
;__z Battery nperateEl Yes . )
1.3 | Protection A,
1.4 | Power consumption To be specified by Vendor
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TECHNICAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMENT REQUIRED IM HEALTH AND WELLNESS CENTRES (PIIC & 5C

Acces_snrizas, lm._andator',r, standard, optional);
Spare parts (main ones);

| Consumables/reagents (open, closed system)
0 |

- fl— -'-'

- |

} e . as -
5 ".f_ " ---!: ety TN _" L —'—:--"'_'

Atmuspherea’hmhlem:e (air cundltmmng, 1 Dperatlng Cundltmn Capable of operating 1:4:||'|'c|r|ur_'ru5l'5-I in ambient tempertur
humidity, dust ...) of 5 to 40 deg C and relative humidity of 15 to 90% in ideal circumstances,

3.1
User's care, Cleaning, Disinfection 8 Sterility sterilization nat required.

5.2 issues

Certificates (pre-market, sanitary,..); Performance 1. Should be US FDA/SCE/BIS/CDSCO approved [USFDA/CE requirements w
and safety standards (specific to the device type); be applicable only when the Indian standards like BIS/CDSCO are not
Local and/or international available.)

[ § 2, Manufacturer and Supplier should have 150 13485 certification for

quality standards,
3. Electrical safety conforms to the standards for electrical safety IEC
60601-1-General requiremeantsi{or equivalent BIS Standard).

Pre- installation requirements: Availability of 5 Amp/f15 Amp. Electrical Socket.

31 nature, values, quality, tolerance
- Requirements for sign-off | Supplier to perform installation, safety and operation checks before handover.
* Local clinical staff to affirm completion of installation.
Training of 5t;ff-im_ed_ic_al, paramedical, Training of users in uperatlun and basic maintenanc shall be provided.

technicians) | Advanced maintenance tasks required shall be documented.

1.1 Warranty | 3 years, including all spares and calibration,

Operating manuals, set manuals, other manuals | Should provide 2 sets(hard copy and soft copy) of:
1. User, technical and maintenance manuals should be supplied in English /Hindi
language along with machine diagrams;
2. List of equipment and procedures required for local calibration and routine
0.1 maintenance; )
3. Service and operation manuals{original and Copy} to be provided;
4. Advanced maintenance tasks documentation;
5. Certificate of calibration and inspection,
B, Satisfactory certificate for any existing installation from government hospital,

0.2 | Other accompanying documents " List of essential spares and accessories, with their part number and cost;

Service Support Contact details {Hierarchy Wise; Contact details of manufacturer, supplier and local service agent to be provided,;
1.1  including a toll freeflandline number) Ary Contract|AMC/CMC/add-hoc) to be declared by the manufacturer.

1.2 ' Recommendations or warnings Any warning sign would be adequaetly displayed.
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TECHNICAL SPECIFICATIONS FOR DIAGNOSTICS ECUIPMENT REQUIRED IN HEALTH AND WELLNESS CENTBRES [PENL & S0

Version no. 1.0 -
Dat;:'.__- B '3/9/2014
Done by @ (name/institution) HCT/NHSRC

Name and coding
GMDN name Glucose self-testing o
GMON code(s) CT296

General

1.1 Clinical purpose it intended to be used together for testing, either at the point-of-care or in
| self-testing by a layperson, for the quantitative measurement of glucose and/

_ or ketones in a whole bload clinical specimen.
1.2 |Usedbyclinicaldepartment/  All
ward

Technical

2.1 Technical characteristics | Should have reading range/linearity from 30 to 600 mg/d|;
(specific tothis type of device) Should have a maximum reading time of less than 10 seconds;

Should use a minimum blood sample less than 1.5ul;

Should have a minimum memary of 50 tests; accuracy +/-10% and
reproducibility +/-5%;

Packing of strips should be such that there are not more than 50 strips/pack.
The strips should be readily avalibale throughout the country;

2.2 Settings Should have automatic code detection facility , display of sugar in Mg/dl and
NGT in mili moles.

2.3 | User's interface. LCD display

2.4 |Software and/or standard of | Inbulit; .Should have 1‘3:::|I|t'5.r m ensure accuracy of measurements
communication (whereever

required)
3.1 D1men5mns tmetnc] Handheld device
3.2 Weight {Ibs kg] Handheld device
33 | Cunﬁguratu}n | ElectmchemIcal,n"colur_ir‘netric,.l"color sensing technology. B
3.4 | Noise (in dba), heat MA
dissipation _ _
35 |Mobility, [:lt:ﬂ‘tal:nilit_‘,lr Handheld
41 |Power requirements |Battern.r pnwered _ -
4.2 Battery Dperated I-yolt fithium coin cEII battery or 2x (AAA) Alkaline Batteries.

5|Page




TECHNICAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMERT REQUIRED [N HEALTH ARND WELLNESS CENTRES (1T 8 54

4.3 Tolerance ft-iJ} variations, A
shutdowns)
4.4  Protection MA
4.%. Power consumption Exl.-i'».
4.6 Other energy supplies M o - _

5 Ac:eisuﬂu spare parts, consumables

51 Accessories & spare parts  NA

5.2 Cﬂnsumablesfreagents {open, Glucose strips(able to use capillary hlood samples] with availabilty in local
closed system) ‘market, shelf life of strips should be 12 months, the cost of strips for the next
'five years should be declared {for cost comparison)- with use of twa strips/

Bidding/procurement tern‘tsrdonatmn reqmrementﬁ

6.1 Atmmphere!amblance (air Capable of being stc:red cuntmuuusl-,,r in ambuent temperature of 0 to 50 deg

conditioning, humidity, i€ and relative humidity of 15 to 90%. Capable of operating cantinuausly in
|dust...} rambient temperature of 10 to 40 deg C and relative humidity of 15 to 90%.
6.2 iUsar‘s care, cleaning, The unit should be cleanable with alcohaol.

'Disinfection & sterility issues

7.1 Certificates (pre-market, | U5 FDA or CE (EU) and BIS or 150 13485 certified,
sanitary, ..); performance and
' safety standards (specific to
the device type); local and/or
international

81 !Pr‘e-instgﬂatinn requirements: NA
nature, values, guality,
tnlerance

8.2 Requirements for sign- nff N.ﬁ

8.3 | Training of staff Required
(medical, paramedical,
technicians)

2 years; shelf life of minimum 12 months for strips from the date of
manufacture; strips should work minimum 3 months from opening of pack.

Warranty

0.2  Maintenance tasks Should require no routine mamtenance

9.3 |Service contract clauses, Should have life time replacement affer,
including prices

manuals, other manuals

10.1 erating manuals, service | Reguired
| q

10.3 Recommendations To Be provided during installation

(for maintenance
11.1 |Service support contact should provide complete contact details of sales and service departments.
details (hierchy Wise;

including a toll free/landline
number)

11.2 Recommendations :
or warnings |




TECHMIAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPHENT REQUMIED IN FLEALTH AME WELLMESS CUNTHES [FHI & 50

amdn name Colo rimeter _
Gmdn code(s) Ma

. PR, 1o £
1.1 | Clinical purpose It is used to determine the cuncentratmn nf mln:rred compounds in sulutmn

A colorimeter is a device used to test the concentration of a solution by
measuring its absorbance of a specific wavelength of light.

1.2 Used by clinical department/ | Clinical laboratory
ward

Tachnical

2.1 |Technical characteristics 1. Should have 5 no of filters for standard wave length from 400 nm to 700 nm.
(specific to this type of device) 3  shquld have upto 3 decimal calibrated directly in optical density.
3. Detector should be encased spill proof photocell,

4. Should have facilities for concentration, calculation, percentage
transmission and optical density.

Should have detectorsilicone photo-diode.

Filter : optical filter{420nm, 460nm, 510nm, 540nm, 800nm).
Light source : bright intensity led/halogen.

Display : lcd/led display.

3 red leds for selected function{t%/abs/conc).

10, Photometric range0-2.0.

11, Maximum reaction volume required 1 ml.

o op N

2.2 |User's interface Manual

2.3 | Software andforstandardof |MNa
communication {where ever
required)

. Dimensions [metric) Ma -
3.2 | Weight [Ibs, kg) Less than 3 kg, B
23 | Capadty = My
3.4 | Moise [in dba) MNa I
3.5 |Heatdissipation Heat dissipation: should maintain nominal temp and the heat should be
disbursed through an cooling mechanism.
3.6 | Mobility, portability Fined I?_h_!i_'lstallation.




4.1
4.2
4.3

4.4
4.5

5.1

TECHNICAL SPECIFICATIONS FOR IHAGNOSTICS EQUIPRIENT REGINRED [N ITEALTH AMD WELLMESS CENTRES [PHC & SC)

4. Energy source (electricity, ups, solar, gas, water, col .... ]

Power requirements
Battery operated

Tolerance (to variations,
shutdowns)

Protection

Power consumption

Accessories [mandatory,
standard, optional);
|spare parts (main ones);

| Consumablesfreagents (open,

closed system)

5. Accessories, spare parts, consumables

230w, 50hz ac

Mo

Ma

Ma

1} Filter case: 1pc

2} Filter {420nm, 460nm, 510nm, 540, 600nm) : 5 pes; lamp/flight source
3] Square cuvette 4 pes {glass)

4] Round cuvette : 4 pcs (glass)

5) Cuvette adaptor:1pc

&) Analog output cable : 1 pe

7)) Open system

Bidding/procurement terms/donation requirements

6. Environmental and departmental consideratons.

E.1

6.2

7.1

| 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 50 deg ¢ 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 cantact

with the patient or the operator should either be capable of easy
disinfection or be protected by a single use/disposable cover.

i2] Sterilization not required.
7. Standards and safety

Certificates (pre-market,

sanitary, ..); performance and Iz_

safety standards (specific to

the device type); local and/or

international

'1. Should be fda/ce/bis approved product.

Manufacturer and supplier should have iso 13485/us(fda)/eulce)

certification for guality standards.

3. 5hall meet internationally recognised for electromagnetic compatibility
[emc) for electromedical equipment: 61326-1,

4. Certified to be compliant with iec 61010-1, iec 61010-2-281, iec 61010-
101 for safety.

7.2 |ana|and!nr international i_l".-“lanufacturerfsuppliersh::uuld have_isq_;_r_e_r_tificate far guality standard,

8.1 i Pre-installation requirements:

8. Training and installation

| nature, values, guality,
| tolerance

B.2
83

9.1
8.2

Reguirements for sign-off

Training of staff (medical,
paramedical, technicians)

| Warranty

Maintenance tasks

9.3

E_xiPage-

! Service contract clauses,
i including prices

9. Warranty and maintenance

I 1) Availability of 5 amp socket;
|2} Safety and aperation 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

|3 years

i

I —

| 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;




IRy m— .

TECHNICAL SPECIFICATIONS FOR MAGNOSTICS EQUIMMENT REQUIRED IN HEALTH AND WELLNESS CENTRES (PITC & 54 3 .

10, Dacumentatiﬂ_n

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 english/hindi
manuals language along with machine diagrams;

2} List of equipment and procedures required for local calibration and
routine maintenance;
3) Service and operation manuals (ocriginal 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 and cost;
documents
11. Notes

11.1 | Service support contact details Contact details of manufacturer, supplier and local service agent to be
(hierarchy wise; including a toll | provided;

free/landline number) Any contract {amc/cmc/add-hoc) to be declared by the manufacturer;
11.2 Recommendations or Any warning signs would be adequately displayed
| warnings S

9|Page




VERSION MO, -

(DATE;

DOME BY @ (NAME/INSTITUTION)
GMDN NAME '
GMDN CODE(S)

11 CLINICAL PURPOSE

1.2 USEDBYCLIMNICAL
DEPARTMENT/ WARD

2.1 TECHNICAL CHARACTERISTICS
{SPECIFICTOTHISTYPEQFDEVICE)

TECHNICAL SPECIFICATICNS FOR DIAGNUSTICS EOUIPMENT REQUIRED IN HEALTH AND WELLNESS CEMTRES (PHC & 5C)

e ——T e s

1

5/12/2014
HCT/MHSRC
BINOCULAR MICROSCOPE

MNA

1. USE : Ay
Binocular Microscope is a microscope that lets the viewer use
both the eyes. The Microscope has two eye lenses.

|EINICAL LABS,

TECHNICAL
2. TECHNICAL CHARACTERISTICS

122 USER'SINTERFACE

| 1. BODY-SINGLE MOULDSTURDY STAND, INCLINED BINOCULAR BODY 307,
3602 ROTATABLE HEAD,

1. EYEPIECES-HIGHEST QUALITY 10 X/20MM WIDE ANGLE ANT| FUNGUS ‘
FIELD EYEPIECE, ONEWITH FQINTER, NOPTER ADJUSTMENT MUST BE PRESENT
OMBOTH EYE PIECES.

