IE CHNI@ COMMITEE EVALUATION REPORT FOR TENDER NO: -184 (Digital Invasive Hemoglobinometer, strips)/APMSIDC/MEDICINE WING/2025-26

Firm Name :

SENSA CORE MEDICAL INSTRUMENTATION PVT LTD

Firm Remarks :

Valid manufacturing license in case of Bidder as a Manufacturer / Wholesale Licenses license in case of Bidder as a Distributor. They

' should submit Drug License copies from statutory body of concerned Licensing authorities of Central/State Government

Scanned copy of Valid ISO/BIS/CE/ISI Certificate of manufacturing company. In case of imported products, scanned copy Valid quality
Certificate of manufacturing company of foreign company.

" Latest Non-conviction Certificate issued by the licensing authority of the State certifying that the firm/company has not been
convicted by manufacturer or distributor. Not less than 12 months from the date of commencement of tender.

’smw 0\

\'{"h, &ub—uwl%c‘\ bar@= £

Remarks

Oy 03 L1 b

Documents Submitted by the
Firm May Be/May Not Be
Considered as per Tender

Conditions.

o
1.3«91?73_9_9_9?_&t%_._m&:e__v:: _____________________________________________

Firm Name :

SENSA CORE MEDICAL INSTRUMENTATION PVT LTD

Final Remarks on Valid Manufacturing

Final Item Status

S.No Item | 1o Name Strength Prilimin?ry R.emarks on .Va'lid Priliminary Evaluation
Code Manufacturl.ng License /Valid import status (Considered-YES, License /Valid import license /COPP (Considered/ Not-
license /COPP Not-Considered-NO) Considered)
1 7184 |Digital Invasive Specifications as per ) ) \‘f
Hemoglobinometer, strips tender document b Chims ke WucHias R ’
and Consumables as per GOI o ! L,\ T s 5 WL lc, \
Wiﬂ?v = cﬁu {92V
Priliminary Remarks Final Remarks
o B ey fld
& —
Signature /\/\_Q/ [Ro 5 RV LA Signature B
Name ( by, LR T TR |9 Name -
. . Ny " . :
Designation : _ =) Jtac Designation :
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Technical Evaluation of T No 184 (HB Strips along with Haemoglobinometer)
M/s SENSA CORE MEDICAL INSTRUMENTATION PVT LTD
I. Technical Remarks
P 1 -
Va|IF! manufacturing license in case of BldQer as a Manufggtureerholesale Licenses license in case of Bidder as a Distributor. They should submit Drug License \ SUW\.\_* d D-% \j Ut e Oviyg W
() |copies from statutory body of concerned Licensing authorities of Central/State Government
MEy| 108\ 10\q | 00004 b—{ov Ho Auclyeer,
Scanned copy of Valid ISO/BIS/CE/ISI Certificate of manufacturing company. In case of imported products, scanned copy Valid quality Certificate of manufacturing Ty Rt S \5.-. Qs €\ Lﬂmh"‘?l\ Coln OWg
() |company of foreign company. . :
. . ey
2 Sl d | b0 172046 v b Culbnlecde veld wple
Latest Non-conviction Certificate issued by the licensing authority of the State certifying that the firm/company has not been convicted by manufacturer or distributor. = J )__1_1
()  |Not less than 12 months from the date of commencement of tender. "
3 Subwiild [Mree Smwad om §lov|verb
Il. Technical Characteristics Additional State requirements Amendment after pre bid Technical Preliminary Remarks Technical Final Remarks
1 Worki Firviisis Reflectance Photometry/ Absorbance
) PKing; princii Photometry
2. Parameter Blood Hemoglobin level
3 Range of Hb estimation 0-25 gm/dl
4. Volume of blood sample required 10- 50 pl
5. Sample material Capillary or venous whole blood
6. Measuring time Less than one minute
i Calibration Auto calibration
Sensitivity more than 90%, Specificity more
8. Accuracy than 90% and Bias less than 0.5 gm/dl
(Limits of agreement) (1 gm/dl) P =
Accuracy parameters listed in point 10 T T\ .—klvvu\ A s Y CS 2
should be corroborated by two (2) peer y ] K=
9 Publications for verification of reviewed indexed journals publications. The ‘P ulrs cebonr. went, L
. accuracy studies should be community based, done ,Q! C\J | ot \Nok— G, T MM:-«}-&
in two different Indian settings by two . 1 L
independent teams of investigators. \.T‘O"! C\ aFo c\ AD C\,O WA I a QH_(_,M\—
{ '™
User Interface IWSAWCOTOW AR WA %
10. |Memory to store data 500 tests -~
11.  |On-screen result display LCD or LED display
12. Wireless Connectivity Desirable - Bluetooth
Automated data transfer to
portal/app.
13. Data transfer Dt_esuable ~pirovisid fer-data franster o Data integration/ transfer with State
printer and PC . S
Government mobile applications and
dashboards, ABDM compliant
Physical Characteristics
14. Dimensions (metric) Not more than 15 cm X 10 cm X 20 cm
15.  |Weight (grams) Should not be more than 500 grams
16. Portability Should be portable
Energy Source
17 Power requirement Battery operated work as well on direct
) 4 S connection with electricity source (AC)
AA batteries/ Lithium rechargeable battery,
either inbuilt (with charging cable) or
18. Battery detachable (with external charger)
Should be able to perform up to 500 tests
on battery when fully charged
- The device should turn off/sleep mode after
19. Automatic shut down & vinifies SERG S
Environmental Consideration
Should be functional and capable of being
stored in the temperature range of 5 - 50
. ; e ”
20.  |Working temperature and humidity dzg(];?e Celsius and relative humidity of 15%
- 0

