Quality And Accreditation Institute

Centre for International Accreditation

(formerly Centre for Laboratory Accreditation)

;\ \i:’/ /\: D
Certificate of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

has been assessed and accredited in accordance with the Standard
ISO/IEC 17025:2017

‘General Requirements for the Competence of Testing and Calibration Laboratories”
In the field of

Testing

This certificate remains valid for the Scope of Accreditation as specified
in the annexure subject to continued compliance to the above standard &

any other requzrements specified by QAI

QﬂI/CIﬂ/TL /2 024/0088
Valid from: 26 November 2024 Valid until: 25 November 2026
i )g ~—=
Dr. Bhupendra Kumar Rana Prof. Vikram Kumar
Chief Executive Officer Chair, CIA

User is advised to verify the current scope of accreditation by visiting our website: www.qai.org.in



http://www.qai.org.in/
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

QAI/CIA/TL,/2024/0088

Valid from: 26 November 2024

Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
1 Medical electrical equipment Burst immunity test IEC 60601-1-2:2014 /AMD1:2020;
' auip y IS 13450: Part 1: SEC 2: 2024
2 Medical electrical equipment Electrical fast transient (EFT) IEC 60601-1-2:2014 /AMD1:2020;
' Ical electrical equiprzeg Gl AsSEe! IS 13450: Part 1: SEC 2: 2024
. : . L. IEC 60601-1-2:2014 /AMD1:2020;
3. Medical electrical equipment Conducted emission test
IS 13450: Part 1: SEC 2: 2024
4 Medical electrical equioment Electrostatic discharge IEC 60601-1-2:2014 /AMD1:2020;
’ guip immunity test IS 13450: Part 1: SEC 2: 2024
i ) . High energy / telecom Surge IEC 60601-1-2:2014 /AMD1:2020;
5. Medical electrical t
edical electrical equIPment 1 munity test IS 13450: Part 1: SEC 2: 2024
6 Medical electrical equipment Harmonic current Emission test IEC 60601-1-2:2014 /AMERR020;
' k quip IS 13450: Part 1: SEC 2: 2024
7 Medical electrical eauibment Power frequency Magnetic field | IEC 60601-1-2:2014 /AMD1:2020;
' quip Immunity test IS 13450: Part 1: SEC 2: 2024
Volt di hort Int ti
8 Medical electrical equipment agdE:/goeltalp:’\/:ri(:\I‘tio:seI:;un:Julr?irt]s IEC 60601-1-2:2014 /AMD1:2020;
' aue & Y1 |5 13450: Part 1: SEC 2: 2024
tests
. . . . IEC 60601-1:2020; IS 13450: Part
9. Medical electrical equipment Cl. 4 general requirements 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

Cl. 4.1 conditions for application
10. Medical electrical equipment to ME equipment or ME
systems

IEC 60601-1:2020; IS 13450: Part
1:2024

Cl. 4.2 risk management process IEC 60601-1:2020;

11. Medical electrical equipment for me equipment or ME IS 13450: Part 1:2024
systems
12 Medical electrical equipment Cl. 4.3 essential performance IEC. 60601-1:20205
' ) S P IS 13450: Part 1:2024
IEC 60601-1:2020;
13. Medical electrical equipment Cl. 4.4 expected service life

IS 13450: Part 1:2024

Cl. 4.5 alternative risk control
14. Medical electrical equipment measures or test methods for
ME equipment or ME systems

IEC 60601-1:2020;
IS 13450: Part 1:2024

Cl. 4.6 ME equipment or ME IEC 60601-1:2020;

15. Medical electrical i t t ts that tact th
edical electrical equipmen sys.em parts that contact the < TaasoliE 024
patient
16 Medical electrical eauipment Cl. 4.7 single fault condition for | IEC 60601-1:2020;
' quip ME equipment IS 13450: Part 1:2024
. . . Cl. 4.8 components of ME IEC 60601-1:2020;
17. Medical electrical equipment .
equipment IS 13450: Part 1:2024
, . =g
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 20f46

signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 4.9 use of components with
18 Medical electrical equipment high-integrity characteristics in IEC 60601-1:2020;
' auip gh-integrity IS 13450: Part 1:2024
ME equipment
19. Medical electrical equipment Cl. 4.10 power supply IEC 60601-1:2020;
IS 13450: Part 1:2024
20. Medical electrical equipment Cl. 4.11 power input IEC'0601.1.2020;
IS 13450: Part 1:2024
21 Medical electrical eauibment Cl. 5 general requirements for IEC 60601-1:2020;
’ g'P testing me equipment IS 13450: Part 1:2024
22. Medical electrical equipment Cl. 5.1 type tests IRgg-0601-1:2020;
IS 13450: Part 1:2024
23. Medical electrical equipment Cl. 5.2 number of samples IEC 60601-1:2020;
IS 13450: Part 1:2024
. . . Cl. 5.3 ambient temperature, IEC 60601-1:2020;
24, Medical electrical equipment s .
humidity, atmospheric pressure | IS 13450: Part 1:2024
25. Medical electrical equipment Cl. 5.4 other conditions IEC 60601120888
IS 13450: Part 1:2024
26 Medical electrical equipment :Lljrfésr\:u:arjtlt\:r\;ocl):‘asgues' Itype i IEC 60601-1:2020;
' auip ’ PP, IS 13450: Part 1:2024
frequency
27. Medical electrical equipment Cl. 5.6 repairs and modifications IEC 60601-1:2020;
IS 13450: Part 1:2024
)8, Medical electrical equipment Cl. 5.7 humidity preconditioning | IEC 60601-1:2020;
treatment IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