3. OBJECTIVES-PARFOCAL, ANTIFUNGUS COATED 4X, 10X, 40X AND 100X (OIL
IMMERSION]) WITHSEMIPLANNERACHROMATICCORRECTION. OBIECTIVE
SHOULDBE WELLCEMTRED EVEM IFTHEIR POSITION ONTURRET ISCHANGED.

4. OPTICAL SYSTEM-INFINITYCORRECTED.
STAGE-DOUBLE PLATERACKLESS HORIZONTAL MECHANICAL STAGE PREFERABLY
100 ¥ 140 MM WITH FINE VERMIER GRAGUATIONS DESIGNED WITH CONVEMIENT
COAXIAL ADJUSTMENT FORSLIDE MANIPULATION PREFERABLY THROUGH 30X
FO MM DOUBLE SLIDE HOLDER.

|6, SUBSTAGE-ABBECOMNDEMSER FOCUSABLE, CONTINUOUSLY VARIABLEIRIS
DIAPHRAGM

7 ILLUMINATOR-BUILT-INLED LIGHT SOURCE WITHWHITELIGHT WITH
IMTEMSITY CONTROLANDLED LIFEOFMORETHAN 10, D00 HRS.

|8. FINISH-ADURABLE TEXTURED ACID RESISTANT FINISH.

|9, BATTREY BACKUP : MINIMUNM 1 HOUR.

[10. MOSEPIECE: BACKWARDTILTED REVOLVIMNG MOSE PIECE SUITABLETO
ACOMODATE FOUROBJECTIVESWITH CLICKSTOP AND RUBBER GRIP.

11. FOCUSSING: COAXIALCOARSE AND FINE FOCUSSING KNOB, CAPABLEOF
SMOOTH, FINEFOCUSSING MOVEMENT SEMSTIWITY; MINIMURM: 300
MICRON; FOCUSSING STOP FOR 5LIDE SAFETY.

| MANUAL
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2.3

3.1
1.2
3.3
34
3.5
1.6

4.1
4.2
4.3

4.4

4.5
4.6
4.7
4.8

5.1

6.1

6.2

7.1

7.2

8.1

8.2

PECHRICAL SPECIFECATIONS FOR DIAGNOSTICS EQUIPMENT REQUIRED IN HEALTH AND WELLNESS CERTRES ['H & St

Software and/or standard of  NA
communication{where ever

required)
3. Physical Characteristics

‘dimensions {metric) MA

Weight (lbs, kg) MNA

Capacity MA

‘noise (in dBA) NA

Heat dissipation ~ NA -

'rnuhilltv, portability 'Fortahle

' 4. Energy Source (electricity, ups, solar, gas, water, Col...)

‘power requirements _Ir'-pu_t voltage- single phase 230 V

Battery operated ~ |No o o - B
‘tolerance (to variations, |NA

‘shutdowns) _

pressure gauge B [ MNA B

‘operating pressure ) ;NA

Sterilizing pressure |NA

Protection N iShuuld_have over*\mltagg cut-off with visual symbol. N
:pdwer consumption ‘Less than2W. - =1
o s J:_ﬁﬁﬂmﬂl‘l, i]:ma pm-ts, cnnsumnhlas ; ERE
Accessories {}nandatnrv, Should provide with wooden storage box, dust m immersion oil.
standard, optional); Spare parts

(main ones); Consumables/ |

reagents (open, closed system)

Bidding i prucurement tnzrms,,r‘r dunatian requirﬂments

itmuspheremmblance [air 1: Dperatmg cnndr-i'ian Capable of uperatmg cantmucusLy in ambient I

conditioning, humidity, temperature of 10 to 40deg C and relative humidity of 15to90%in ideal |
circumstances,

dust ...)
|2) Storage condition: Capable of being stored continuously in ambient
B - temperature of 0 to 60 degCandrelative humidity of 15 to 90%.
user's care, Cleaning, 1) Disinfection: Parts of the Device that are designed to come into contact
disinfection & Sterility issues with the patient or the operator should either be capable of easy

disinfectionor be protected by a single use/disposable cover.
|2) Sterilization notrequired.

7. Standards And Safety

Certificates {r;ure-market, 1. Should be FDA/CE/BIS approved product.

sanitary, ..); performance and 3. manufacturer and Supplier should have ISO 13485 certification for
safety standards (specific to quality standards.

t i e):lo ;
.h"" device type);lacal and/or 1. Electrical safety conformsto thestandards forelectrical safety IEC 60601-
international ;

General requirements{or equivalent BIS Standard)

4. CeruﬁedmbecomphantmthIECﬁiDH] 1,IEC61010-2-40for safety.

local and/or inter natlunal Man ufacturerf supph.er should havelSO Erhf icate forquahty sta ndard,
8. 'l'mlninu And insta]lutiun

' pre-installation raquiﬂ:ments- 1) Availability of 5 amp socket;

nature, values, quality, tolerance 3, safety and operation check before handover;

requirements for slgn-uff Certmcate of calibration and mspectmn from the manufécturer
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TECHNIEAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMENT REQUIRED IN FIEALTH AMD WELLMESS CENTRES [FHC & S00)

8.3 trainingofstaff(medical, 1l Training of users on operation and basic maintenance;
paramedical, technicians) ) Advanced maintenance tasks required shall be documented
9 Warranty And maintenance
9.1 Warranty 3 years
9.2 maintenance tasks CMC 5 years 2 PM Visits Annually,
All Breakdown calls to be attended within 24 hrs of registartion.
9.3 Service contract clauses, The spare price list of all spares and accessaries {including minar)
including prices required formaintenanceandrepairsinfuture after

guarantee/warrantyperiod should beattached;
10. documentation

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;

1) 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 Listofim pﬁrtﬁﬁ t ﬁﬁgresand accessories, withtheirpart numbersand cost; ‘

‘documents

| S TE S 11, notes v (T

11.1 Service Support Contact | Contact detailsof manufacturer, supplierand local service agent to
'details (Hierarchy Wise; be provided,
: ::T:Ir:i':?]a toll free/landline Any Contract (AMC/CMC) to be declared by the manufacturer;

11.2 rm:ummendatinns or warni'hg__s Any wa_rr{ihg_ si-éns would be adequate[y dispiayed
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TECHMICAL 5[

CERICATIONS FOR IMAGROSTICS EQUIPMENT REQUIRLD IN EALTH AND WELLMESS CENTRES (PEIC & 50

bt A L B b it el SR

— —————

s e = EEETioe — o el

Version no. : Ver_1 |
| Date: 19/08/2018
. Done by : {(name.institution) _E?EINHSF:C

NAME, CATEGORY AND CODING

UMDNS name

UMDNS code(s)

1. USE

1.1

| Clinical purpose

A Mear Vision chart is used to screen uncorrected near visual acuity at 25

cm

1.2 | Used by clinical department/ward '{jphthalmulngv Depéi'h'mgn_t

2. TECHNICAL CHARACTERISTICS

Technical characteristics
(specific to this type of device)

1. Alphanumeric and Animal Picture Chart for preverbal children,
2, Self illuminated.

&4 3. English, Hindi, Regional language, illiterate E and C Chart.
4. Plates made from high quality non reflective plastic.
| 2.2 | User's interface Manual
Software and}" or standard of MA
2.3 | communication(where ever
reguired
3. PHYSICAL CHARACTERISTICS
3.1 | Dimensions(metric) MA
3.2 | Weight (Ibs, kg) NA )
3.3 | Noise (in dBA) NA B
3.4 | Heat dissipation _ MNA o
3.5 Mohiiit?, portability _ Wall mountable type.
=y 4. ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 ....
4.1 | Power requirements MA
4.2 | Battery operated MA -
4.3 | Protection A ]
4.4 PuweT consumption Y o
| 5. ACCESSORIES, SPARE PARTS, CONSUMABLES
1 Acr:essnries, {maﬁdatur'l.r, standard, | a. Red Glass and Green Glass
optional); k. pin hole
5.1 | Spare parts (main ones); c. Slit

Consumables/reagents {open,
closed system}

BIDDING/PROC

R

e BN ot S el A

d. Two back discs

e. Cross Cylinder +/- 0,25 and +/- 0.5

ION REQUIREMENTS
e T RATiONS.

V[

1R

Atmosphere/Ambience (air

6.1 canditioning, humidity, dust ...)
User's care, Cleaning, Disinfection &
6.2 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.

7. STANDARDS AND SAFETY
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FECHNIGAL SPECIFICATIONS FOR BIAGNUSTICS EQUIPMENT REQUIRED [N HEALTE ANE WELLNGSS CENTRES (PHOC & 56

Certificates (pre-market, FA
- sanitary,..); Performance and safety
; standards (specific to the device
type); Local and/or international
8. TRAINING AND INSTALLATION
8.1 ' Pre- installation re guirements: NA -
’ nature, values, quality, tolerance
g£.2 | Requirements for sign-uﬁ; B M B
3 Training of staff (medical, MNA
B3 paramedical, technicians) N
9. WARRANTY AND MAINTENANCE
_: ‘Standards Manufacturer should have IS0 13485 certification for quality standards.
o | 10. DOCUMENTATION.
Dperatirﬁ n;anuals, set manuals, NA o - _
1 other manuals
Other accompanying documents MA
10.2
b : 11. Notes _
Sl-e-l:v.i.:gg-ﬁppoff_é:onia&]etaiIs Contact details of manufacturer, supplier and local service agent to be
11.1 | [Hierarchy Wise; including a toll provided;
freeflandline number) Any Cantract{AMC/CMC/add-hoc) to be declared by the manufacturer,
11.2 Recommendations En-"in.r_arnings Any warning sign would be adequaetly displayed.
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TECHNIGAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMENT REQUIRED IN MEALTH AND WELLNIiss CENTRES (PHL i 4] -

Version no. : Ver_1
Date: 19/08/2018
Done by : (name.institution) | HCT/MHSRC
NAME, CATEGORY AND CODING
UMDNS name MNA
UMDNS code(s) MA
LR . Y e 3
1.1 Clinical purpose it is used to measures your ability to tell the difference among eolors
1.2 | Used by clinical Ophthalmology Department
y department/ward
| 2. TECHNICAL CHARACTERISTICS
Technical characteristics 1. Animal Picture Chart for preverbal children,

(specific to this type of device) | 2. Ishihara’s colour vision chart.
3. Standard Ishihara's pseuda - isochromatic plates in boaklet form,

4, standard key for interpretation.

21

2.2 | User's interface Manual
Software and/ or standard of MNA

2.3 | communication{where ever
required
A 7t % EH‘EE‘HLCHh S T — —
3_1_'-_Dimensiuns[metri-|':"] NA
32 | Weight (bs, kg) NA o o N
1.3 ' W&{fn HEA:- o MA - - o B
3.4 | Heat dissipation NA B
1.5 Muhilit; m',r ~ Wall mountable type. - - _i
© 4.ENERGYSOURCE (electricity, UPS, solar, gas, water, C02...)
4.1 | Power requirements MNA
a2 | Battery operated T NA o N N
4.3 Frotecti;;:;n | NA o o
a.4 | Powerconsumption NA o
~ 5.ACCESSORIES, SPARE PARTS, CONSUMABLES ' &
| Accessories, (mandatory, NA
standard, optional);

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

BIDDIN ENTS

== &__ : - = 2ol
g Atmosphere/Ambience (air MNA
I ) | conditioning, humidity, dust ...} |
| User's care, Cleaning, 1.Disinfection: Parts of the Device that are designed to come inta contact with
6.2 | Disinfection & Sterility issues the patient or the operator should either be capable of easy disinfection or be

protected by a single use/disposable cover.
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TECHNICAL SPECIFICATIONS FOH DIAGNOSTICS EQUEPMENT REQUIRED IN ITEALTH ANIY WELLMESS CENTRES | IPHE: &% S0

7. STANDARDS AND SAFETY

71 Standards Manufacturer should have 150 certification far guality standards.

8. TRAINING AND INSTALLATION

Pre- installation requirements: | MA
8.1 | nature, values, guality,

: | tolerance ) — =
8.2 Reguirements for sign-off MA
Training of staff (medical, MNA
a3 . S
paramedical, technicians) | - __4‘
9. WARRANTY AND MAINTENANCE
9.1 | Warranty A
10. DOCUMENTATION |
Operating manuals, set MA '
10.1
manuals, other manuals ) ‘ B ‘
Other accompanying MA
10.2
| | documents
| 11. Notes l
Service Support Contact details | Contact details of manufacturer, supplier and local service agent to be provided,

11.1 | (Hierarchy Wise; including a Any Cantract{AMC/CMC/add-hec) to be declared by the manufacturer.
toll free/landline number)
11.2 | Recommendations or warnings | Any warning sign would be adequaetly displayed.
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TECHNICAL SPECIFICATIONS FOR DIAGNOSTICS EUITPMENT REGUIRED [N HEALTH AND WELLMESS CEMTRES (1THE & 51
Version na. | Ver_1
Date; 19/08/2018

' Done by : (name.institution)

UMDNS name

HCT/NHSRC

" UMDNS codels)

GENERAL
1. USE

1.1 I Clinical purpose

1.2 | Used by clinical department/ward

& Snellen chart is an eye chart that can be used to measure visual acuity.