[u\wﬂ‘”}
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Il. Technical Characteristics

Additional State requirements

Amendment after pre bid

Technical Preliminary Remarks

Technical Final Remarks

Should also be able to work at extreme of
temperatures and high humidity
Easy to disinfect and clean by user
including the part of equipment which
comes in contact with bloocd
Printed user manual with details of how to
: clean, disinfect and use the device to be
21. Cl e . .
User eaire/ Clganing provided along with the device
The cleaning material (cloth, solution or any
other material required) for the lens and
device should be provided with the device
Specifications of Strips, Accessories, Spare Parts, Consumables
22 Cuvette/ Strip -Working Stable at temperature 5 — 50 degreeCelsius,
) environment and high humidity
Should be stable at room temperature of 10

23.  |Cuvette/ Strip-Storage environment | 40 degreeCelsius, and high humidity
Shelf life for storage should be at least two
years | ~ A :

24. Auto disabled lancet Single use 23 gauze U Udnn e Apy o ek N

For every 1500 strips one(01) oot Anbal b d
A compact sling bag with provision for suitable digital invasive
25. Carrying Bag device and all consumable required should | Hemoglobinometer as per mentioned
be provided to facilitate portability specifications should be supplied with
free of cost.
Quality Control, Standards and Safety " .
Should be provided along with device. —PS Ll M- C\ O Car~e 1V
Liquid controls of three range- low, normal . .

26. |Control solutions and high hemoglobin values MO -‘S' kJ':' i | o'
Controls should be thermostable at room W—{ \ \VD \'LO'\ J\ovvo q, ™
temperature el C s Yep |\ Soliubowg

No change, same as tender specification. S
*Valid CDSCO license duly CDSCO ISO 13485 certification: ST . c\
amended till date for point-of-care ; Vta_ﬂidthSfCO]ice_r:se ﬁuiy arr:fan:jecti. till d?te for.{):i]gtaag-gige and near =1 "'? WAL V\-o\h "V‘\\-M’b\'\"
and near Patient lesiin in-vitro atient testing, in-vitro diagnostic testing along wi 5 ~ A - A 5 ] O~
diagnostic testin along,with ISO certification.(Gol specification)  *Valid CDSCO manufacturing license of p s c c
1 3385 ceniﬁcatign g control solution (State Specification) IEC 60601 L B MD _q r an \"c"{
for electricity safety: ; 1 ‘ e
CDSCO ISO 13485 certification *IIEC 60601 speciﬁes[f the electrgmagnetic compatibility (EMC) to prevent Covdii=o )
electromagnetic interference. (Gol specification) *IEC 61010-2-1:2010 to 14 -
protect users, Patients and operators from hazards including electric sh@&_;m 4 A bl H A
n/al . . fire hazards and temperalure hazards.(State Specification) ;
Valid C?Sco,ma”“fad”””g license | . cording to notice no. IVD/Misc/196/2020 dated 25 October 2023, 1 LB} &< ok
of control solution haemoglobin analysers are classified into two categories: Class A and TRy Le “aaN q N
Class C. Analysers intended for near-patient testing fall under Class C. The Cn (5’ )
Central Drugs Standard Control Qrganisation (CDSCO) defines near-patient )_q « YA AR 7—’%”
testing as "Any device that is not intended for self-testing, but is intended to t
- " perform testing outside a laboratory environment, generally near, or at the
7. Gartification IEC 60601 specifies the side of the patient by a health professional.”
electromagnetic compatibility (EMC) As per the notice dated 2.5th Qct 20?3, a Cle_nss C CDSCO license is
to prevent electromagnetic mandatory, as we are doing the testing outside the laboratory, which is nota
interferance controlled environment.Standard IEC 61010-2-1:2010 is applicable and
critical for IVD devices. It includes user safety from electrical shock and
mechanical hazards, as well as safe handling in non-lab environments. It is
mandatory for operators using the device in the field.
IEC 60601 for electricity safety
Standard IEC 61010-1:2010 includes basic tests, not IVD-specific. For IVD,
IEC 61010-2-1:2010 to protect users, standard IEC 61010-2-1:2010 is mandatory.
Patients and operators from hazards
including electric shock, fire hazards
and temperature hazards.
f |
3 Batch testing quality assurance report from No change, same as tender specification. Clarification: Batch = Tl S aa ot