WWW.qai.org.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
29. Medical electrical equipment Cl. 5.8 sequence of tests IEC 60601-1:2020;
IS 13450: Part 1:2024
. . . Cl. 5.9 determination of applied | IEC 60601-1:2020;
30. Medical electrical equipment )
parts and accessible parts IS 13450: Part 1:2024
. . . Cl. 6 classification of ME IEC 60601-1:2020;
31. Medical electrical equipment .
equipment and ME systems IS 13450: Part 1:2024
32. Medical electrical equipment Cl. 6.1 general ) °601-1:2020;
IS 13450: Part 1:2024
Cl. 6.2 protecti inst IEC 60601-1:2020;
33. Medical electrical equipment .pro ectgy el ’
electric shock IS 13450: Part 1:2024
34. Medical electrical equipment Cl. 6.4 method(s) of sterilization IEC 60601-1:2020;
IS 13450: Part 1:2024
35 Medical electrical equibment Cl. 6.5 suitability for use in an IEC 60601-1:2020;
’ quip oxygen rich environment IS 13450: Part 1:2024
IEC 60601-1:2020;
36. Medical electrical equipment Cl. 6.6 mode of operation 6 020;
IS 13450: Part 1:2024
37 Medical electrical equipment i((::ll;er?tirf?ceatei?)ilpnr?:rrl](tin and IEC 60601-1:2020;
' auip ’ & IS 13450: Part 1:2024
documents
IEC 60601-1:2020;
38. Medical electrical equipment Cl. 7.1 general !
IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
39 Medical electrical . ; Cl. 7.2 marking on the outside IEC 60601-1:2020;
' edicalelectrical equIPMENt 1 of me equipment or ME IS 13450: Part 1:2024
40 Medical electrical equipment IC\:/II.E7(;3:iqar:1kgr]§ z:]lf/lhlge neide et IEC 60601-1:2020;
' auip . adip IS 13450: Part 1:2024
equipment parts
41 Medical electrical equibment Cl. 7.4 marking of controls and IEC 60601-1:2020;
' cal electrical equipment 4 struments IS 13450: Part 1:2024
42. Medical electrical equipment Cl. 7.5 safety signs IEC 60601-1:2020;
IS 13450: Part 1:2024
43. Medical electrical equipment Cl. 7.6 symbols IEC 60601-1:2020;
IS 13450: Part 1:2024
! . . Cl. 7.7 colours of the insulation IEC 60601-1:2020;
44, Medical electrical equipment
of conductors IS 13450: Part 1:2024
. ) . Cl. 7.8 indicator lights and IEC 60601-1:2020;
45. Medical electrical equipment
controls IS 13450: Part 1:2024
Cl.7.9 i IEC 60601-1:2020;
46. Medical electrical equipment accompanying
documents IS 13450: Part 1:2024
Cl. 8 protection against |EC 60601-1:2020:
47. Medical electrical equipment electrical hazards from ME ) ’
i IS 13450: Part 1:2024
equipment
48 Medical electrical eauipment Cl. 8.1 fundamental rule of IEC 60601-1:2020;
’ aue protection against electric shock | IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
49 Medical electrical equibment Cl. 8.2 requirements related to IEC 60601-1:2020;
. ic ctric uipmen
quip power sources IS 13450: Part 1:2024
50, Medical electrical equipment Cl. 8.3 classification of applied IEC 60601-1:2020;
parts IS 13450: Part 1:2024
. . . Cl. 8.4 limitation of voltage, IEC 60601-1:2020;
51. Medical electrical equipment
current or energy IS 13450: Part 1:2024
52. Medical electrical equipment Cl. 8.5 separation of parts IEC 60601-1-30Q;
IS 13450: Part 1:2024
Cl. 8.6 protective earthing,
. . . functional earthing and IEC 60601-1:2020;
53. Medical electrical equipment f ¥
potential equalization of ME IS 13450: Part 1:2024
equipment
. . . Cl. 8.7 leakage currents and IEC 60601-1:2020;
54, Medical electrical equipment . 5
patient auxiliary currents IS 13450: Part 1:2024
55. Medical electrical equipment Cl. 8.8 insulation IEC 60601-1:2020;
IS 13450: Part 1:2024
56, Medical electrical equipment C.I. 8.9 creepage distances and IEC 60601-1:2020;
air clearances IS 13450: Part 1:2024
57. Medical electrical equipment Cl. 8.10 components and wiring IEC 60601-1:2020;
IS 13450: Part 1:2024
58 Medical electrical equioment Cl. 8.11 mains parts, IEC 60601-1:2020;
’ aup components and layout IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