2. TECHNICAL CHARACTERISTICS

Ophthalmology Department

Technical characteristics
2.1 | [specific to this type of device]

1. Scale: 0 to 20 scale divisions.

2. 0to 1 Scale division
3. 1 scale division corresponds ta stroke of 0.05 mm,

2.2 . User's interface . Manual
Software and/ or stanaard of MNA =

2,3 | communication{where ever

| required

| 3, PHYSICAL CHARACTERISTICS
3.1 Dimensions{metric) MNA
3.2 | Weight (Ibs, kg) | N
3.3 | Noise (in dBA) NA .

_3_4 | Heat dissipation NA

3.5 Mabllft\r, portability A

4, ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 ....)

4.1 ' Power requirements M

4.2 | Battery operated o MA B

4.3 ' Prute:tian i NA

4.4 Power consumption A, i

5. ACCESS:

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

MNA

BIDD!NGJ"PRDEUREMENT TEH MS{'DUN&TIGN REQU!REMENTS

Atrn osp here;" hmh:ence v:air

o conditioning, humidity, dust ...)
User's care, Cleaning, Disinfection 1.Disinfection: Parts of the Device that are designed to come into contact
£ & Sterility issues with the patient or the operator should either be capable of easy
) disinfection or be protected by a single use/disposable cover,
Standards 1 Manufacturer shnuld have ISO certification for quality standards.
7.1
17| Page




TECHMICAL SPECIFICATIONS FOR DIAGNOSTICS EipLl

8. TRAINING AND INSTALLATION

LPMENT REQUIRED 1N EEALTE AND WELLNESS CENTRES (PHE & 50

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

B.2 Requirements for sign-off

8.1

NA

MA

Tr;ining of staff (medical,

8.3 : £
‘ paramedical, technicians)

A

9. WARRANTY AND MAINTENANCE

9.1 | Warranty Na
10. DOCUMENTATION
Operating manuals, set manuals, MA
10.1
other manuals ) . S
10.2 | Other accompanying documents MNA
Service Support Contact details Contact details of manufacturer, supplier and local service agent to be
11.1 | {Hierarchy Wise; including a toll provided;

freeflandline number)

Any Contract [AMC/CMC/add-hoc) to be declared by the manufacturer,

11.2 Recommendations or warnings

Any warnfﬁg éign would be adequateiv displayed.
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TECHMIGAL SPECIFICATIONS FOR DIAGNOSTICS BYUIEMENT REQUIRED I HEALTH AND WELLNGSS CENTRES (RILRSEL

b bRk o bl b DR Lt e R L o B ) oL A2

Version no. : Ver 1
Date: 19/08/2018
Done by @ {name.institution) HCT/NHSRC
NAME, CATEGORY AND CODING
LUMDMNS name MNA
UMDNS code(s) MNA
LUSE e
11 Clinical purpose A stadiometer is a piece of medical equipment used for measuring human
’ = | height. B - -
1.2 Used by clinical OPD
) department/ward |
2. TECHNICAL CHARACTERISTICS ity e
Technical characteristics 1. Should be able to measure 25" - 84" {64 214 r,m]
| {specific to this type of device) | 2. Should have measurements in Inches and Centimeters
21 3. Should have 1/4" {0.5cm) graduations

4. Should be wall mountable type
5. Should be made with high guality Aluminium
_ - | 6. Should be easy to install,
2.2 User's interface Manual
Software and/ or standard of MA,
2.3 communication{where ever

required
i 3. PHYSICAL CHARACTERISTICS ol
= 3_1 ' Dimensluns{metric] I NA - B
32 Weight (lbs, kg} ~ NA - a a
33 Noise {m dBA) A - - - —T
34 | " Heat dissipation NA - - -
3 5 Mabllitv, pur’tablht\r o Wall mountable type a a
i 4. ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 =) |
4.1 Power requir&ments NA
4.2 Battery uperate—::l MNA i
H—Pmtectiun - MNA - - -
B 4.4 " Power consumption ~ NA o o o o
e 5. ACCESSORIES, SPARE PARTS, CONSUMABLES i
| Accessories, (mandatory, MNA - B -

standard, optional);
5.1 Spare parts (main ones);
Consumablesfreagents (open,

closed system)
E!DDING;’FRDCUHEMENT TERMS,’DDNATI'DN REQ REMENTS
3 - S
61 Atmnsphereg"nmblence |air N.-ﬁ.
'_ | conditioning, humidity, dust ...) S
User's care, Cleaning, 1.Disinfection: Parts of the Device that are designed to come inta contact with
Disinfection & Sterility issues the patient or the operator should either be capable of easy disinfection or be
6. protected by a single use/disposable cover.
e —l.aSTANn _ﬂ.iﬁﬁ- MIDSH FET\'_ Fak
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TECHMICAL SPECIFICATIONS FOE BAGNOSTICS EQLIPMENT BEGUIRED IM HEALTEN ARD WELLKESS CENTRES (PIC & 50}

71 Standards Manufacturer should have 150 13485 certification for guality standards.
_ 8. TRAINING AND INSTALLATION
Pre- installation requirements:  NA
8.1 nature, values, quality,
| tolerance _
8.2 Requirements for sign-off MA |
Training of staff Imedical, A
8.3 ; o
paramedical, technicians)
9. WARRANTY AND MAINTENANCE i
9.1 | Warranty A, ‘
10. DOCUMENTATION
' Operating manuals, set MA
10.1
manuals, other manuals
Other accompanying M
10.2
_| documents |
11 Notes '
Service Support Contact details Contact details of manufacturer supplier and local service agent to be
11.1  (Hierarchy Wise; including a provided;
toll free/landline number) Any Contract{AMC/CMC/add-hoc) ta be declared by the manufacturer,
11.2 Recummendatlons ar warnrngs | Any warning sign would be adequaetlv displayed.
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TECHMICAL SI'ELIFILATIINS FOR GEAGHNOSTICS EQUIPMENT REQUIRET IN HEALTH AND WEL MEsS CENTRES (PINC & 56

- ot

Version no. : Ver 1
Date: 19/08/2018
| Done by: (Name. Institution) HCT/NHSRC

NAME, CATEGORY AND CODING

Sphygmomanometer

UMDNS name
UMDNS code(s)

1. USE

1.1 Clinical purpose A sphygrmomanometer, also known as a blood pressure meter, blood pressure
manitor, or blood pressure gauge, is a device used to measure blood pressure
1.2 Used by clinical OPD
department/ward

2, TECHNICAL CHARACTERISTICS
2.1 Technical characteristics 1. Should be able to measure blood pressure and pulse rate in adult as well as
(specific to this type of pediatric patients.
device) 2. 5hould have backlight LCD display with easy to view readings in dim light.

3, Pressure measurement range should be 60 to 250 mm Hg systolic, and
4, Pressure measurement range should be 40 to 200mm Hg diastolic,
5. Pressure display accuracy of +/- 3 to 5 mm Hg(Calibration report to be

provided)
6. Pulse rate measurement range of 40 to 200 per minute
7. Pulse measurement accuracy of within 5%
8. single button operation for start and stop functions with auto-inflation of
blood pressure cuff. |
2.2 User's interface Manual
23 Software ahd:ﬂ"r or standard of | NA
communication(where ever
required
St S & 3. PHYSICAL
3.1 | Dimensions{metric) MA
3.2 WQIght Ilhs kg) Ma
33 | Noise {in dBA) NA
3.4 Heat dissipation MA
3.5 Mohility, porta bility Portable
~ 4.ENERGY SOURCE (electricity, UPS, solar, gas, water, C02....) =5
4.1 Power requlrements Should include AC adapter (input range 100-240V and output valtage DC E'I.F},
a2 Battery npera-ted Rechargeable battery [3.6V to 4.8V, 1900 to 2400mAR) and LED display
indicating the charging status.
4.3 Protection Yes
4.4 _Ewercnhsu_mption | To be specified by Vendaor
-. : 5. ACCESSORIES, SPARE PARTS, CONSUMABLES
5.1 Accessories, (mandatory, Ehnuld be supplied with standard adult and Pediatric size cuffs
standard, optional);
Spare parts (main ones);
Consumables/reagents
{open, closed system)

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS
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TECHMICAL SPECTFICATIONS FOR BLAGNOSTICS EQUIMMENT REQUIRED (M HEALTH AND WELLKESS CEMTIES [PHE & 500

6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

L. Operating Conditian: Capable of operating continuously in ambient

6.1 Atmosphere/Ambience {air
conditioning, humidity, dust temperature of 5 to 40 deg C and relative humidity of 15 to 90% in
I ) idr:g_l _cirtumstances.
6.2 User's care, Cleaning, 1. [Disinfection: Parts of the Device that are designed to come into
Disinfection & Sterility issues contact with the patient or the operator should either be capable of
easy disinfection or be protected by a single use/ sterile disposable
cover
7. 5STANDARDS AND SAFETY
71 | Certificates (pre-market, 1. Should be US FDA/CE/BIS/CDSCOY approved (USFDA/CE requirements
sanitary,..); Performance and will be applicable only when the Indian standards like BIS/CD5CO are
safety standards (specific to not available.
the device type); Local 2. Manufacturer should have 150 13485 certification for quality
and/or international standards.
8. TRAINING AND INSTALLATION
8.1 Pre- installation Availability of 5 Amp/15 Amp. Electrical Socket,
regquirements:
nature, values, quality,
tolerance
B.2 Requirements for sign-off i. supplier to perform installation, safety and operation checks
before handaover,
ii. Local clinical staff to affirm completion of installation.
8.3 Training of staff (medical, Training of users in operation and basic maintenance shall be provided.
paramedical, technicians) Advanced maintenance tasks required shall be documented.
9, WARRANTY AND MAINTENANCE
9.1 Warranty 3 years, including for all spares and calibration wark.
~ 10.DOCUMENTATON
10.1 Operating manuals, set Should provide 2 sets{ hard copy and soft copy) of:
manuals, other manuals 1. User, technical and maintenance manuals should be supplied in
English/HindifRegional 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 Other accompanying List of essential spares and accessories, with their part number and cost:
documents
11.1 Service Support Contact Contact details of manufacturer, supplier and lacal service agent ta be
details (Hierarchy Wise; provided;
including a toll freeflandline | Any Contract(AMC/CMC/add-hoc) to be declared by the manufacturer.
number)
11.2 Recommendations or Any warning sign would be adequately displayed, o
warnings
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TECHMICAL SPECIFICATIONS FOR DIAGNOSTICS SOUIPMENT REQUIRED AN HEALTH AND WELLNESS CENTHES (PHE & 5C)

:Hu "_ F AN .'.:.