28. Batch testing report an accredited agency shall be provided for testing quality assurance will be provided by a laboratory that has \ . (\ el L ] W
the device/ cuvette/strip an MD-24 license from CDSCO. e \,.\r' . Re \ ~& 'S
Quality assurance recommendation ¢ uof{,’-\-«ﬂ Arv\ wr O L \Lt.‘-, P

29 UesdcstonisH sabisfaction [Certificate by at least two other States

’ = based on supply and use of device by those
states
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Il. Technical Characteristics Additional State requirements Amendment after pre bid Technical Preliminary Remarks Technical Final Remarks

Service Support

Contact details of manufacturer, supplier

30. Service support and service agent to be provided

Toll free number for service to be printed on
the device

Free onsite training for the doctors, CHO,
ANM, RBSK teams. At least two trainings
31.  |Training (one training at the time of installation and
another training after six months, i.e.,
refresher training)

32. Warranty and on-site AMC For 3 years each

Biomedical Waste Management and Infection control

Detailed instructions for safe disposal of all
33 Safe disposal of sharps biomedical waste generated (including
sharp) during testing should be provided

Detailed instruction for minimizing risk of
34. Infection control infection transmission during testing by
contamination of DIH should be provided

Preliminary Remarks:
Final Remarks:

Signature: \ \ q\w»b

Signature:
I~
Name: j & \) JMC\\/}
p Name:
("‘\.
) Lo~ ) 2wely
Designation: D \ﬂ w\ﬁﬂc r
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Sample Evaluation of T No 184 (HB Strips along with Haemoglobinometer)

M/s SENSA CORE MEDICAL INSTRUMENTATION PVT LTD

l. Technical Characteristics

Additional State
requirements

Amendment after pre bid

Sample Remarks

Sample status

1. |Working principle

Reflectance Photometry/

Absorbance Photometry Rf-\'\h..c)cmcq. Pholom ey CX
2. |Parameter Blood Hemoglobin level ' "es
Range of Hb
s estimation 0-25 gm/d| O - as:b YQP
Volume of blood
% sample required 10-50 ul (O e
5. |Sample material Capillary or venous whole blood Copillony D Veuow <CJ
6. |Measuring time Less than one minute ' 20ece we)
7. |Calibration Auto calibration ml cesd coR\nBNOw e
Sensitivity more than 90%,
L — Specificity more than 90% and Bias Roth ticdiey from red
' y less than 0.5 gm/dl (Limits of L*boiéjgu‘*l e MO
agreement) (£1 gm/dl) r\# cowsolexad ot uuﬁm
e O W)
Accuracy parameters listed in point
10 should be corroborated by two .
Publications for (2) peer reviewed indexed journals ook Subwmatre e
9. |verification of publications. The studies should be COMW\M:"\"( Ruted KO .
accuracy community based, done in two
different Indian settings by two pukstreddnony
independent teams of investigators.
User Interface
10. ?;’:m'y o atore 500 tests 1000 Te—re eddy e
On-screen result .
11. display LCD or LED display LD SION
Wireless :
12. Connectivity Desirable - Bluetooth Rlip testt o4
Automated data PYo oM .*eﬂ Dododyouies
transfer to o prunker 0
portal/app. Rap Autowoaded Dods. MMty N
N : - 6 Pt skl
, Data integration/ l
Desirable — provision for data :
13. |Data transfer e — transfer with State
P Government mobile Doke %,m:ggo‘]aon PRV
applications and O oNed ND

dashboards, ABDM
compliant

o Mbuwvf NONL

Physical

Characteristics

14. |Dimensions (metric)

Not more than 15 cm X 10 cm X 20
cm

10 M RE Lptm % Qo







l. Technical Characteristics

Additional State

requirements

Amendment after pre bid

Sample Remarks

Sample status

15.

Weight (grams)

Should not be more than 500
grams

90 gw-

o

16.

Portability

Should be portable

74

2]

Ene

rgy Source

1.

Power requirements

Battery operated work as well on
direct connection with electricity
source (AC)

Wbaﬁepf eunal eﬂedc-hkd&y

(o

18.

Battery

AA batteries/ Lithium rechargeable
battery, either inbuilt (with charging
cable) or detachable (with external
charger)

M WA WA Qeauavgﬂ)dw
el Deko thus L

ve)

Should be able to perform up to 500
tests on battery when fully charged

|ooo Tetks

e

19.

Automatic shut
down

The device should turn off/sleep
mode after 5 minutes of no use

5 Min

Environmental Consideration

20,

Working
temperature and
humidity

Should be functional and capable of
being stored in the temperature
range of 5 — 50 degree Celsius and
relative humidity of 15% - 90%

Should also be able to work at
extreme of temperatures and high
humidity

21,

User care/ Cleaning

Easy to disinfect and clean by user
including the part of equipment
which comes in contact with blood

Printed user manual with details of
how to clean, disinfect and use the
device to be provided along with the
device

The cleaning material (cloth,
solution or any other material
required) for the lens and device
should be provided with the device

Specifications of Stri

ns, Accessories, Spare Parts,

22,

Cuvette/ Strip -
Working

Stable at temperature 5 — 50
degreeCelsius, and high humidity

environment

Y




I. Technical Characteristics

Additional State
requirements

Amendment after pre bid

Sample Remarks

Sample status

Cuvette/ Strip-

Should be stable at room
temperature of 10 — 40

)