QAI/CIA/TL,/2024/0088

Valid from: 26 November 2024

Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
59 Medical electrical equipment Eﬂl;aihpar:itczcltfl\c:;aariilr(;tME IEC 60601-1:2020;
' auip . IS 13450: Part 1:2024
equipment and ME systems
. . . Cl. 9.1 mechanical hazards of IEC 60601-1:2020;
60. Medical electrical equipment .
ME equipment IS 13450: Part 1:2024
61 Medical electrical eauipment Cl. 9.2 mechanical hazards IEC 60601-1:2020;
’ quip associated with moving parts IS 13450: Part 1:2024
. . ' Cl. 9.? mech.anlcal hazard IEC 60601-1:2020;
62. Medical electrical equipment associated with surfaces,
IS 13450: Part 1:2024
corners and edges
63. Medical electrical equipment Cl. 9.4 instability hazards IRg°0601-1:2020;
IS 13450: Part 1:2024
64. Medical electrical equipment Cl. 9.5 expelled parts hazard IEC 60601-1:2020;
IS 13450: Part 1:2024
65 Medical electrical equipment ((i:\juz:or::rl: ean:ggtrltrasound) IEC 60601-1.2088
' fa’ ne IS 13450: Part 1:2024
and vibration
. . . Cl.9.7 pr(?ssure vessels ar?d IEC 60601-1:2020;
66. Medical electrical equipment parts subject to pneumatic and
) IS 13450: Part 1:2024
hydraulic pressure
. . . Cl. 9.8 mechanical hazards IEC 60601-1:2020;
67. Medical electrical equipment ] .
associated with support systems | IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 10 protection against
. . . . IEC 60601-1:2020;
68. Medical electrical equipment unwanted and excessive
. IS 13450: Part 1:2024
radiation hazards
69 Medical electrical equipment E:e.ult(::naa::za(;tiit:' g?tri]:;a’ IEC 60601-1:2020;
' o o P IS 13450: Part 1:2024
radiation
IEC 60601-1:2020;
70. Medical electrical equipment Cl. 10.3 microwave radiation o
IS 13450: Part 1:2024
71. Medical electrical equipment Cl. 10.4 lasers IR4°0601-1:2020;
IS 13450: Part 1:2024
7 Medical electrical eauibment Cl. 10.5 other visible IEC 60601-1:2020;
' guP electromagnetic radiation IS 13450: Part 1:2024
73. Medical electrical equipment Cl. 10.6 infrared radiation IEC 60601-1:2020;
IS 13450: Part 1:2024
74. Medical electrical equipment Cl. 10.7 ultraviolet radiation IEC 60601-1:2020;
IS 13450: Part 1:2024
Cl. 11 protection against
. . . - IEC 60601-1:2020;
75. Medical electrical equipment excessive temperatures and
IS 13450: Part 1:2024
other hazards
. . . Cl. 11.1 excessive temperatures | IEC 60601-1:2020;
76. Medical electrical equipment . .
in me equipment IS 13450: Part 1:2024
77. Medical electrical equipment Cl. 11.2 fire prevention IEC 60601-1:2020;
IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024
I/CIA/TL/2024/0088
UU/CIA/IL 2024/ Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment

Cl. 11.3 constructional
IEC 60601-1:2020;

78. Medical electrical i t i ts for fi I
edical electrical equipmen requirements for fire enclosures | o/ 0 o 15004

of ME equipment

Cl. 11.4 ME equipment and ME
79. Medical electrical equipment systems intended for use with
flammable anaesthetics

IEC 60601-1:2020;
IS 13450: Part 1:2024

Cl. 11.5 ME equipment and ME

80 Medical electrical eauipment systems intended for use in IEC 60601-1:2020;
' P conjunction with flammable IS 13450: Part 1:2024
agents
Cl. 11.6 overflow, spillage,
leakage, ingress of water or
) . . particulate matter, cleaning, IEC 60601-1:2020;
81. Medical electrical equipment . . o
disinfection, sterilization and IS 13450: Part 1:2024

compatibility with substances
used with the me equipment

Cl. 11.8 interruption of the
82. Medical electrical equipment power supply / supply mains to
me equipment

IEC 60601-1:2020;
IS 13450: Part 1:2024

Cl. 12 accuracy of controls and
83. Medical electrical equipment instruments and protection
against hazardous outputs