] el e . x 3

Version no. ; Ver_1

Date: 19/08/2018 i

Done by: (Name. Inﬁtitutmnﬁ— HCTfNHSRC

UMDNS name Sphygmaomanometer '
UMDNMS codels)

GENERAL

A sphygmomanometer alm known as a bluod pressure meter, blood pressure
monitar, or blood pressure gauge, is a device used to measure blood pressure

oPD

Elinicalprnse :

1.2 | Used by clinical
department/ward

TECHNICAL
— - -."'l—!-r:"l’fr* r'I'l""—

R+ o b vl il A
Technical characteristics 1. Should be able to measure hlood pressure in adult as well as pedlatnc

(specific to this type of device) | patients,

2. Should be based on aneroid measurement technology

3. Should have a dial type display, with a hoaok which can be attached to the

blood pressure cuff,

4. Pressure measurement range should be 0 to 300 mm Hg systolic and and 40 to

200 mm

diastolic

&. Pressure measurement accuracy af +/- 3 to 5mm Hg{Calibration Certificate to

be provided)

6. Manual inflation of blood pressure cuff,

7. Should be supplied with standard Adult and pediatric size cuff.

2.2 User's interface Manual
2.3 | Software and/ or standard of MNA

communication{where ever
required

Dimensions{metric) M
3.2 | Weight (Ibs, kg) NA
3.3 | Noise (in dBA) NA 3
3.4 | Heat dissipation MNA

3.5 | Mobility, portability Portahble

4.1 | Power requirements B MNA

4.2 | Battery operated MNA
4.3 | Protection . NA

4.4 | Power consumption NA
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TECHMICAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMENT REQUIRED IN HEALTH AND WELLNESS CEMTRES (I'THE & 8¢

5.1 | Accessories, (mandatory, Should be aup;:;ii'ed with standard adult and Pediatric size cuffs

standard, optional);

Spare parts (main ones);

| Consumables/reagents (open,
closed system)

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS
6. ENVIREN MENTM. AND DEPARTMENTAL CONSIDERATIONS

6.1 Atmusphere!Amhlence Iatr 2. Dperatlng Condition: Capable of aperating continuausly in ambient
conditioning, humidity, dust temperature of 5 to 40 deg C and relative humidity of 15 to 90% in ideal
i) circumstances. -

6.2

with the patient or the operator should either be capable of easy
disinfection or be protected by a single use/ sterile disposahle cover,

Disinfection & Sterility issues

User's care, Cleaning, ‘ 2. Disinfection: Parts of the Device that are des;gned to come into contact

e = A e il 7 (B4 2L :

7.1 | Certificates [pr&market Sh{:urd he US FDA/CE/BIS/CDSCO/ apprm-ed :USFDA,."CE reqmrements quI be
sanitary,..}; Performance and applicable anly when the Indian standards like BIS/CDSCO are not available,)
safety standards (specific to Manufacturer should have 150 13485 certification for quality standards,
the device type); Local and/or
international

8.1 | Pre-installation requlrements M
nature, values, guality,

tolerance
8.2 | Requirements for sign-off i, Supplier to perform instaliatlun safet'.f and operation checks befare
handover,
. Local clinical staff to affirm completion of installation.
8.2  Training of staff (medical, Training of users in operation and basic maintenance shall be provided.
paramedical, technicians) Advanced maintenance tasks required shall be documented.
m 3 years, including for all spares and calibration work.
10.1 | Operating manuals, set Should provide 2 setsihard copy and soft copy) of:
manuals, other manuals 1. User, technical and maintenance manuals should be supplied in

English/Hindi/Regional language along with machine diagrams;

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

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

4, Advanced maintenance tasks docurmentation;

5. Certificate of calibration and inspection,

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

10.2 | Other accompanying List of essential spares and accessories, with their part number and cost;
documents

11.1 | Service Support Contact Contact details of manufacturer, supplier and local service agent to be provided;
details (Hierarchy Wise; Amy Cantractl AMC/CMC/add-hoc) to be declared by the manufacturer.
including a toll freeflandline
number)

11.2 | Recommendations or warnings | Any warning sign would be adequately displayed.
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Version no. : 1

Date: 5122014
Daone by : (name/finstitution) _Hctfnhsrc
Gmdn name Fully automated biochemistry analyzer
Gmdn code MNa
- 1, Use -
1.1 | Clinical purpose |TthuII'-,r automatedhmchEmustryanalvzermeasures hlochemmalmdexes

by analyzing blood and other body fluid, then combines with other clinical
infarmation, to help diagnose disease, evaluate aorgans function, identify
‘ disease gene and determine the norm for future therapy.

i

1.2 |Used by clinical Diagnostic laboratory

department,/ ward

. ~ 2. Technical characteristics =t = e

2.1 |Technical characteristics : 1. Fullyautomated, random access chcm:stn,r analvzer the equnpment:‘.hnuld

| [specific to this type of device) be capable all routine stat and special biochemical tests including specific
protein, threrapeutic grugs, drugs of abuse and user defined applications.

Throughput: 400 tests/hour, up to 200t/hour with ise,

Must have dxirect ise unit for na, k and cl measurement,

Ise electrode should last for 6 month,

Must be open ended system with bare code reading (optional).
System should have 12 wavelenths 340 to 700nm.

System should be supplied with pc, windows based interface and bi-
directional connection.

= omow om W

e

Minimumreaction valume of 150 pl built in/stand alone,

9, Must have builtincooled reagent compartment with minimum 350 mi
with sample volume 2- 70ml.

10 auto diagnosis of machine errors with message and correction steps.
11. Must have on board capacity for permanent and numbered cuvettes,
12. Seperate reagent probe for rl and r2 and sample.

13. Laundry systerm with minimum 5 step washing,

14. Sample dead volume maximum100 pl in sample cup and maximum 50 pl
in peadiatric cups.
15. Should have external and internal probe cleaning facility.

16, Calibration should be linear factor, 2 point/point to point/multi point
and exponential with maximum 8 calibrators per test,

17. Sample type should include serum, plasma, urine, csf, body fluids and
supernatant w_i_t_i] atleast 70 sample positions for routine and stattest.

25| Page




TECHMICAL SPECIFICATIONS FOI IHAGNOSTICS EQUIPMENT REQUIRED IN HEALTH AND WELLMESS CENTRES [PHU S50 — _ :
w—E e ST el S AR LS e s S Roalerai, AL . o

L8 Should have light source with minirmum 1000 brs life cycle with bar
code facility with option for bar code onfaff,

19. should have 10, 000 patient result storage
20. Online getracking with levy and jennings chart for upta 30 diffrent points.
21. The equipment should be fdafeuropean ce/bis certified.

2.2 User's interface Built - infautomatic -

23 Softwareand/orstandard of  Built - infautomatic/compatible, window based with data processing
communication (where ever | management system with complete back up of data base for caliberation,
required) control, patient sample results an daily basis.

3. Physical characteristics

3.1  Dimensions (metric) Na

1.7 Weight [lbs, kg) ‘MNa

3.3 | Configuration | Ma

34 | Noise (in dba) Na

3.5 |Heat dissipation Heat dissipation: should maintain nominal temp and the heat should be
| disbursed through an cooling mechanism.

36 _Mublhtv, purtahlllt\r ~ Stationary lab installation. _

o A 4. Emrmf source fﬂmﬂﬂm up:,ﬁlat, ;asuwuw,ﬂﬂ wa ) D 1

4.1 | Power requirements (Recharging unit: input voltage- 220v-240v ac, 50hz.

4.2 |Battery operated __.’i".‘? =

4.3 Tolerance (to variations, +10%
shutdowns) i -

4.4  Protection Should have over-charging cut-off with visual symbal,

4.5 | Power consumption |
5 Aﬂ:emrins. , Spare parts, mnsumnhlus
5.1 Accessnrles (mandatory, 1, Suitable water plant/purification system on ro or any latest technology.
standard, optional);
spare parts {(main ones);
Consumables/reagents (open,
|l::|used system)

2. External printer,

3. Ups on line pure sine wave for back up of system with pc and it
peripherals for half hour,

4. Open system,
5. One light source,

Bidding/procurement terms/donation requirements

ﬁs. Enﬁmnmmm! and dlpirtmmta‘l Wﬂﬂdmtm

i

6.1 Atmnspherefamhiance {air 1) Operating condition: capable of operating cantinuously in ambient
| conditioning, humidity, temperature of 10 to 40 deg ¢ and relative humidity of 15 to 90% in ideal
Dust ...} 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%.

6.2 | User’s care, cleaning, 1) Disinfection: parts of the device that are designed to come into contact
| disinfection & sterility issues with the patient or the operator should either be capable of easy
| disinfection or be protected by a single use/disposable cover.

2) 5terll|zat|un not requlred

= ! 7. Standards and safety s 2=14
7.1  Certificates (pre-market, 1. Should be fda/ce/bis approved product.
:53“'“""‘ -); perfurmal:lt.:e and '2. Manufacturer and supplier should have iso 13485/us (fda)/eu(ce)
| safety standards (specific to certification for quality standards,

| the device type);local and/or

international Shall meet internationally recognised for electromagnetic compatibility

[emc) for electromedical equipment: 61326-1
4, Certified to be compliant with jec 681010-1, iec 61010-2-281
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TECNNIGAL SPECIFICATIONS FUR DIAGNOSTICS KOUIPMENT REQUIRED [N HEALTH AR WELLNESS CENTRES (PHL & 50

7.2 | Local and/or international | Manufacturer/supplier should have iso 13485 certificate for quality
standard,

8. Training and installation

8.1  Pre-installation requirements: 1) Availability of 5 amp socket;

nature, values, quality, 2} Safety and operation check beforehandover.

tolerance i
1) Acto be provided

#.2 | Requirements for sign-off Cartificate of calibration and inspection from the manufacturer

8.3 | Training of staff (medical, 1} Training of users on operation and basic maintenance;
paramedical, technicians) 2) Advanced maintenance tasks required shall be documented
' .!'l. Warranty ;n'd maintenance ' X

B.i_ .-;I-'L'arranw . . éyears o

9.2. .Maintenan:e tasks _ .Na

9.3  Service contract clauses, Ma - - -

including prices

#= Mt _l_ﬂ:Eﬁ_l'-'Ul'Hﬂl'lt'ﬂtlﬂﬂ : ;
10.1 .Dperating manuals, Should provide 2 ;Ei:.‘i.ﬂ.hardCﬂﬂv and soft-capy) of:-
! service manuals, other 1) User, technical and maintenance manuals to be supplied in english/hindi
| manuals 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 and cost;

documents
£ 11. Notes

11.1  Service support contact details Contact details of manufacturer, supplier and local service agent to be
{hierarchy wise; including a toll provided;

 free/landline number) Any contract {amc/cme/add-hoc) to be declared by the manufacturer;
11.2 | Recommendations or Any warning signs would be adequately displayed
| warnings
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TECHRICAL SPECIFICATIONS FOR DIAGNOSTICY Eoulpy

| VERSION NO. :

...1

IENT REQUIRED IN FIEALTH AND WELLMIESS CEMTRES [1'H1L = 500)

F .

GMDN NAME

DATE: 5/12/2014 B
DONE BY : (NAME/INSTITUTION) HCT/MHSRC

NAME AND CODING
AUTOMATED 3-PART DIFFERENTIAL HEAMOTOLOGY ANALYZER

GMDM CODE(S)

NA

1. USE

'CLINICAL PURPOSE

AUTOMATED DIFFEREMTIAL BLOOD COUMT: AUTOMATED HEMATOLOGY
INSTRUMENTS  USING MULTIPLE PARAMETERS AND METHODS (SUCH AS
IMPEDAMCE) AREUSEDTO COUNT AND IDENTIFY THE 3 MAJORWHITE BLOOD
CELL TYPES IN BLOOD (SO-CALLED 3-PART DIFFERENTIAL COUNT):,
LYMPHOCYTES, MONOCYTES/MIXED POPULATION AND
GRANULOCYTES/NEUTROPHILES.

2

USEDBY CLINICAL
DEPARTMENT/ WARD

CLINICAL AND ANALYTICAL LABORATORIES

2.1 |TECHNICAL 1. 18 PARAMETERS (WBC, TC, RBC, HB, HEMATOCRIT, MCV, MCH, MCHC, RDW-
CHARACTERISTICS SD/RDW-CV, PLT, MPV, PT CRIT, PDW, PLCR OPTIONAL), WITH 3-PARTWBC
(SPECIFICTOTHISTYPEOF DIFFERENTIAL.