23. |Storage degreeCelsius, and high humidity
eiviranment Shelf life for storage should be at
least two years ‘fC)S
24. |Auto disabled lancet |Single use 23 gauze X Wq[ﬁ. We 2-% YO/S
For every 1500 strips
one(01) suitable
A compact sling bag with provision |digital invasive
25. |Carrying Bag for device and all consumable Hemoglobinometer 7’(%
' required should be provided to as per mentioned
facilitate portability specifications should
be supplied with free
of cost.
Quality Control, Standards and Safety
Should be provided along with
device. Liquid controls of three e/g
. range- low, normal and high 7
26. |Control solutions :
hemoglobin values
Controls should be thermostable at .7%
room temperature
* Valid CDSCO No change, same as tender specification.
i ul CDSCO ISO 13485 certification:
Ial‘c:sgﬁgecclj t?lll date for |* Valid CDSCO license duly amended till date for point-of- The Fiwm  wed=
point-of-care and care anc_:l near Patient testi_r!g, in-vitro diagnostic testing Culpniitted clovh-C-
near Patient testing along with 1ISO 13485 certn.‘lcati'on.(GoI specification) . o MO,
. ; .2 1*V/alid CDSCO manufacturing license of control solution -9 Cnf\"&-EALO&{—
o in-vitro diagnostic | g4ate Specification) IEC 60601
CDSCO ISO 13485 certification testing along with for electricity safety’
ISO 13485 *|EC 60601 specifies the electromagnetic compatibility
certification (EMC) to prevent electromagnetic interference. (Gol
*Valid CDSCO specification) *IEC 61010-2-1:2010 to protect users,
manufacturing Patients and operators from hazards including electric ‘-f e ye!
license of control shock, fire hazards and temperature hazards.(State C o colulion)
solution Specification)
According to notice no. IVD/Misc/196/2020 dated 25
IEC 60601 specifies Oc;tober 20203|, haeAmogCIioCb:n an(a;ly;‘;ers| are claisifideddir;to two| Tee 61010 - 2~ 200
the electromagnetic |categories: Llass A an ass C. Analysers intended for
compatibility (?EMC) near-patient testing fall under Class C. The Central Drugs er}\h Culomitretd odpe
27. |Certification to prevent Standard C_ontrol Organisa}ion (CQSCO) defines near- . ANYO
electromagnetic patient testing as "Any device that is not intended for self- TEC Glow-1" °1°
interference testing, but is intended to perform testing outside a fpwh\ C e an e

laboratory environment, generally near, or at the side of the




|. Technical Characteristics

Additional State
requirements

Amendment after pre bid

Sample Remarks

Sample status

IEC 60601 for electricity safety

I[EC 61010-2-1:2010
to protect users,
Patients and
operators from
hazards including
electric shock, fire
hazards and
temperature hazards.

patient by a health professional."

As per the notice dated 25th Oct 2023, a Class C CDSCO
license is mandatory, as we are doing the testing outside
the laboratory, which is not a controlled
environment.Standard IEC 61010-2-1:2010 is applicable
and critical for IVD devices. It includes user safety from
electrical shock and mechanical hazards, as well as safe
handling in non-lab environments. It is mandatory for
operators using the device in the field.

Standard IEC 61010-1:2010 includes basic tests, not |VD-
specific. For IVD, standard IEC 61010-2-1:2010 is
mandatory.

28.

Batch testing report

Batch testing quality assurance
report from an accredited agency
shall be provided for the device/
cuvette/strip

No change, same as tender specification. Clarification:
Batch testing quality assurance will be provided by a
laboratory that has an MD-24 license from CDSCO.

ot cubni tred

MO

29.

User/Customer
satisfaction

Quality assurance recommendation
[/Certificate by at least two other
States based on supply and use of
device by those states

Po & oMAA‘ e upnhited
But- - et Bredd
Sobfectd I

Serv

ice Support

30.

Service support

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

&

Toll free number for service to be
printed on the device

e

31.

Training

Free onsite training for the doctors,
CHO, ANM, RBSK teams. At least
two trainings (one training at the
time of installation and another
training after six months, i.e.,
refresher training)

!

32,

Warranty and on-site
AMC

For 3 years each

1o

Biomedical Waste Management and Infection control

33.