IEC 60601-1:2020;
IS 13450: Part 1:2024

. ¢
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 13 hazardous situations and |EC 60601-1:2020:
84. Medical electrical equipment fauIF conditions for ME IS 13450: Part 1:2024
equipment
85 Medical electrical eauipment Cl. 13.1 specific hazardous IEC 60601-1:2020;
' 2k situations IS 13450: Part 1:2024
86. Medical electrical equipment Cl. 13.2 single fault conditions IEC 60604={.2020;
IS 13450: Part 1:2024
87 Medical electrical equibment Cl. 14 programmable electrical IEC 60601-1:2020;
' quip medical systems (PEMS) IS 13450: Part 1:2024
| . . Cl. 15 construction of ME IEC 60601-1:2020;
88. Medical electrical equipment .
equipment IS 13450: Part 1:2024
Cl. 15.1 arrangements of
89 Medical electrical equipment controls and indicators of ME I550601-1:2020;
' ~ _ IS 13450: Part 1:2024
equipment
90. Medical electrical equipment Cl. 15.2 serviceability IEC 60601-1:2028
IS 13450: Part 1:2024
91. Medical electrical equipment Cl. 15.3 mechanical strength IEC 60601-1:2020;
IS 13450: Part 1:2024
92 Medical electrical equipment . MEtequLIpment I IEC 60601-1:2020;
' quip components and genera IS 13450: Part 1:2024
assembly

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
%,

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 15.5 mains supply
transformers of me equipment
93 Medical electrical equipment and transformers providin IEC 60601-1:2020;
' e St IS 13450: Part 1:2024
separation in accordance with
8.5
94. Medical electrical equipment Cl. 16 ME systems IEC-60501-1:2020;
IS 13450: Part 1:2024
95 Medical electrical eauipment Cl. 16.1 general requirements IEC 60601-1:2020;
' v for the ME systems IS 13450 Part 1:2024
96 Medical electrical equioment Cl. 16.2 accompanying IEC 60601-1:2020;
’ aup documents of an ME system IS 13450: Part 1:2024
97. Medical electrical equipment Cl. 16.3 power supply IRg°0601-1:2020;
IS 13450: Part 1:2024
98. Medical electrical equipment Cl. 16.4 enclosures IEC 60601-1:2020;
IS 13450: Part 1:2024
99. Medical electrical equipment Cl. 16.5 separation devices IEC 60601-1:202%
IS 13450: Part 1:2024
100. | Medical electrical equipment Cl. 16.6 leakage currents IEC 60601-1:2020;
IS 13450: Part 1:2024
Cl. 16.7 protecti inst IEC 60601-1:2020;
101. | Medical electrical equipment !:>ro ection agains ’
mechanical hazards IS 13450: Part 1:2024
. . . Cl. 16.8 interruption of the IEC 60601-1:2020;
102. | Medical electrical equipment power supply to parts of an ME
system IS 13450: Part 1:2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
103 Medical electrical equioment Cl. 16.9 ME system connections | IEC 60601-1:2020;
. ic ctric uipmen
quip and wiring IS 13450 Part 1:2024
104 Infant phototherapy Cl. 201.1 scope, object and IEC 60601-2-50:2020;
" | Equipment related standards IS 13450: Part 2: Sec 50:2022
Infant phototh IEC 60601-2-50:2020;
105. | a_n PrOTOTh S Cl. 201.4 general requirements ’
Equipment IS 13450: Part 2: Sec 50:2022
106 Infant phototherapy Cl. 201.5 general requirements IEC 60601-2-50:2020;
" | Equipment for testing ME equipment IS 13450: Part 2: Sec 50:2022
107 Infant phototherapy Cl.201.6 classification of ME IEC 60601-2-50:2020;
" | Equipment equipment and ME systems IS 13450: Part 2: Sec 50:2022
Cl. 201.7 me equipment
108 Infant phototherapy identification. marking and IEC 60601-2-50:2020;
" | Equipment ’ & IS 13450: Part 2: Sec 50:2022
documents
Cl. 201.8 protection against
Infant phototh IEC 60601-2-50:2020;
1009. n a.n phototherapy electrical hazards from ME g
Equipment . IS 13450: Part 2: Sec 50:2022
equipment
Cl. 201.9 protecti inst
Infant phototherapy ’ protection agains IEC 60601-2-50:2020;
110. ) mechanical hazards of ME
Equipment . IS 13450: Part 2: Sec 50:2022
equipment and me systems

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.