DEVICE) 2. MAXIMUM SAMPLE VOLUME REQUIRED 50 L.
3. SCREEN COLOUR TOUCH SCREEN.
4, PRINTERBUILT-IN PRINTER AND EXTERNAL PRINTER OPTION.
5. MEMORY FOR 1000 RESULTS INCL. HISTOGRAMS.
6. PROGRAM BUILT-IN QC PROGRAM FOR.
7. 3LEVELS/CONTROL
8. BARCODE READER AND EXTERNAL OPTION.
9. EXTERNAL KEYBOARD.
10. AUTOMATIC SAMPLE DILUTION.
11. AUTOMATED START UP AND SHUTDOWN.
12, AUTO PROBE WIPE AND EXTERNAL OPTION.
13, SYSTEMMUST HAVE THROUGHPUT OF ATLEAST 60 SAMPLES PER HOUR,
14, LINEARITY OF 18 PARAMETERS (HEMATOCRIT, PLATELET, WBC, RBC, HB) MIN.
2.1 | USER'S INTERFACE TOUCH SCREEN.
2.3 |SOFTWARE AND/OR |USB PRINTER INTERFACE, HL7.
STANDARD OF
COMMUNICATION(WHERE
EVER REQUIRED) -




TECHNICAL SPECIFICATIONS FOR DIAGNDSTICS EQUIPHENT REGUIRED N HEALTIL AN WELLHUESS CENTRES [FHE & 50 e

3. PHYSICAL CHARACTERISTICS
3.1 DIMENSIONS (METRIC) MN/A

3.2 | WEIGHT (LBS, KG) M/A
3.4 |NOISE (IN DBA) M/ A
3.5 HEAT DISSIPATION HEATDISSIPATION: SHOULDMAINTAINNOMINALTEMPAND THEHEAT SHOULD

BE DISBURSED THROUGH AN COOLING MECHAMISM.
3.6 MDBILIT"I" PORTABILITY |STATIONARY LABORATORY INSTALLATION,
. 4. EHERG‘I" SOURCE (ELECTRICITY, UPS, SOLAR, GAS, WATER, COl...) |
41 POWER REQUIREMENTS  230/110 VAC, 50/60 HZ, 60 VA, +10%
4.1 BATTERY OPERATED WO
4.7 PROTECTION M/A

4.8 POWER CONSUMPTION  LESS THAN 100 VA
5 ACCESSORIES, SPARE PARTS, CONSUMABLES

5.1 | ACCESSORIES 1, 2D-BARCODE SCAMNER.,
(MANDATORY, 2. REAGENTS: ALL THE REAGENTS REQUIRED FOR 1000 TESTS SHOULD BE
STANDARD, SUPPLIED WITH THE EQUIPMENT ALONG WITH ONE SET OF TRILEVEL
OPTIONAL); SPARE CONTROL.
Eﬁﬂiﬂﬂﬂﬁém rg |3 CLOSEDSYSTEMRATETO BE DECLARED FOR COST/TEST.
|4, ONLINE UPS FOR 30 MINUTES BACK UP.

(OPEN, CLOSED SYSTEM)
5. CALIBERATER -1.

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS

= ek J 6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATONS
ﬁ 1  ATMOSPHERE/AMBIANCE 1) OPERATING CONDITION: CAPABLE OF OPERATING CONTINUOUSLY N
(AIR CONDITIONING, AMBIENT TEMPERATURE OF 10TO 50 DEG C AND RELATIVEHUMIDITY OF 15
HUMIDITY, DUST ...} TO90% INIDEAL CIRCUMSTANCES.

|2} STORAGE COMDITION: CAPABLE OF BEING 5TORED CONTINUOUSLY IN
AMBIENT TEMPERATURE OF 0 TO 50 DEG C AND RELATIVE HUMIDITY OF

| 15TO 90%.

6.2 |USER'S CARE CLEANING, |1} DISINFECTION: PARTS OF THE DEVICE THAT ARE DESIGNED TO COME INTO
DISINFECTION & STERILITY CONTACT WITH THE PATIENT OR THE OPERATOR SHOULD EITHER BE
ISSUES CAPABLE OF EASY DISINFECTION OR BEPROTECTED BY ASINGLE

USE/DISPOSABLE COVER.
e '2) STERILIZATION NOTREQUIRED. -
_ 7. STANDARDS AND SAFETY o
7.1 | CERTIFICATES (PRE- |1. Should be US FDA/CE/BIS/CDSCO approved (USFDA/CE requirements will be
MARKET, SANITARY, ..); applicable only when the Indian standards like BIS/CDSCO are not available.)
PERFORMANCE AND SAFETY |2. Manufacturer and Supplier should have 150 13485 certification for quality
|STANDARDS (SPECIFIC TO standards.
THE DEVICE TYPE);LOCAL 3. Electrical safety conforms to the standards for electrical safety |IEC 60601-1-
AND/OR INTERNATIONAL General requirements{or equivalent BIS Standard).
7.1 LOCAL AND/OR MANLIFAETURERISU PPLIERSHGLILD HAVEISDCERTIFICATE FORQUALITY
INTERNATIONAL | STANDARD. R — |
s Sk~ E_TMI*HIHE AND INET&!..&HGN
8.1 | FRE IHSTALL#TIGH 1} AVAILABILITY OF 5 AMP SOCKET;
'REQUIREMENTS: NATURE,  2) SAFETY AND OPERATION CHECK BEFORE HANDOVER;
VALUES, QUALITY,
TOLERANCE | B B |

8.2 |REQUIREMENTS FOR CERTIFICATE OF CALIBRATIOM AND INSPECTION FROM THE MANUFACTURER.
SIGN-OFF |

8.3 |TRAININGOFSTAFF [1} TRAIMING OF USERS OM OPERATION AND BASIC MAINTEMNANCE; |

| (MEDICAL, 7} ADVANCED MAINTENANCE TASKS REQUIRED SHALL BE DOCUMENTED;
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TECHRICAL SPECIFICATIONS FOR DIAGROSTICS EQUIPMENT REQUIRED [N HEALTH AKD WELLNESS CENTRES (PHC & 5¢}

PARAMEDICAL,
TECHNICIANS)
_ 9. WARRANTY AND MAINTENANCE
9.1 WARRANTY 3 YEARS IMCLUDING ALL SPARES AMD AMNUAL CALIBERATION.

0|Page




TECHMICAL SPECIFICATIONS FUR DIAGNOSTICS EQUIPMENT REQUIRED IN HEALTH ANMD WELLMESS CENTRLES | 'HL & 50

» Jlae --|||'l-|-

mated urine strip analyser

Versian no. 1 S
Date: 5/12/2014 — B
Done by : (name/institution) -Hct;’nhsrc

Name and coding
Gmdn name i_!‘:erni- automated urine strip analyser o
Gmdn code |Na

General

Clinlcal purpose Used in blnchemical Iahs far |dent|fu:at:nn cnf spemﬂc i:nc: chemjcal marker
\in urine like glucose, ketones proteins ph etc. In clinical conditions like
‘diabetes, renal failure acidosis ete.

1.2 I.Usedhyr:llni:al department/ Biochemistry laborataries
|ward

Technical

2.1  Technical characteristics Type: reflectance photometer throughput of min 50 strips/hour at two.
(specific to this type of device] | ayels - normal and abnormal.
Memory: patient test results: 1000 and ge test results; 50.

Display: touch-screen led should have flagging facility should be able to
analyse 10parameters: leucocytes, nitrite, urobilinogen, protein, ph, blood
specific: gravity, ketones, bilirubin, glucose.

2.2 |User’s interface Manual: with usb ini_:erfacefrs 232,

23 Software and/or standard of | Inbuilt
communication{where ever
reguired)

3.1  Dimensions (metric) | Na

3.2 | Weight (Ibs, kg) | Ma
3.3 | Configuration Na -
3.4 | Noise (in dba) Na _
3.5 | Heat dissipation Heat dissipation: should maintain nominal temp and the heat should be

_ disbursed through an cooling mechanism. e
3.6  Moaobility, portability _ Partable

4.1 Power requirements Recharging unit: input voltage- 220v-240v ac, S50hz.

4.2  Battery operated | Yes -
4.3  Tolerance (to variations, ‘Na

~ shutdowns)
4.4 | Protection | Should have over-charging cut-off with visual symbaol. -
4.5 i Power consumption | Less than 50 w
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TECHNICAL SPECIFICATIONS FUR DIAGNOSTICS EQUIPMENT REQUIRED M HEALTH AND WELLNESS LENTRES [PHE & 5]

5. Accessories, spare parts, consumables

5.1 Accessories (mandatory, 1) Thermal paper 10 rolls.
stan'[dard, optional); spare parts 5 Tast strips price to be declared and 1000 test strips ta be provided
(main ones); consumables/
reagents (open, closed system)
Bidding/procurement terms/donation requirements
6. Environmental and departmental consideratans
6.1 | Atmosphere/ambiance (air 1) Operating condition: capable of operating cantinuously in ambient
| conditioning, humidity, dust ...) temperature of 10 ta 50 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 © and relative humidity of 15 to 90%.

1) Caliberation strip 2,

6.2 | User's care, cleaning, I 1] Disinfection: parts of the device that are designed to come into contact
| disinfection & sterility issues | with the patient or the operator should either be capable of pasy
disinfection or be protected by a single use/disposable cover.
2} Sterilization not reguired.
7. Standards and safety

7.1 | Certificates (pre-market, |1, Should be fda/ce/bis approved product,
 sanitary, ..); PE”“"“‘”‘“‘EE and |3 manufacturer and supplier should have iso 13485/us{fda)/eu(ce)
! safety standards (specificto | .o rtification for quality standards.
| the device type);local and/or

3. Shall meet internaticnally recognised for electromagnetic
compatibility{emc) for electromedical equipment: 61326-1.
4, Certified to be compliant with iec 61010-1, iec 51010-2-281, 61010-2-
101 for safety.
‘Manufacturerfsu;:plier should have iso 13485 certificate for quality
standard.
8. Training and installation
8.1 |Pre-installation requirements: 1) Awvailahility of 5 amp socket;
nature, values, quality, tolerance 5, cafaty and operation check before handover;

|international

7.2 | Local and/for international

82  Requirements for sign-off Certificate of calibration and inspection from the manufacturer,
8.3 | Training of staff {medical, 1) Training of users on operation and basic maintenance;
pa_ra medical, tech ni:i_a_ns} '2) Advanced maintenance tasks required shall be documented;
| 1 4 9. Documentation g erRa
9.1  Operating manuals, Should provide 2 sets{hardcopy and soft-copy) of:
service manuals, other |1} User, technical and maintenance manuals to be supplied in english/hindi
manuals 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;

9.2 | Other accompanying List of important spares and accessories, with their part numbers and cost;
documents

10, Notes =

10.1 | Service support contact details Contact details of manufacturer, supplier andlocal service agent to be
(hierarchy wise; including a toll pravided;

free/landline number) Any contract (ame/cmc/add-hoc) to be declared by the manufacturer;
10.2 Recommendations or | Any warning signs would be adequately displayed.
warnings
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FECHSICAL SPECIFICATIONS FOR DIAGNOSTICS EQUIPMENT REL JIRET I HEALTH AN WELLMESS CENTR

ES [P K 5i0)

Version no. : Ver_1
Date: 15/02/2018
Done by @ [name.institution) HCT/NHSRC
#ERROR!
UMDMNS name 15965
UMDNS codels) Flowmeters, Gas, Respiratory, Peak Expiratory Flow

1. USE

Clinical purpose

A manual, hand-held instrument designed to measure
only the maximum rate of expiratory gas flow [peak
expiratary flow (PEF) or peak expiratory flow rate (PEFR]]
fram the lungs. It typically includes a tube for patient
exhalation, an easy-to-grip handle, and a calibrated scale
that shows the value of the peak flow. The device helps to
discriminate the pulmonary status in routine tests
performed in or outside of a clinical setting; it is also
intended for periedic self-evaluation of the respiratory
status of a patient, and to help in the treatment
evaluation of patients suffering from chronic respiratory
disorders (e.g., asthma, emphysemal.

1.2

Used by clinical department/ward

CHNICAL

SH — e S i

Technical characteristics

{specific to this type of device)

1.Range of measurement to include 50 to 400 L/min
[paediatric), 100 ta 700 L/min (adult)

2.Accuracy of measurement shall be better than 210%, as
per 3.Resetting value for next use to be simple and easy

2.3

communication(where ever required

e =

2.1
for patients with limited dexterity
4. 5upplier should specify if EU ar ATS scale is used on
charts provided. Wright scale is not acceptable
2.2 | User's interface Manual
Software and/ or standard of In built

33

Moise (in dBA)

3.1 | Dimensions(metric)
3.2 | Weight (Ibs, kg) NA
<150 dB

3.4

Heat dissipation

Heat Dissipiation: Should maitain nominal Temp and the
heat should be disbursed through a exhaust cooling fan.

3.5 Mobility, portability supplied in protective case for clean storage and safe
i transport.
4. ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 ....)
4.1 | Power requirements MA

33|F‘age_
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TECHKICAL SPECIFICATIONS FOR DNAGNDSTICS EGUIPMENT REUUTRET i HEALTIL AN WELLNESS CENTRES [FHA & 561

T

4.2 Battéa-nperate-ﬂ_ MA
4.3 | Protection MA
4.4 | Power consumption MA
a.5 | Other energy supplies MNA
3. #‘E‘EES&HRIEE,»&FM‘E PARTS, CONSUMABLES
Accessories, (mandatory, standard, Five replacement sterilizable mouthpieces (if removable
aptional); typel
5.1 |Spare parts (main onesj; Chart of normal values far all ages and both genders
Consumables/reagents {open, closed
system)

g:_ . ;'-'-IE m‘ﬁ?ﬂ '_--_'"!i

Certificates (pre-market, sanitary,..);

to the device type); Local and/or

= international

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

i | i T == Py = .
Atmosphere/Ambience (air conditioning, | Operating Condition: Capable of operating continuously
6.1 | humidity, dust ... in ambient temperature of 5 to 40 deg C and relative
humidity of 15 to 90% in ideal circumstances,
User's care, Cleaning, Disinfection & Disinfection: Parts of the Device that are designed to
6.2 Sterility issues come into contact with the patient or the operator should

Performance and safety standards (specific

either be capable of easy disinfection or be protected by
ingle use/ sterile

isposable cover.