Safe disposal of
sharps

Detailed instructions for safe
disposal of all biomedical waste
generated (including sharp) during
testing should be provided

reA




l. Technical Characteristics

requirements

Additional State

Amendment after pre bid

Sample Remarks

Sample status

Detailed instruction for minimizing
risk of infection transmission during
testing by contamination of DIH
should be provided

34. |Infection control

e

Remarks:

Committee member:@ Dy LSS {-\—_DQJ.A/'\

Signature: @/

Name:

Designation:gl‘n’e POOA-»UJ Of-ﬁc,b) Aub
- ound

eT D ,

Committee member: @
Signature: ﬁ \VA DM f7‘h“>
Name: ﬁ \Jf chNJ') W r

D, mH N

Designation:

NYN\/\L y PE ﬂ’/jﬁ/u/d“q
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AL COMMITEE EVALUATION REPORT FOR TENDER NO: -184 (Digital Invasive Hemoglobinometer, strips)/APMSIDC/MEDICINE WING/2025-26

TECH.
Documents Submitted by the
) ) . Firm May Be/May Not Be
Firm Name : Wrig Nanosystems Pvt Ltd Firm Remarks : Considered as per Tender
Remarks Conditions.
A i : . . . . . _._ . Qubmided T
Valid manufacturing license in case of Bidder as a Manufacturer / Wholesale Licenses license in case of Bidder as a Distributor. They ted -
! should submit Drug License copies from statutory body of concerned Licensing authorities of Central/State Government Valrd oy m M UCQ,\},L MC“/} ke /OILS,fc";éQ((/
...................................................................................................................................................................... v 1 e S S

veo Fool L20lS

Scanned copy of Valid 1ISO/BIS/CE/ISI Certificate of manufacturing company. In case of imported products, scanned copy Valid quality
Is0 134852016

Certificate of manufacturing company of foreign company.

" Latest Non-conviction Certificate issued by the licensing authority of the State certifying that the firm/company has not been sbmutr
convicted by manufacturer or distributor. Not less than 12 months from the date of commencement of tender. Veaid pocc ma’tj ke (opgiciey o 4
Firm Name : Wrig Nanosystems Pvt Ltd
S.No Item | o Name Strength Prilimin?ry R.emarks on 'Va.lid Priliminary Evaluation Final Remarks on Valid Manufacturing Final Item Status
Code Manufactun‘ng License /Valid import status (Considered-YES, License /Valid import license /COPP (Considered/ Not-
license /COPP Not-Considered-NO) Considered)
. . SubmiRef yuid medial Dene o

1 17184 |Digital Invasive Specifications as per YC‘“UC’ madial Deut N)C"“’”J ke (‘cr\—j:@s’(ud
Hemoglobinometer, strips tender document nlks Wepy 'n Form  mop-9
and Consumables as per GOI

Priliminary Remarks Final Remarks

applied tlem ey ke uldend -

Signature GS C’JG 19 leu (2026 Signature

Name : £ - CpeblsuoRae Name o

Designation : DT J¢, & : 0T i Designation :
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Technical Evaluation of T No 184 (HB Strips along with Haemoglobinometer)

M/s Wrig Nanosystems Pvt Ltd

I. Technical

Remarks

U]

Valid manufacturing license in case of Bidder as a Manufacturer / Wholesale Licenses license in case of Bidder as a Distributor. They should submit Drug License
copies from statutory body of concerned Licensing authorities of Central/State Government

Yen: submitd Lieshe in Form mD-Q bor He mog@hm matoning S L/i!em
Funkhesh yalid Licedss io Form mD-G o1 Tesk BT P2 conbl gclihin

(m

company of foreign company.

Scanned copy of Valid ISO/BIS/CE/ISI Certificate of manufacturing company. In case of imported products, scanned copy Valid quality Certificate of manufacturing

Y provided valid 750 ool
velid 150

o Wo) )} Ctiibib'(a’i
PUCS: 2016 b

)]

Latest Non-conviction Certificate issued by the licensing authority of the State certifying that the firm/company has not been convicted by manufacturer or distributor.
Not less than 12 months from the date of commencement of tender.

Yes « pyovidesd vaid wec, di-

28loF 2025

ll. Technical Characteristics

Additional State requirements

Amendment after pre bid

Technical Preliminary Remarks

Technical Final Remarks

Reflectance Photometry/ Absorbance

- 90%

1. Working principle Photomeltry
2. Parameter Blood Hemoglobin level
3 Range of Hb estimation 0-25 gm/di
4, Volume of blood sample required 10- 50 pl
5. Sample material Capillary or venous whole blood
6. Measuring time Less than one minute
1. Calibration Auto calibration
Sensitivity more than 90%, Specificity more
8. Accuracy than 90% and Bias less than 0.5 gm/d|
(Limits of agreement) (+1 gm/dl)
Accuracy parameters listed in point 10 e =
should be corroborated by two (2) peer 7@7
9 Publications for verification of reviewed indexed journals publications. The
’ accuracy studies should be community based, done
in two different Indian settings by two
independent teams of investigators.
User Interface
10. Memory to store data 500 tests
11. On-screen result display LCD or LED display
12. Wireless Connectivity Desirable - Bluetooth
Automated data transfer to
portal/app.
Desi B -
13. Data transfer e;s:rable Rrowislonfor dala teanateht Data integration/ transfer with State
printer and PC . -
Government mobile applications and
dashboards, ABDM compliant
Physical Characteristics
14. Dimensions (metric) Not more than 15 cm X 10 cm X 20 cm
15. Weight (grams) Should not be more than 500 grams
16. Portability Should be portable
Energy Source
17 p —— Battery operated work as well on direct
) i connection with electricity source (AC)
AA batteries/ Lithium rechargeable battery,
either inbuilt (with charging cable) or
18. Battery detachable (with external charger)
Should be able to perform up to 500 tests
on battery when fully charged
. The device should turn off/sleep mode after
19. Automatic shut down BRI G B (i5E
Environmental Consideration
Should be functional and capable of being
stored in the temperature range of 5 - 50
; : o o
20, Working temperature and humidity degree Celsius and relative humidity of 15%
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nical Characteristics