. ¢
WWW.qgaLorg.in
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 201.10 protection against
ted and i
Infant phototherapy unwanted and excessive IEC 60601-2-50:2020;
111. Equibment radiation hazards (excluding cl. IS 13450: Part 2: Sec 50:2022
auip No 10.1 and 10.4 as per IEC ) ) )
60601-1/ IS 13450 part 1)
Cl.201.11 tecti inst
Infant phototherapy -+~ Protection agains IEC 60601-2-50:2020;
112. . excessive temperatures and
Equipment IS 13450: Part 2: Sec 50:2022
other hazards
Cl. 201.12 f trol
Infant phototherapy DTneaccuracy ot controls e e 60601-2-50:2020;
113. . and instruments and protection
Equipment . IS 13450: Part 2: Sec 50:2022
against hazardous outputs
Cl. 201.13 h d ituati
114, | Infant phototherapy e Co?‘;‘?trioc::fﬂi'r :jE'ons IEC 60601-2-50:2020;
" | Equipment g IS 13450: Part 2: Sec 50:2022
equipment
Cl.201.14 bl
L5 | Infant phototherapy o rE;Z?cr:Er:?er:s IEC 60601-2-50:2020;
" | Equipment ¥ IS 13450: Part 2: Sec 50:2022
(PEMS)
116 Infant phototherapy Cl. 201.15 construction of ME IEC 60601-2-50:2020;
" | Equipment equipment IS 13450: Part 2: Sec 50:2022
117, Infa.nt phototherapy Cl. 201.16 ME systems IEC 60601-2-50:2020;
Equipment IS 13450: Part 2: Sec 50:2022
118, | Multifunction patient Cl. 201.4 general requirements | 1S/IEC 80601-2-49: 2018
monitors

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 i Jr
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Multifunction patient Cl. 201.5 general requirements
119. . . . IS/IEC 80601-2-49: 2018
monitors for testing ME equipment
Multifunction patient Cl. 201.6 classification of ME
120. . . IS/IEC 80601-2-49: 2018
monitors equipment and ME systems
. . . Cl. 201.7 ME equipment
Multifunction patient
121. i p identification, marking and IS/IEC 80601-2-49: 2018
monitors
documents
Multifunction patient Cl. 201.8 protection against
122. . P electrical hazards from ME IS/IEC 80601-2-49: 2018
monitors i
equipment
] . . Cl. 201.9 protection against
Multifunction patient ]
123. . mechanical hazards of ME IS/IEC 80601-2-49: 2018
monitors .
equipment and ME systems
Cl. 201.10 protection against
Multifunction patient unwanted and excessive
124. monitors P radiation hazards (excluding cl. IS/IEC 80601-2-49: 2018
No 10.1 and 10.4 as per IEC
60601-1/ 1S 13450 part 1)
Cl. 201.11 protecti inst
Multifunction patient ) protection agains
125. . excessive temperatures and IS/IEC 80601-2-49: 2018
monitors
other hazards
, . =g
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 14 of 46
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Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
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’
I///
\

|

S\
,//I,

N

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Multifunction patient Cl. 201.12 accuracy of controls
126. . P and instruments and protection | IS/IEC 80601-2-49: 2018
monitors )
against hazardous outputs
. . . Cl. 201.13 hazardous situations
Multifunction patient .
127. . and fault conditions for ME IS/IEC 80601-2-49: 2018
monitors i
equipment
. . . Cl. 201.14 programmable
Multifunction patient . -
128. . electrical medical systems IS/IEC 80601-2-49: 2018
monitors
(PEMS)
129, Mult.ifunction patient Cl. 2.01.15 construction of ME IS/IEC 80601-2-49: 2018
monitors equipment
130, | Multifunction patient Cl. 201.16 ME systems IS/IEC 80601-2-49: 2018
monitors
Cl. 208 general requirements,
Multifunction patient tests and guidance for alarm
131. . P systems in medical Electrical IS/IEC 80601-2-49: 2018
monitors ) )
equipment and medical
electrical systems
132 Invasive blood pressure Cl. 201.1 scope, object and IEC 60601-2-34: 2011
" | monitoring Equipment related standards IS 13450: Part 2: Sec 34: 2019
, . =g
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 150f 46
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
133 Invasive blood pressure cl. 201.4 oral rement IEC 60601-2-34: 2011
. . .4 general requirements
monitoring equipment & q IS 13450: Part 2: Sec 34: 2019
134 Invasive blood pressure Cl. 201.5 general requirements IEC 60601-2-34: 2011
" | monitoring equipment for testing of ME equipment IS 13450: Part 2: Sec 34: 2019
135 Invasive blood pressure Cl. 201.6 classification of ME IEC 60601-2-34: 2011
" | monitoring equipment equipment and ME systems IS 13450: Part 2: Sec 34: 2019
136 Invasive blood pressure Cl. 201.6.2 Protection against IEC 60601-2-34: 2011
" | monitoring equipment electric shock IS 13450: Part 2: Sec 34: 2019
137 Invasive blood pressure cl. 201.6.6 Mode of operation IEC 60601-2-34: 2011
" | monitoring equipment ’ . i IS 13450: Part 2: Sec 34: 2019
Cl. 201.7 ME i t
Invasive blood pressure o o IRmED IEC 60601-2-34: 2011
138. L. ] identification, marking and
monitoring equipment IS 13450: Part 2: Sec 34: 2019
documents
139 Invasive blood pressure C:' 2t0,1'8| F})]rote(;tlc:cn agall/r;zt IEC 60601-2-34: 2011
" | monitoring equipment € ec. R IS 13450: Part 2: Sec 34: 2019
equipment
Cl. 201.9 protection against
Invasive blood pressure » protection agains IEC 60601-2-34: 2011
140. . ] mechanical hazards of ME
monitoring equipment . IS 13450: Part 2: Sec 34: 2019
equipment and ME systems