Should be US FDASCE/BIS/CDSCO/ approved (USFDA/CE
requirements will be applicable only when the Indian
standards like BIS/CDSCO are not available.)
Manufacturer should have 150 13485 certification for
quality standards.

- :__-“':

Availability of 5 Amp/15 Amp. Electrical Socket.

Suppl};r_to_p_erfﬁrﬁﬁlsﬁi{atiun, 5aféw and operation

technicians)

' 10.1
manuals

m 3 years, including for all spares and calibration waork.

8.2 Requirements for sign-off

checks before handover.

Lecal clinical staff to affirm completion of installation,
B.3 Training of staff {(medical, paramedical, | Training of users in operation and basic maintenance

Operating manuals, set manuals, other

shall be provided.
Advanced maintenance tasks required shall be
| documented.

Should provide 2 sets{hard copy and soft copy) of:
1. User, technical and maintenance manuals should be
supplied in English/Hindi/Regional language along with
machine diagrams;

2. List of equipment and procedures reqguired for lacal
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,

B. Satisfactory certificate for any existing installation
from government hospital.
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[ECHNICAL SPECIFICATIONS FOR DIAGNOSTICS EQUIMENT REQUIRED IN INEALTIE AND WELLKESS CENTRES (PHC & S0}

10.2

Other accompanying documents

List of essential spares and accessaries, with their part
number and cost; )

11.2

11. Notes

11.1 | Service Suppoﬁ Contact defails

(Hierarchy Wise; including a toll
freeflandline number)

Contact details of manufacturer, supplier and local

service agent ta be provided,
Any Contract{AMC/CMC/add-hoc) to be declared by the
manufacturer.

Recommendations or warnings

35|Page
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TECHMICAL SUECIFICATIONS FOR THAENOSTICS EQUIPMENT REQUIRED IN JLEAL TH AN WELLNESS CENTRES [IPHI % 50

YVersion no. | Ver_1
Date: 15/09/2018
Dane by : {name.institution) HCT/MHSREC
NAME, CATEGORY AND CODING
| UMDNS name Refrigerators, Laboratary
| UMDNS codels) 17157
1. USE
Clinical purpose Refrigerators designed to store laboratory products, cultures, and
1.1 samples at temperatures typically between 2 and 10 degrees Celsius
[35 and 50 degrees Fahrenheit).
Used by clinical " Clinical Lab -
1.2
daiartmentfward |
| g g 2. TECHNICAL CHARACTERISTICS |
Technical characteristics 1. Vertical,
(specific to this type of 2. capacity 300 Its or more {up to 450L),
device) 3. frost free,
2.1 4, CFC free,
5. Single dear.
2.2 | User's interface Manual
Software and/ or Inbuilt
standard of
communication(where
l ever required |
3.1 | Dimensions{metric) MA
3.2 | Weight (lbs, kg) - MNA
3.3 | Noise [in dBA) MNoise-free system
3.4 Heat dissipation Should maintain nominal temp and the heat should be disbursed
) | through a cooling mechanism
3.5 | Mobility, portability J_.&
- miﬂgﬁﬂfm RCE (electricit .LUFEE solar, gas, water, CO2 ....)
4.1 | Power requanments Electrical Reqmrement 2[][] 2313 VAT 50/60 Hz smgFe ﬂhase
_iz Battery operated Mo
4.3 Protection Should be provided with a voltage stabilizer (external or inbuilt) of
; appropriate ratings.
| 4.4 | Puwer consumption To be specified by vendor.
bt o 5. ACCESSORIES, SPARE PARTS, CONSUMABLE
N:ces.surles {mandatory, Should be provided with a voltage stabilizer (external or inbuilt) of
standard, optional); appropriate ratings.
5.1 | Spare parts (main ones);
Consumables/reagents
|open, closed system)

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS
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6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

| Atmos pheré} Ambience

(air conditioning,

1.0perating Condition: Capable of operating cantinuously in ambient
temperature of 5 to 40 deg C and relative humidity of 15 to 90% in

warnings

6.1 humidity, dust ...} ideal circumstances.
| User's care, Cleaning, Sterilization not required,
6.2 | Disinfection & Sterility
issues . SRR SS—T -
7. STANDARDS AND SAFETY
- Certificates [pre-market, 1. Should be US FDAJCE/BIS/CDSCO approved (USFDA/CE
sanitary,..); Performance requirements will be applicable anly when the Indian
and safety standards standards like BIS/COSCO are not available.)
(specific to the device 2. Manufacturer should have 150 13485 certification for quality
7.1 | type); Local and/or standards.
international 3. Electrical safety conforms to the standards for electrical safety
IEC 60601-1-General requirements (or equivalent BIS
Standard).
8. TRAINING AND INSTALLATION |
Pre- installation Availability of 5 Amp/15 Amp. Electrical Socket. :
requirements:
8.1
nature, values, quality,
tolerance _ =
89 Requirements for sign-off | Supplier to perform installation, safety and operatian checks before
’ handover.Local clinical staff ta affirm completion of installatian.
Training of staff (medical, | Training of users in operation and basic maintenance shall be provided.
&3 paramedical, technicians) | Advanced maintenance tasks required shall be documented,
9. WARRANTY AND MAINTENANCE | |
9.1 | Warranty 3 years, including all spares and calibration,
d _10. DOCUMENTATION |
Operating manuals, set Should provide 2 sets(hard copy and soft copy) of:
manuals, other manuals 1. User, technical and maintenance manuals should be supplied in
English/Hindi language along with machine diagrams;
2, List of equipment and procedures required for local calibration and
10.1 routine maintenance;
3, Service and operation manuals{original and Copy) to be provided,
4, Advanced maintenance tasks documentation;
5, Certificate of calibration and inspectian,
6. Satisfactory certificate for any existing installation from government
. hospital. ) -
10.2 Other accompanying List of essential spares and accessaries, with their part number and
™ | documents cost; =
S ? ‘11, Notes :
Service Support Contact Contact details of manufacturer, supplier and local service agent to be
111 details (Hierarchy Wise; provided;
including a toll Any Contract{ AMC/CMC/add-hoc) to be declared by the manufacturer,
free/landline number) _ B 1!
11.2 Recommendations or Any warning sign would be adequately displayed.
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~ TECHNICAL SPECIFICATIONS PO DIAGHNOSTICS EQUIPMENT REQUIREL (Y HEALTH AMD WELLMESS CENTRES {PILC & 54}

Varsion no, ; | Ver_1
Date: 15/09/2018
Dane by : {name.institution) HCT/NHSRC - -

UMDOMNS name

NAME, CATEGORY AND CODING
Sterlizing Units, Steam, Tabletop

UMDNS code(s)

16142

1. USE

o Eiihicﬂ purpase
1.1

Used by clinical
department/ward

1.2

Autoclaves are used for sterilization of infectious or clean materials.
- For effective sterilization for smaller work load,

- For decontamination of infected material prior to its disposal,

- For faster work in the laboratary.

Clinical Lab

Technical characteristics
(specific to this type of
device)

2.1

2.2 User's interface

| 1. Vertical autoclave, universal basic version for microbiological
standard laboratory to sterilize liquids, instruments, glassware, plastic
articles or general infectious waste.

2. Triple walled construction; chamber, basket, door lid, doorframe,
bolts made of corrosion-resistant material and able to prevent stress
cracking preferably made of high grade stainless steel sheet of 55-304
grade. Housing with 55 legs

3. Pressure vessel should be Hydraulic tested at factory with minimum
Hydraostatic Pressure: 2.5 kgfcm sq. (35 psi)

4. Working Chamber volume: approx. 70 -80 liters.

5. Electrically heated by immersion type heaters bearing 151 mark.

B. Fast safety lid lock with silicone gasket, it may be radial locking,
automatic locking, single lever locking, fly nut assembly mechanism
and with heat resistant/safety handle.

7. Manual water feed system with water level indicatar, pressure
gauge, steam release cock, spring loaded safety valve, water inlet and
water valves

8. Automatic Water Cut-off Device - To protect the heaters from
running dry and to ensure that the machine is automatically switched
off in case the desired water level falls below the prescribed level

9. Warking temperature: 121°C, Maximum ocperating temperature: 134
*C {273 °F).

10. Working pressure: 15 PSI, Maximum operating pressure: 2.5 bar or
36 Psl

Manual

Software and/ or
standard of
communication{where
ever required

2.3

|nbuilt

3. PHYSICAL CHARACTERISTICS

Dimensions{metric)
Weight {lbs, kg)

3.1
3.2 |

Ma&
MA
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TECERICAL SPECTFICATIONS FOR BAGNOSTICS EQUIPMENT REQUIRED K HEALTHE AND WELLNESS CENTHES ['HU % 5C)

Maoise (in dBA)

Moise-frae system

Heat dissipation

Mnbi]iw, puriéi:ilitv

Should maintain nominal temp and the heat should be disbursed
thruugh a molmg mechanism
Stationary Installation

3.5
4. ENERGY SUURCE {electrimtv, UPS, salar, gas, water, C02 ....)
B -4_1 Puwer requirements B Electru:ai Requirement ; 200-230 WVAC 50/60 Hz smgle phase _
K Battery operated Mo
4.3 Protection Should b:e provided with a valtage stabilizer (external or inbuilt) of ]
appropriate ratings. ]
4.4 | Power consumption To be spacified vendor.
5, ACCESSORIES, SPARE PARTS, CONSUMABLES
Accessories, [mandatory, | Stainless steel basket (where 2 fitin autoclave directly plus two spare
standard, optional); tatal 4},
Spare parts [main ones); Stainless steel wire basket (where 2 fit in autoclave directly plus two
5.1 Consumables/reagents spare total 4},

{open, closed system)

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS
6. ENVIRONMENTAL AND DEPARTMENTAL CONSIDERATIONS

Chemical indicator tape for sterilization (2],
Biological indicator (100],

Spare heating elements (twa],

Fuses (10) and silicone gaskets [2),

4

Atmosphere/Ambience
{air conditioning,

1 .Operating Condition: Capable of operating continuously in amblent
temperature of 5 to 40 deg C and relative humidity of 15 to 30% in

6.1 humidity, dust ...) ideal circumstances,
| User's care, Cleaning, Sterilization not required.
€.2 | Disinfection 8 Sterility
Issues .
; _ 7. STANDARDS AND SAFETY
Certificates (pre-market, 1. Should be US FDA/CE/BIS/CDSCO approved (USFDA/CE
sanitary,..); Performance requirements will be applicable only when the Indian
and safety standards standards like BIS/CDSCO are nat available.)
71 (specific to the device 2. Manufacturer should have IS0 13485 certification for quality
’ type); Local and/or standards.
international 3. Electrical safety conforms to the standards for electrical safety
|EC 60601-1-General requirements (or equivalent BIS
Standard].
8. TRAINING AND INSTALLATION
Pre- installation | Availability of 5 Amp/15 Amp. Electrical Socket.
a1 | requirements:
nature, values, quality,
| tolerance ;
Requirements for sign-off | Supplier to perfarm installation, safety and operation checks before
8.2 handowver,
f Local clinical staff to affirm completion of installation.
Training of staff (medical, | Training of users in operation and basic maintenance shall be pro'u'lded
A paramedical, technicians) | Advanced maintenance tasks required shall be documented.
' 9. WARRANTY AND MAINTENANCE
9.1 | Warranty [ 3 years, including all spares and calibration.
| ~10. DOCUMENTATION
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10.1

Operating manuals, set
manuals, other manuals

TECHMICAL SPECIFICATIONS FOR DIAGNUSTICY

REQUIRED [M HEALTIL AN WELLMESS CENTRES 110 & 500

i EQUIPMENT |

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

1. User, technical and maintenance manuals should be supplied in
English/Hindi language alang with machine diagrams;

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

3. Service and operation manuals{ariginal and Copy) to be provided;

4, Advanced maintenance tasks documentation;

5. Certificate of calibration and inspection,

6. Satistactory certificate for any existing installation from government

11.1

including a toll
freeflandline number)

hospital.
;2 Other accompanying List of essential spéres and accessories, with their part number and
documents cost; X
11. Notes
Service Support Contact Contact details of manufacturer, supplier and local service agent to be
details (Hierarchy Wise; provided;

Any Contract{AMC/CMC/add-hoc) to be declared by the manufacturer.