Additional State requirements

Amendment after pre bid

Technical Preliminary Remarks

Technical Final Remarks

Il. Tech

Should also be able to work at extreme of
temperatures and high humidity

Easy to disinfect and clean by user
including the part of equipment which
comes in contact with blood

User carel Cleaning

Printed user manual with details of how to
clean, disinfect and use the device to be

1 ) . .
2 provided along with the device
The cleaning material (cloth, solution or any
other material required) for the lens and
device should be provided with the device
Specifications of Strips, Accessories, Spare Parts, Consumables
22 Cuvette/ Strip -Working Stable at temperature 5 — 50 degreeCelsius,
" |environment and high humidity
Should be stable at room temperature of 10
23 Cuvette/ Strip-Storage environment | 40 degreeCelsius, and high humidity
Shelf life for storage should be at least two
years
24, Auto disabled lancet Single use 23 gauze
For every 1500 strips one(01)
A compact sling bag with provision for suitable digital invasive
25.  |Carrying Bag device and all consumable required should | Hemoglobinometer as per mentioned
be provided to facilitate portability specifications should be supplied with
free of cost.
Quality Control, Standards and Safety
Should be provided along with device.
Liquid controls of three range- low, normal
26. Control solutions and high hemoglobin values
Controls should be thermostable at room
temperature
No change, same as tender specification. 3G ¢ ] ho_ m Iy ) C \(ug)_ c
* Valid CDSCO license duly CDSCO ISO 13485 certification: il bl Aubmied "
amended till date for point-of-care ~ |* Valid CDSCO license duly amended till date for point-of-care and near WGy in Torm oD ard a0
and near Patient testing, in-vitro Patient testing, in-vitro diagnostic testing along with ISO 13485 g L g A e
dkigriastic estln alongwiih 1SO certification.(Gol specification) ~ *Valid CDSCO manufacturing license of Sdamidied ‘\?Ok\d 150131 &5"; 20l
g g g control solution (State Specification) IEC 60601 (SMne.
13485 certification for electricity safety:
CDSCO ISO 13485 certification *IEC 60601 specifies the electromagnetic compatibility (EMC) to prevent
electromagnetic interference. (Gol specification) *IEC 61010-2-1:2010 to Yes - submille) valid Ucense in
protect users, Patients and operators from hazards including electric shock, - D65 ﬂ ¢ 'y’ / [_L
g i fire hazards and temperature hazards.(State Specification) o mP-S oy ool Sduin
Vaiid GLSCO menufesturing HOeNss [y o b o i o, MDIMISEMSB2020 dehed 25 Cttonias 2023, n
of control solution haemoglobin analysers are classified into two categories: Class A and
Class C. Analysers intended for near-patient testing fall under Class C. The
Central Drugs Standard Control Organisation (CDSCO) defines near-patient
testing as "Any device that is not intended for self-testing, but is intended to
S g perform testing outside a laboratory environment, generally near, or at the
27.  |Certification IEC 60601 specifies the side of the patient by a health professional
electromagnetic compatibility (EMC) |As per the notice dated 25th Oct 2023, a Class C CDSCO license is
to pr to ; mandatory, as we are doing the testing outside the laboratory, which is not a
intzrfevgrr:tczlem magnetic controlled environment.Standard IEC 61010-2-1:2010 is applicable and
e critical for IVD devices. It includes user safety from electrical shock and
mechanical hazards, as well as safe handling in non-lab environments. It is
mandatory for operators using the device in the field.
IEC 60601 for electricity safety
Standard IEC 61010-1:2010 includes basic tests, not IVD-specific. For IVD,
IEC 61010-2-1:2010 to protect users standard IEC 61010-2-1:2010 is mandatory.
Patients and operators from hazards
including electric shock, fire hazards
and temperature hazards.
Batch testing quality assurance report from No change, same as tender specification. Clarification: Batch e [rrm Submiled 03\ T halds Peg.h’rga L
28. Batch testing report an accredited agency shall be provided for testing quality assurance will be provided by a laboratory that has | ¥¢fuds £70m m)e Inafﬂmﬁi"? irtiu;(m:’
the device/ cuvette/strip an MD-24 license from CDSCO. YR h o'l wp whits 'ﬁ,if’,i.”fi\f :
Quality assurance recommendation ¥
29 DserlCiistomar satisfction [/Certificate by at least two other States

based on supply and use of device by those
states
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Il. Technical Characteristics

Additional State requirements

Amendment after pre bid

Technical Preliminary Remarks

Technical Final Remarks

u Service Support

- 30. Service support

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

Toll free number for service to be printed on
the device

31. Training

Free onsite training for the doctors, CHO,
ANM, RBSK teams. At least two trainings
(one training at the time of installation and
another training after six months, i.e.,
refresher training)