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
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Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl.201.10 protection against
ted and i
Invasive blood pressure unwanted and excessive IEC 60601-2-34: 2011
1| monitoring equipment radiation hazards {excluding cl. | ¢y 3450, part 2: sec 34: 2019
g equip No 10.1 and 10.4 as per IEC ' ‘ '
60601-1/ IS 13450 part 1)
L4o. | Invasive blood pressure €1.201.11 protection aga'“j IEC 60601-2-34: 2011
" | monitoring equipment excessive temperatures an IS 13450: Part 2: Sec 34: 2019
other hazards
Cl. 201.12 f control
143 | Invasive blood pressure iy instru::::tza:‘r’]g z:e::.;n IEC 60601-2-34: 2011
" | monitoring equipment . B IS 13450: Part 2: Sec 34: 2019
against hazardous outputs
144 Invasive blood pressure Cl. 201.13 hazardous situations | IEC 60601-2-34: 2011
" | monitoring equipment and fault conditions IS 13450: Part 2: Sec 34: 2019
Cl. 201.14 bl
145 Invasive blood pressure clectrical n:);(:j?JZIrzr:?enfs IEC 60601-2-34: 2011
" | monitoring equipment b4 IS 13450: Part 2: Sec 34: 2019
(PEMS)
146 Invasive blood pressure Cl. 201.15 construction of ME IEC 60601-2-34: 2011
" | monitoring equipment equipment IS 13450: Part 2: Sec 34: 2019
147 Invasive blood pressure cl. 201.16 ME svstems IEC 60601-2-34: 2011
" | monitoring equipment I 4 IS 13450: Part 2: Sec 34: 2019

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

QAI/CIA/TL,/2024/0088

Valid from: 26 November 2024

Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 208 general requirements,
. tests and guidance for alarm
Invasive blood pressure . . . IEC 60601-2-34: 2011
148. L . systems in medical electrical
monitoring equipment . . IS 13450: Part 2: Sec 34: 2019
equipment and medical
electrical systems
149 Electrocardiographic Cl. 201.1 Scope, object and IEC 60601-2-27: 2011
" | monitoring equipment related standards IS 13450: Part 2: Sec 27: 2018
150. EIect.roc?rdlogrsf\phlc Cl. 201.4 General requirements IEC 60601-2-27: 2011
monitoring equipment IS 13450: Part 2: Sec 27: 2018
151 Electrocardiographic Cl. 201.5 General requirements | IEC 60601-2-27: 2011
" | monitoring equipment for testing of ME equipment IS 13450: Part 2: Sec 27: 2018
152 Electrocardiographic Cl. 201.6 classification of me IEC 60601-2-27: 2011
" | monitoring equipment equipment and ME systems IS 13450: Part 2: Sec 27: 2018
Cl.201.7 M i t
Electrocardiographic Wi, | cauipmen IEC 60601-2-27: 2011
153. . . identification, marking and
monitoring equipment IS 13450: Part 2: Sec 27: 2018
documents
Cl. 201.8 protection against
Electrocardiographic SEARIAEeENBRESINS IEC 60601-2-27: 2011
154. . . electrical hazards from ME
monitoring equipment . IS 13450: Part 2: Sec 27: 2018
equipment
Cl. 201.9 protecti inst
Electrocardiographic » protection agains IEC 60601-2-27: 2011
155. . . mechanical hazards of ME
monitoring equipment . IS 13450: Part 2: Sec 27: 2018
equipment and ME systems

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
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Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 201.10 protection against
ted and i
Electrocardiographic unwanted and excessive IEC 60601-2-27: 2011
156 | onitoring equipment radiation hazards (excluding cl. | o) 5 1o part 5. sec 27: 2018
g equip No 10.1 and 10.4 as per IEC ' ‘ '
60601-1/ IS 13450 part 1)
Cl. 201.11 protecti inst
Electrocardiographic ++ Protection agains IEC 60601-2-27: 2011
157. L . excessive temperatures and
monitoring equipment IS 13450: Part 2: Sec 27: 2018
other hazards
Cl.201.12 A f control
Lcg | Electrocardiographic o instrumzcr:.:,aac: d° fstr;cr;;n |IEC 60601-2-27: 2011
" | monitoring equipment . : IS 13450: Part 2: Sec 27: 2018
against hazardous outputs
159 Electrocardiographic Cl. 201.13 hazardous situations | IEC 60601-2-27: 2011
" | monitoring equipment and fault conditions IS 13450: Part 2: Sec 27: 2018
) . Cl. 201.14 programmable
Electrocardiographic . B IEC 60601-2-27: 2011
160. - . electrical medical systems
monitoring equipment IS 13450: Part 2: Sec 27: 2018
(PEMS)
161 Electrocardiographic Cl. 201.15 construction of me IEC 60601-2-27: 2011
" | monitoring equipment equipment IS 13450: Part 2: Sec 27: 2018
162, EIect.roc‘ardlogrz?phlc Cl. 201.16 ME systems IEC 60601-2-27: 2011
monitoring equipment IS 13450: Part 2: Sec 27: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.