11.2

Recommendations or
warnings
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TECHRICAL SPECIFILATIONS FUR DIAGNOSTICS FOUIPMENT REQUIRED N HEALTIE ANDOWELLRESS CHPTRIS (PHUC & 50

L Al LTl e R L

UMDMN5 name

Version no. ; Ver 1
Date; 15/09/2018
| Done by : (name.institution) HCT/MNHSRC

NAME, CATEGORY AND CODING

Incubators, Laboratary

_U_I'-;-‘II-DNS codels)

27888

1. USE

Incubators designed to provide the appropriate environmental
conditions (e.g., temperature, humidity, gas concentration) necessary
for long-term laboratory tests or procedures.

Clinical purpose
1.1
i% Used by clinical
: department/ward

Clinical Lab

| Technical characteristics
{specific to this type of
device)

2.1

1. Inner chamber made up of Stainless steel make of 55-304 grade, full
length inner acrylic security glass doar,

2. Housing made of zinc galvanized sheet metal coated with epoxy,
hardened by heat treatment, corrosion resistant,

3. Triple wall with special grade glass wool insulation,

4. Temperature range, ambient+5°C to 80°C, £0.1°C resolution,

5. Controller/Digital indicator for Temperature.

6. Adjustable over-temperature protection controller so as to ensure
that the Incubator does not go beyond the set temperature
automatically gets cutoff after attaining the set temperature.

7. Pragrams stored on power failure so that when power is restored,
equipment continues to function on the previous programme.

2.2 | User's interface Manual
Software andf or In built a
standard of

2.3
communication{where
ever required

5 Q‘m o _-.'-.":. RIS .
31 Dimensions{metric) Size in mm approximately (of inner chamber):- 700(W) x 200({H)

x650(D), Capacity: 15 cu. ft.(approx. 400 liters) and door swing 65 cms

3.2 | Weight (Ibs, kg)

NA

3.3 | Noise (in dBA)

MNaise-free system

Heat dissipation

34

| through a cooling mechanism

Shudla maintain nominal temp and the heat should be disbursed

3.5 | Maobility, portability

e P

water, CO2 ....)

Power requirements |

4.1

Power: 230 volts, 50Hz AC, Mains single phase. The line cord / Power

cord supplied with the equipment shall be of acceptable durability,
length, and current carrying capacity complying with Indian Standards.

| 4.2 Battery operated

MNao

4.3 | Protection

Suitable Voltage regulator

i 4.4 | Power consumption

[ To be specified by vendor
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TECHNICAL SPECIFICATIONS FOR DIAGNGSTICS EQUIPMENT REQUIRES IN HEALTH AND WELLMESS CEMTRES (I"H & 50

5. A’CCESSDRIES SPARE PARTS, EDNSUMABLES

Accesso nes, (mandatory,
standard, optional);

Racks with different sizs,
Gloves different sizes,
Mercury Thermometer. 2 or 3 shelves, made of stainless steel and

5.1 | Spare parts (main anes);
Consumables/reagents innerillumination with sleek fluorescent tubes,
(open, closed system)
BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS
6. ENVIRONMENTAL AND DEPAR TMENTAL CONSIDERATIONS
Atmosphere/Ambience 1 .Operating Condition: Capable of operating continucusly in ambient
(air conditioning, temperature of 5 to 40 deg C and relative humidity of 15 to 90% in
6:d humidity, dust ...} ideal circumstances,
User's care, Cleaning, Sterilization not required.
6.2 | Disinfection & Sterility
issues
7. STANDARDS AND SAFETY
Certificates {pre-market, | 1. Should be US FDA/CE/BIS/CDSCO approved [USFDA/SCE
sanitary,..); Performance requirements will be applicable only when the Indian
and safety standards standards like BIS/CDSCO are not available.)
71 {specific to the device 2. Manufacturer and Supplier should have 150 13485
type); Local and/or certification for quality standards,
international 3. Electrical safety confarms to the standards for electrical safety
IEC 60601-1-General requirements{or equivalent BIS
| Standard),
8. TRAINING AND INSTALLATION o
Pre- installation Availability of 5 Amp/15 Amp. Electrical Socket.
81 requirements:
’ nature, values, quality,
tolerance -
Requirements for sign-off | Supplier to perfarm installation, safety and operation checks befare
8.2 handover.
Local clinical staff to affirm completion of installation,
8.3 Training of staff (medical, | Training of users in operation and basic maintenance shall be provided.
' paramedical, technicians) | Advanced maintenance tasks reguired shall be documented.
_ 9. WARRANTY AND MAINTENANCE
9.1 | Warranty | 3 years, including all spares and calibration,
i _y'-:-.-w.. ..- ',,.1._, :
Operating manuals, set Should provide 2 setsthard copy and snft copy] l:::f
manuals, other manuals 1, User, technical and maintenance manuals should be supplied in
English/Hindi language along with machine diagrams;
2. List of equipment and procedures reguired for local calibration and
101 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 | Other accompanying List of essential spares and accessories, with their part number and
| documents cost:
. - T Hotes
Service Support Contact Contact details of manufacturer, supplier and local service agent to be
11.1 | details (Hierarchy Wise; provided;
Any Contract{AMC/CMC/add-hoc) to be declared by the manufacturer,

-_A;I-ZIP'age




11.2

including a toll
freeflandline number)

Recommendations or

Warnings

TECHNICAL SPECIEICATIONS FOR DIAGNOSTICS EOUIPMERT REQUIBER IN 1EALTH AN WELLNESS CEMTRES (1THL & s}

Any warning sign would be adequateiv_d isplayed.
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TECHNICAL SPECIFICATIONS FUR THAGNOSTICS EQUIPMENT REBMRED IN HEALTH AND WELLNESS CENTRES [I'HE 5 S0C)

Yersion no,
Date:

ver_1
15/09/2018

Dane by : (name.institution)

LIMDMNS name

NAME, CATEGORY AND CODING

HCT/MHSRC

Pipettes, Measuring, Serological

UMDNS codels)

27723

. A T 3 |

Clinical purpose

amounts of liguid whose graduations continue down into the pipette's
tip,

Used by clinical
department/ward

Clinical Lab

2. TECHNICAL CHARACTERISTICS |

Technical characteristics
(specific to this type of

| 1. Single-channel microlitre pipettes.
2, Fully autoclavable {121 *C); Uv-resistant material,

device)
Pipette for Range Increment
Accuracy Precisian
0.5 to 10 pl 0.1 pL At least
+5.0-1.0% At least 3.0-0.4%
2 to 20 pL 0.1 pL
+3.0-1.0% 5-0.4%
20 to 200 L 1uL
+1.8-0.6% 0.7 to 0.2%
100 to 1000 pL 5L
Tl +1.0-0.6% 0.7 to 0.2%
In accuracy, first value applies to smallest volume, last one to
the largest volume in the stated range and In precision, first
value applies to smallest velume, last one to the largest
volume in the stated range
Three defined stops (single-button operation preferred);
- take-up from the first stop
- dispensing and blow out
- tip ejection.
Easy and safe tip ejection mechanism.
Fixation of adjusted volume.
5lim pipette shaft.
o o Cone for standard tips.
2.2 | User'sinterface Manual
Software and/ or standard | NA i
2.3 | of communication{where
ever required
3.1 | Dimensions{metric) ' MA
3.2 | Weight (Ibs, kg) NA '
3.3 | Noise {in dBA) Moise-free system
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JECHMICAL SI'EL

AFICATIONS FOR THAGNOSTICS EOUIIMENT REQUIRED IN ITEALTH AMDWELLNISS CEMTRES (PHC & SUJ

3.4 | Heat dissipation MA
_3_5 I‘;mbilitn,r, portability supplied in protective case for clean storage and safe transpert.
A 4. ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 ....)
[ 4.1 | Power requirements NA - =
4.2 | Battery operated A
4.3 | Protection MNA
_4_4 ] Power consumption MNA
5. ACCESSORIES, SPARE PARTS, CONSUMABLES
Accessories, (mandatory, | Disposable Tips (different volume comparator
standard, optional);
5.1 Spare parts (main ones);

Consumables/reagents
{open, closed system)

BIDDING/PROCUREMENT TERMS/DONATION REQUIREMENTS

Atmospheref/Ambience

MA

6.1 | (air conditioning,
| humidity, dust i) P
User's care, Cleaning, Sterilization required,
6.2 | Disinfection & Sterility
issues |
| _ 7. STANDARDS AND SAFETY
| Certificates (pre-market, 1. Should be US FDA/SCE/BIS/CDSCO approved (USFDA/CE
sanitary,..); Performance requirements will be applicable only when the Indian
and safety standards standards like BIS/CDSCO are not available.}
| (specific to the device 2. Manufacturer should have 150 13485 certification for guality
7.1 | type); Local and/or standards.
international 3.  Electrical safety conforms to the standards for electrical
safety IEC 60601-1-General requirements (or equivalent BIS
Standard).
Pre- installation MNA
a1 requirements:
nature, values, quality,
tolerance
8.2 | Requirements for sign-off | MNA
Training of staff {(medical, | Training of users in operation and basic maintenance shall be
8.3 | paramedical, technicians) provided,
Advanced maintenance tasks required shall be documented.
g.1 | Warranty 3 years, including all spares and calibration.
| : - 10. DOCUMENTATION
Operating manuals, set Shuuid pravide 2 sets(hard copy and soft cumr} of:
manuals, other manuals 1. User, technical and maintenance manuals should be supplied in
English/Hindi language along with machine diagrams;
2. List of equipment and procedures required for local calibration and
10.1 routine maintenance;

3. Service and aperation manuals{original and Copy) to be provided;
4, Advanced maintenance tasks documentation;
5, Certificate of calibration and inspectian,
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10.2

TECHNICAL SPECIFIECATIOMNS POl DIAGNDSTICS BOUTPMENT REQUTRED IN HEALTH AND WELLNESS CENTHRES (PHE & 50C)

& Satisfactory certificate for any existing installation from government
hospital.

Other acco mpanying
ducl._: ments

List of essential spares and accessaries, with their part number and
cost;

11. Notes

Service Support Contact
details (Hierarchy Wise;

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

111 including a tall Ay Contract{ AMC/CMCfadd-hoc) to be declared by the manufacturer,
freeflandline number)
11.2 Recommendations or Any warning sign would be adequately displayed.

warnings
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TECHNICAL SPECIFICATIONS FOR DIAGNDSTICS EQUIEMENT REQUIKED IN HEALTH AND WELLNESS CENTREY (I'HI

& 50)

e e e R R A

UMDNS name

[ Version no. : [ ver 1
' Date: 15/09/2018
Done by : (name. institution) HCT/MHSRC

NAME, CATEGORY AND CODING

| Centrifuges, Flaor, Low-Speed, Non refrigerated, Blood Bank

" UMDNS code(s)

| 15115

1. USE

department/ward

1.1 | Clinical purpose Mon refrigerated low-speed floor centrifuges used to centrifuge
solutions of suspended red blood cells, enhancing agglutination and
promating the formation of packed cells at the bottom of the
container (e.g., tubes, bags).

1.2 | Used by clinical Lab/Blood bank

2

2.1

Technical characteristics

1. Speed Range 500 to 4500 rpm on load with variable speed

{specific to this type of regulatar,
device) 2. It should be fitted with digital timer 0-5% minutes and digital
speed indicator; LED/LCD display
3. The machine should be supplied with angle rotor head having 12
tubes of 15 ml capacity.
4. |t should be supplied with stainless steel tube carrier, rubber
cushions, graduated glass tubes of 15 ml capacity graduated plastic
tubes of 15ml capacity.
5. The lid should be double walled, made of steel sheet/ABS plastic
injection moulding for extra safety.
6. It should also be fitted with electronic lid lock which should not
open when machins is in running condition.
7. The Motor of machine should be fitted with anti vibration pads.
8. Should be well packed in the thermo-cool box.
: ) 9, Can accommodate 12 tubes at a time.
2.2 | User'sinterface Manual
2.3 | Software and/ or standard As Applicable
of communication{where
ever required
3.1 | Dimensions(metric)
3.2 | Weight (lbs, kg)
3.3 | Noise {i'n dBA) Moise Free System
3.4 | Heat dissipation Should maintain nominal temperature and the heat should
disbursed through a cooling mechanism.
3.5 | Maobhility, portability Portable
= 4. ENERGY SOURCE (electricity, UPS, solar, gas, water, CO2 ...
4.1 | Power requirements Electrical Requirement : 200-230 VAC 50/60 Hz.
4.2 | Battery operated a An UPS with 30 minutes back up shall be provided,
4.3 | Protection Stabilizer to be provided.
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TECHMICAL SPECIFICATIONS FUR BIAGNOSTIES EQUIPMENT REQUIRED [N FIEALTI AND WELLKESS CENTRES [PEIC & 3C

4.4 Power consum ption

Ta be specified by service pravider

5. ACCESSORIES, SPARE PARTS, EﬂHSUMABLES

(5.1

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

F q\ :

6.1 ntmusphere,?hmhience{air
conditioning, humidity, dust
iis)

6.2 | User's :ére, Cleaniné,

Disinfection & Sterility

issue

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

Eﬂml-iz_a-ﬁbmﬁeﬁuired for hand piece, tips and forceps.