32. Warranty and on-site AMC

For 3 years each

Biomedical Waste Management and Infection control

33. Safe disposal of sharps

Detailed instructions for safe disposal of all
biomedical waste generated (including
sharp) during testing should be provided

34. Infection control

Detailed instruction for minimizing risk of
infection transmission during testing by
contamination of DIH should be provided

Preliminary Remarks:

3 —the bym  Sebruled vabid mdycal deanle mik. U (ense
W Fovm mp.q ke He .$hn”o(jbb}b moniovi %&l@m and vald
-C liony fo sips, Cavdl  Sdwrion

Signature:

Name: Nabud  nyce

D RS e i Provided gid Too 13UES 2elb GabEER)

= Howevd, e byvm  could ~ot Produe He valed medal Devite

Designation:

mik. U e bo' Ao disbled O 23 goup

Hente | the apphied jlem  may ke (uers) ablés Sbmitsin oF
Nabd  medid devia ol Wy for Aulodisabld lantat- 23 SOk

and

Lo

the e
Gwill
A

aflen moohng Mo  othg,  velalad

ke vele bied [ij the  ConCensnec/ d(y(di}mom‘ (,Hn'(ra[é_') -

g__///; /
( = o,)gf/wz(

DT V¢, j‘/ unkey

Final Remarks:

Signature:

Name:

Designation:

e bitakions of Me Danle
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Sample Evaluation of T No 184 (HB Strips alonqg with Haemoglobinometer)

M/s Wrig Nanosystems Pvt Ltd

. Technical Characteristics

Additional State
requirements

Amendment after pre bid

Sample Remarks

Sample status

Reflectance Photometry/

E zél_?\

1. |Working principle | ,\p o0 hance Photometry WWPRM kjw
2. |Parameter Blood Hemoglobin level )
Range of Hb d '
L — 2 5. L
3. |oetiration 0-25 gm/d| © 59w Yes
4. |Volume of blood 4 g4, o— 12 ul Me
sample required
5. |Sample material Capillary or venous whole blood Cahx&m of\,'uémel\)\/’ )
6. |Measuring time Less than one minute Wicta w\ todec Yeo
7. |Calibration Auto calibration yes
Sensitivity more than 90%, ot \o\h’ q2-£9,
ifi i o i * L) . .\
8. |Accuracy ISpeclﬁclty more than QO_A: and Bias J Aot A c.dw) 9o sz \1(’/)
ess than 0.5 gm/dl (Limits of ‘
agreement) (1 gm/dI) Blaw O 2G4,
Accuracy parameters listed in point p w/u"mwej{ rmwm'cﬂ He/)
10 should be corroborated by two B ), Twe &
Publications for (2) peer reviewed indexed journals . W
9. |verification of publications. The studies should be W
accuracy community based, done in two Ao (ﬂ)
different Indian settings by two
independent teams of investigators.
User Interface
10, [yomory (o S1Ore 500 tests 1000 Lot Ye,
On-screen result .
()
1. | Gisplay LCD or LED display LCD 9
Wireless :
12. | Connectivity Desirable - Bluetooth £ hre HosUn Yes
Automated data
transfer to Hotovrnald ’{’\“’“")ﬂ'& ‘je,o
portal/app. of o ta
, B - Data integration/ 5 ; D
13. |Data transfer Desirable — provision for data transfar with State Dt MWV AL aJo, Wi\l
transfer to printer and PC . \ Faom N WS
Government mobile C\g\/\mw L A Qavale
applications and boy (T
dashboards, ABDM G—HJ"\ Gt o DIy 3
compliant ARDM G AN Yey A O
Physical Characteristics
14, iDimsnstons (metfic) (I:Ir?It more than 15 cm X 10 cm X 20 AT f'édz(/w;(’“” \f(’))

APMSIDC
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. Technical Characteristics

Additional State

requirements

Amendment after pre bid

Sample Remarks

Sample status

Should not be more than 500

15. |Weight (grams) s Jofon ML
16. |Portability Should be portable wen we)
Energy Source
Battery operated work as well on Lot UA tawn N,r)\ou\ﬁeﬂ,'d[b y
17. |Power requirements |direct connection with electricity “)

source (AC)

18.

Battery

AA batteries/ Lithium rechargeable
battery, either inbuilt (with charging
cable) or detachable (with external
charger)

Yer

Should be able to perform up to 500
tests on battery when fully charged

uo

19,

Automatic shut
down

The device should turn off/sleep
mode after 5 minutes of no use

Environmental Consideration

20.

Working
temperature and
humidity

Should be functional and capable of
being stored in the temperature
range of 5 — 50 degree Celsius and
relative humidity of 15% - 90%

Should also be able to work at
extreme of temperatures and high
humidity

21.

User care/ Cleaning

Easy to disinfect and clean by user
including the part of equipment
which comes in contact with blood

Yes

Printed user manual with details of
how to clean, disinfect and use the
device to be provided along with the
device

yer

The cleaning material (cloth,
solution or any other material
required) for the lens and device
should be provided with the device

We

Specifications of Stri

ns, Accessories, Spare Parts,

22.