. ¢
WWW.qgaLorg.in

19 of 46




\n
S,
\_/

’
I/’/
\

= W
=

,,/”Inh\\“\\\

Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 208 general requirements,
. . tests and guidance for alarm
Electrocardiographic . . . IEC 60601-2-27: 2011
163. L . systems in medical Electrical
monitoring equipment . . IS 13450: Part 2: Sec 27: 2018
equipment and medical
electrical systems
| gi H Cl. 201.1 scope, object and IEC 60601-2-25: 2011
164. | Electrocardiographs related standards IS 13450: Part 2: Sec 25: 2018
165. | Electrocardiographs Cl. 201.4 General requirements B} 0601-2-25: 207
IS 13450: Part 2: Sec 25: 2018
166. | trocardiograbhs Cl. 201.5 General requirements | IEC 60601-2-25: 2011
' grap for testing of ME equipment IS 13450: Part 2: Sec 25: 2018
167 Electrocardiogranhs Cl. 201.6 classification of ME IEC 60601-2-25: 2011
' grap equipment and ME systems IS 13450 Part 2: Sec 25: 2018
Cl. 201.7 ME equipment
168 Electrocardiographs identification, marking and IEC 60601-2-25: 2o
' P ’ & IS 13450: Part 2: Sec 25: 2018
documents
. Cl. 201.?.4.101 patient cable IEC 60601-2-25: 2011
169. | Electrocardiographs and patient cable to ME
. IS 13450: Part 2: Sec 25: 2018
equipment connector
Cl. 201.8 tecti inst
170 Electrocardiographs electrical i?z:rij;?‘:oariall/rl]z IEC 60601-2-25: 2011
' grap _ IS 13450: Part 2: Sec 25: 2018
equipment

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
171 | Electrocardiogranhs Cl. 201.8.5.5.1 Defibrillation IEC 60601-2-25: 2011
. grap protection IS 13450: Part 2: Sec 25: 2018
172 Electrocardiograph Cl. 201.8.5.5.2 energy reduction | IEC 60601-2-25: 2011
' ctrocardiographs test IS 13450: Part 2: Sec 25: 2018
Cl. 201.9 protection against IEC 60601-2-25: 2011
173. | Electrocardiographs mechanical hazards of ME IS 13450: Part 2: Sec 25: 2018
equipment and ME systems
Cl. 201.10 protection against
unwanted and excessive IEC 60601-2-25: 2011
174. | Electrocardiographs radiation hazards (excluding cl. IS 13450: Part 2: Sec 25: 2018
No 10.1 and 10.4 as per IEC
60601-1/ 1S 13450 part 1)
Cl. 201.11 protection against IEC 60601-2-25: 2011
175. | Electrocardiographs excessive temperatures and IS 13450: Part 2: Sec 25: 2018
other hazards
Cl. 201.12 accuracy of controls IEC 60601-2-25: 2011
176. | Electrocardiographs and instruments and protection | IS 13450: Part 2: Sec 25: 2018
against hazardous outputs
. Cl.201.12.1.101.1 automated | |EC 60601-2-25: 2011
177. | Electrocardiographs measurements on ECGs IS 13450: Part 2: Sec 25: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
178 Electrocardiographs Cl. 201.12.1.101.2 requirements | IEC 60601-2-25: 2011
' grap for amplitude measurements IS 13450: Part 2: Sec 25: 2018
Cl.201.12.1.101.3 i t IEC 60601-2-25: 2011
179. | Electrocardiographs . EQUITEMENtS
for interval measurements IS 13450: Part 2: Sec 25: 2018
Cl.201.12.1.101.3.1
180 Electrocardiogranhs requirements for absolute IEC 60601-2-25: 2011
' grap interval and wave duration IS 13450: Part 2: Sec 25: 2018
measurements
Cl.201.12.1.101.3.2
. . IEC 60601-2-25: 2011
181. | Electrocardiographs requirements for interval 1813450 Part 2: Sec 25: 200
measurements on biological +Part 2: Sec 25
. Cl. 201.12.4 protection against IEC 60601-2-25: 2011
182. | Elect d h
- oerapns hazardous output IS 13450: Part 2: Sec 25: 2018
183. | Elects S r2nhs Cl. 201.12.4.101 indication of IEC 60601-2-25: 2011
' EeP inoperable electrocardiograph | IS 13450: Part 2: Sec 25: 2018
184. | Electrocardiographs C1.201.12.4.102 leads IEC 60601-2-25: 2011
IS 13450: Part 2: Sec 25: 2018
. Cl. 201.12.4..102.1 lead IEC 60601-2-25: 2011
185. | Electrocardiographs representation, nomenclature
o IS 13450: Part 2: Sec 25: 2018
and definition
186 Electrocardiographs Cl. 201.12.4.102.2 minimum IEC 60601-2-25: 2011
' grap required configuration IS 13450: Part 2: Sec 25: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
. Cl. 201.12.4.102.3 test of lead IEC 60601-2-25: 2011
187. | Electrocardiographs
networks IS 13450: Part 2: Sec 25: 2018
188. | Electrocardiographs Cl. 201.12.4.102.3.1 general IEC 60601-2-25: 2011
IS 13450: Part 2: Sec 25: 2018
189. Electrocardiographs Cl. 201'.12.4.102.3.2 goldberger | IEC 60601-2-25: 2011
and wilson leads IS 13450: Part 2: Sec 25: 2018
190. | Electrocardiographs Cl. 201.12.4.102.4 recovery time IEC 60601-"Hag011
IS 13450: Part 2: Sec 25: 2018
Cl. 201.12.4.103i t IEC 60601-2-25: 2011
191. | Electrocardiographs . inpu
impedance IS 13450: Part 2: Sec 25: 2018
192. | Electrocardiograph Cl. 201.12.4.104 required gai IRS°0601-2-25: 2011
© o osraphs P OO SR SDRTEQUITEA BAINS 16 13450: Part 2: Sec 25: 2018
193 Electrocardiographs E‘}j:;j;i:ﬁi;g::::on i I§°0601-2-25: 2011
' grap IS 13450: Part 2: Sec 25: 2018
external voltages
194 Electrocardiographs Cl. 201.12.4.105.1 common IEC 60601-2-25: 2011
' el mode rejection IS 13450: Part 2: Sec 25: 2018
. Cl. 201.12.4.105.2 overload IEC 60601-2-25: 2011
195. | Electrocardiographs
tolerance IS 13450: Part 2: Sec 25: 2018
196 Electrocardiographs ((i:\czlgzlrle?nleoze?’ Elt:ris IEC 60601-2-25: 2011
' grap _ §1ine frequency IS 13450: Part 2: Sec 25: 2018
interference filters)
197 Electrocardiographs Cl. 201.12.4.106 baseline IEC 60601-2-25: 2011
' grap PN IS 13450: Part 2: Sec 25: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