Complete with comprehensive 5et oF spare parts and a 5u|lahle
capacity voltage stabilizer. Also supplied complete instruction

rmanual, cord and plug, dust cover, 12 spare rubber cushions, 2 spare

fuse and 3 sets of

| carbans

specifications,

separately.
BIDDING!PR{!EUREMENT TERMS/D

of maotar. The make, rating, model, description,
price, guantity of each item shall be furnished

ATION REQUIREMENTS

1 .Cperating Condition: Capable of uperatig EDﬂ]I"Ii.IDIJ|'|.I'
in ambient temperature of 5 1o 40 deg C and relative
hurmidity of 15 ta 90% in ideal circumstances,

1. Should be US FDA/CE/BIS/CDSCO approved (USFDA/CE
requirements will be applicable only when the Indian
standards like BIS/CDSCO are not available.)

2. Manufacturer should have 150 13485 certification for
quality standards.

3.  Electrical safety conforms to the standards for electrical
safety IEC 60601-1-General requirements {or equivalent BIS
Standard).

MAvailability of 5 Amp/15 Amp. Electrical Socket.

Pre- installation

requirements:

nature, values, quality,

tolerance
8.2 | Requirements for sign-off Supplier to perform installation, safety and operation checks before

| handover. Local clinical staff to affirm completion of installation.

B3 :Fra_h:ling of staff (medical, Training of users in operation and basic maintenance shall be

paramedical, technicians) provided.

Advanced maintenance tasks required shall be documented.

m 3 -,,rears. Includmg ﬁ:r all spares and calibration work.

Operating manuals, set
manuals, other manuals

Shuu[d pruwde 2 sets{hard copy and soft copy} of:

1. User, technical and maintenance manuals should be supplied in
English/Hindi/Regional 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

Other accompanying
documents

List of essential spares and accessories, with their part number and

cost,




11.1

11.2

TECHNICAL SPECIETCATIONS PO DIAGNUSTICS EOUIPAMIRT REQEIRED IR IGALTH A% WELLNESS CENTRES (P & S

Servica Suppnr‘t-tonta'ct
details (Hierarchy Wise;
including a toll free/landline

_number}

Recommendations or
warnings

49 | Page
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Contact details of manufacturer, supplier and local service agent to

he provided;
Any Contract{AMC/ M/ add -hoc) ta be declared by the

manufactu_r_!::r.

' Ay warning sign would be adequately displayed,




Test to be conducted at PHC or
nearest hub laboratory at

Human resource
required for

S.no. | Diagnostic test CHC/SDH/DH (in which case Remarks conducting the | Product / Equipment Required
sample transported from PHC test at sub
to the hub laboratory) centre
b Nisumendiiti a) PHC Tgetsamp'eifﬂgfhize tebls W::” a) ANM/Lab Tech | a) Hemoglobinometer / b}
emogliobin e transporte o e neares
b} Hub lab (CHC/SDH/DH b) Lab Tech Hematology analyser
} (CHC/SDH/DH) |\ b 1aboratory at CHC/SDH/DH. ; By anay
2 TLEA Hub lab (CHC/SDH/DH) If transportation time of Lab taih Hematology analyser
samples from PHC to nearest
3 DLCA Hub lab (CHC/SDH/DH} hub laboratory is high because Labitech Hematology analyser
of large distance or poor road
4 | Platelet count* Hub lab (CHC/SDH/DH) connectivity, then these tests Lab tech bl il
will be carried out at PHC itself
CBC Hub lab (CHC/SDH/DH) and the PHC will then be Lab tech Hematology analyser
2 provided with a hematology
. Manual with readi ing E
6 ESRA Hub lab (CHC/SDH/DH) analyser. Lab tech anual with reading using ESR
analyser.
7 Blood g'roup” PHC Lab tech Blood group kit (manual)
VT
8 | Peripheral blood film# Hub lab (CHC/SDH/DH) Lab tech IEroscopy
9 Human L:hc:-rmnu: gonadotropin PHC ANM/Lab tech Rapid card test
(HCG) (Urine test for pregnancy)®
ILJrInE t‘iﬂ furtph, SRR glrazl:z, Multiparameter  urine  strip
eucocyte esierase, giuc N ) i
PHC Lab tech ;
0 bilirubin, urohilinogen, ketone, (dipstick)
protein, nitrite®
11 Urine Microscopy PHC Lab tech Microscopy
12 24-hours urinary protein- PHC Lab tech -

A As per the indicative list under FDSI for PHC

* For endemic areas only




Test to be conducted at PHC or
nearest hub laboratory at

Human resource
required for

S.no. | Diagnostic test CHC/SDH/DH (in which case Remarks conducting the | Product / Equipment Required
sample transported from PHC test at sub
to the hub laboratory) centre
13 Stool for ova and cyst® PHC Lab tech Microscopy
Rapid card test for combined
: —
14 Test for Dengue® PHC ANM/Lab tech bt dutged, [aM AN e
antibodies
15 | Sickling Test for Sickle cell anemia Hub lab {CHC/SDH/DH) iR It TICTOSEORY
a) Microscopy b) Rapid card
a) MP slide method * and a) Lab tech b) tests for combined
16 . . PHC
b} M3|arlﬂ fﬂptd testh ANM}FLab tECh P_Falciparuw‘l and P.vivax
17 | RPR/VDRL test for syphilis® PHC ANM/Lab tech Rapid card test
Need to follow guidelines from
18 HIV test [Antibodies 1/2 and HIV PHC NACO, and plrn‘tcrcnffnr new- ANM/Lab tech Rapid card test
1/2)n born screening (ICTC centre
level}
19 | Hepatitis B surface antigen test PHC ANM/Lab tech | Rapid card test
20 | Sputum for AFB® PHC Lab tech Kiicrascopy
21 | Typhoid test (IgM) PHC ANM/Lab tach | Rapid card test
a) PHC The samples for these tests will 2) ANM/Lab tech a)  Glucometer | by} II:ullﬁ,-'
22 Blood sugar® b) Hub lab be transported to the nearest 61 L5b tech automated Biochemistry
hub laboratory at CHC/SDH/DH. analyser

A As per the indicative hist under FDSI for PHC

* For endemic areas only




Test to be conducted at PHC or
nearest hub laboratory at

Remarks

Human resource
required for
conducting the

Product / Equipment Required

S.no. | Diagnostic test CHC/SDH/DH (in which case

sample transported from PHC
to the hub laboratory)
23 Glucose Tolerance test (GTT) Hub lab -(CHC/SDH/DH)
24 5. Bilirubin (T)* Hub lab (CHC/SDH/DH)
25 5. Bilirubin direct and indirect Hub lab (CHC/SDH/DH)
26 | Serum creatinine Hub lab (CHC/SDH/DH)
27 Blood Urea Hub lab (CHC/SDH/DH)
28 SGPT Hub lab (CHC/SDH/DH)
29 SGOT Hub lab (CHC/SDH/DH)
30 5. Alkalirne Phosphatase Hub lab (CHC/SDH/DH}
31 | S.Total Protein Hub lab [CHC/SDH/DH)
32 | S. Albumin & AG ratio Hub lab [CHC/SDH/DH)
33 5. Total Cholesterol Hub lab (CHC/SDH/DH)
34 5. Triglycerides Hub lab {(CHC/SOH/DH)
35 S.NVLDL Hub lab (CHC/SDH/DH)
36 S.HDL Hub lab (CHC/SDH/DH)

If transportation time of
samples from PHC to nearest
hub laboratory is high because
of large distance or poor road
connectivity, then these tests
will be carried out at the PHC
itself and the PHC will then be

provided a semi-automated
biochemistry analyser.

test at sub
centre

Fully automated biochemistry
Lab tech analyser

Fully automated biochemistr
Lab tech Y ¥

analyser

Fully automated biochemistr
Lab tech v y

analyser

Fully automated biochemistr
Lab tech Y ¥

analyser

Fully automated biochemistr
Lab tech Y Y

analyser

Fully automated biochemistr
Lab tech Y Y

analyser

Fully automated biochemistr
Lab tech v Y

analyser

Fully automated biochemistr
Lab tech v !

analyser

Fully automated biochemistr
Lab tech Y Y

analyser

Fully automated biochemistr
Lab tech Y v

analyser

Fully automated biochemistr
Lab tech v Y

analyser

Fully automated biochemistr
Lab tech 4 Y

analyser

Fully automated biochemistr
Lab tech ¥ Y

analyser

Fully automated biochemistr
Lab tech Y Y

analyser

A As per the indicative list under FDSI for PHC

* For endemic areas only




Test to be conducted at PHC or
nearest hub laboratory at

Human resource
required for

5.no. | Diagnostic test CHC/SDH/DH (in which case Remarks conducting the | Product / Equipment Required
sample transported from PHC test at sub
to the hub laboratory) centre
37 |s. oL Hub lab (CHC/SDH/DH) Lab tech Fully automated biochemistry
analyser
38 Stool for Occult Blood Hub Lab (CHC/SDH/DH) Lab tech Manual Kit
39 Serum Sodium & Potassium Hub Lab {CHC/SDH/DH) Lab tech Electrolyte Analyser
40 HCV Antibody Test (Anti HCV) PHC ANM/Lab tech Rapid card test
g | sy count and. atele Hub lab (CHC/SDH/DH) Lab Tech Manual Method
eosinophil
42 Bleeding time and clotting time" PHC ANM/Lab tech Manual
43 Smear for RTI/STD Hub lab (CHC/SDH/DH) Lab tech Wet mounting, gram staining
44 Smear for leprosy Hub lab (DH) Lab tech Microscopy
a5 | /Stem.stEining; foes glnical Hub lab (CHC/SDH/DH) Lab tech Micrascopy
specimen
46 Throat swab for Diphtheria Hub lab {DH) Lab tech Microscopy
47 Pap smear Hub lab (DH) Pathologist Microscopy
48 | Visual Inspection Acetic Acid (VIA) PHC ANM Manual
49 rk39 for Kala Azar* PHC {endemic areas only) Lab tech Rapid card test
Hub lab (CHC/SDH/DH) (if
50 Filariasis* Microscopy) otherwise PHC for Lab tech Microscopy/Filaria Strip test???
Filaria Strip test
51 TB = Montoux PHC Lab tech Manual
36 | Redistiontestion eening Hub lab (CHC/SDH/DH) Lab tech Manual
G6PD deficiency | - AN .
53 TSH I{inlcluding far new-born Hub lab (DH) . Fhemiluminescence
screening) immunoassay
. Y i ; Manual culture and automated
Urtne Caltureand antimizrobial Hub lab (DH) Microbiologist bacterial identification and

sensitivity

A As per the indicative list under FDSI for PHC

* For endemic areas only

antimicrobial sensitivity




Automated coagulation

inTi h
55 Prothrombin Time (PT) Hub lab [CHC/SDH/DH) Lab tec analyser |
56 Activated partial thromboplastin : Automated coagulation
Hima Hub lab {CHC/SDH/DH) Lal? tech soalysar
57 RA factor (Quantitative) ~ Hub lab (CHC/SDH/DH) Lab tech Turbidometer
sg | CRP(including new born) Hub lab (CHC/SDH/DH) Lab tech Turbidometer
(Quantitative) ]
oz Fully automated biochemistry
59 | Uric Acid Hub lab (CHC/SDH/DH) Lab tech ariabisat
60 lapanese Encephalitis* Ei R L If.ELFSM"JPH{: Lab tech ELISA/Rapid
_(Rapid) |
61 | Scrub typhus Test* Hub lab (DH if ELISA)/PHC Lab tech ELISA/Weil Felix
(Rapid) 3
. [alitesk Electrolyte analyser with |
B2 Serum Calcium Hub lab (CHC/SDH/DH) ab tec indirect ion selective electrode
63 Cytology ~ Hub lab (DH) ~ Pathologist Microscopy

~ As per the indicative list under FDSI for PHC

* For endemic areas only