Cuvette/ Strip -
Working
environment

Stable at temperature 5 — 50
degreeCelsius, and high humidity

5 52

Y

APMSIDC
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Page 30f5

I. Technical Characteristics Afe(zgic::?r:::fste Amendment after pre bid Sample Remarks Sample status
Should be stable at room o U~
Cuvette/ Strip- temperature of 10 — 40 "
23. |Storage degreeCelsius, and high humidity
envIronIment Shelf life for storage should be at ves,
| ik
east two years
24. |Auto disabled lancet |Single use 23 gauze HN)& Al ?"551 ‘1"4
For every 1500 strips
one(01) suitable \1@)
A compact sling bag with provision |digital invasive
25. |Carrying Bag for device and all consumable Hemoglobinometer
' required should be provided to as per mentioned
facilitate portability specifications should
be supplied with free
of cost.
Quality Control, Standards and Safety
Should be provided along with
device. Liquid controls of three Wen
26. |Control solutions ety S- Iow, nerinal anid high
hemoglobin values
Controls should be thermostable at Ve
room temperature
*Valid CDSCO No change, same as tender specification. .
license duly CDSCO ISO 13485 certification: Ww ot © He/)
i * Valid CDSCO license duly amended till date for point-of- = '
Eggﬂgﬁg;:iia:g teF c?re andhntlegr Patient testing, in-vitro diagnostic testing Lo MWMD@’
. . along with 1ISO 13485 certification.(Gol specification) ) e
irll'le-\?it[rzac?izg:fsi}?g’ *\S/alid (SZDSC.JFO manufacturing license of control solution G"’V\d wd J,.f@
CDSCO ISO 13485 cerfiication  testing along With  |1or sieot ety safory, ECB080T 112U€5 2 20/ tudnkiod
ISO 13485 *|EC 60601 specifies the electromagnetic compatibility
certification (EMC) to prevent electromagnetic interference. (Gol
*Valid CDSCO specification) *IEC 61010-2-1:2010 to protect users,
manufacturing Patients and operators from hazards including electric L’i%
license of control shock, fire hazards and temperature hazards.(State
solution Specification)
According to notice no. IVD/Misc/196/2020 dated 25
IEC 60601 specifies |October 2023, haemoglobin analysers are classified into two en
the electromagnetic categories: Class A and Class C. Analysers intended for \'1
compatibility (EMC) |near-patient testing fall under Class C. The Central Drugs
27. |Certification to prevent Standard Control Organisation (CDSCO) defines near-
electromagnetic patignt testlpg_as "Any device that is npt inten(;led for self-
- testing, but is |_ntended to perform testing outside a
laboratory environment, generally near, or at the side of the

T No 184 (HB Strips along with Haemoglobinometar)



I. Technical Characteristics

Additional State
requirements

Amendment after pre bid

Sample Remarks

Sample status

IEC 60601 for electricity safety

IEC 61010-2-1:2010
to protect users,
Patients and
operators from
hazards including
electric shock, fire
hazards and
temperature hazards.

patient by a health professional.”

As per the notice dated 25th Oct 2023, a Class C CDSCO
license is mandatory, as we are doing the testing outside
the laboratory, which is not a controlled
environment.Standard IEC 61010-2-1:2010 is applicable
and critical for IVD devices. It includes user safety from
electrical shock and mechanical hazards, as well as safe
handling in non-lab environments. It is mandatory for
operators using the device in the field.

Standard IEC 61010-1:2010 includes basic tests, not IVD-
specific. For IVD, standard IEC 61010-2-1:2010 is
mandatory.

28.

Batch testing report

Batch testing quality assurance
report from an accredited agency
shall be provided for the device/
cuvette/strip

No change, same as tender specification. Clarification:
Batch testing quality assurance will be provided by a
laboratory that has an MD-24 license from CDSCO.

Nt ddei i

N O-

29,

User/Customer
satisfaction

Quality assurance recommendation
[/Certificate by at least two other
States based on supply and use of
device by those states

Serv

ice Support

30.

Service support

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

Toll free number for service to be
printed on the device

31.

Training

Free onsite training for the doctors,
CHO, ANM, RBSK teams. At least
two trainings (one training at the
time of installation and another
training after six months, i.e.,
refresher training)

32.

Warranty and on-site
ANC

For 3 years each

e

Biomedical Waste Management and Infection control

33.

Safe disposal of
sharps

Detailed instructions for safe
disposal of all biomedical waste
generated (including sharp) during

testing should be provided

APMSIDC
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. Technical Characteristics

Additional State

reguirements

Amendment after pre bid

Sample Remarks

Sample status

34.

Infection control

Detailed instruction for minimizing
risk of infection transmission during
testing by contamination of DIH
should be provided

e

Remarks:

Committee member:

Signature:

Name:

(s

D LASSH DeLh

Designation: Clale MOM 01'{:(&0-4 My 2 (0D

APMSIDC

Committee member:

Signature: %’V rmk‘ )
@\ Soinky At

—p M)

Name:

Designation:
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