IEC 60601-2-25: 2011

198. | Electrocardiographs Cl. 201.12.4.106.1 noise level IS 13450: Part 2: Sec 25: 2018

199. | Electrocardiographs Cl. 201.12.4.106.2 channel IEC 60601-2-25: 2011
crosstalk IS 13450: Part 2: Sec 25: 2018

200. | Electrocardiographs Cl. 201.12.4.107 distortion IR0 1-2-25: 2011
IS 13450: Part 2: Sec 25: 2018

Cl. 201.12.4.107.1.1.1 high IEC 60601-2-25: 2011

201. | Elect di h
ectrocapgiograpns frequency response IS 13450: Part 2: Sec 25: 2018

IEC 60601-2-25: 2011
Cl. 201.12.4.107.1.1.2 |
202. | Electrocardiographs . ow IS 13450: Part 2: Sec 25: 2018
frequency (impulse) response

203 | di h Cl. 201.12.4.107.1.2 test with IEC 60601-2-25: 2011
- [ trocardiographs calibration ECGs IS 13450: Part 2: Sec 25: 2018

. Cl. 201.12.4.107.2 linearity and | IEC 60601-2-25: 2011
204. | Electrocardiographs

dynamic range IS 13450: Part 2: Sec 25: 2018
. Cl. 20.1.12.4.107..3 saTmpllng.and |EC 60601-2-25: 2011
205. | Electrocardiographs amplitude quantisation during

. IS 13450: Part 2: Sec 25: 2018
data acquisition

Cl. 201.12.4.108 printing,
206. | Electrocardiographs electronic storage and
transmission

IEC 60601-2-25: 2011
IS 13450: Part 2: Sec 25: 2018

207 Electrocardio h Cl. 201.12.4.108.1 record IEC 60601-2-25: 2011
. ctrocardiographs
grap identification IS 13450: Part 2: Sec 25: 2018
, O
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 240 46
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
208 Electrocardiogranh Cl. 201.12.4.108.2 patient IEC 60601-2-25: 2011
' cirocardiographs identification IS 13450: Part 2: Sec 25: 2018
. Cl. 201.12.4.108.3 ECG IEC 60601-2-25: 2011
209. | Electrocardiographs .
reporting on paper IS 13450: Part 2: Sec 25: 2018
. Cl. 201.12.4.108.3.1 time and IEC 60601-2-25: 2011
210. | Electrocardiographs
event markers IS 13450: Part 2: Sec 25: 2018
211 Electrocardiographs Cl. 201.12.4.108.3.2 recording IEC 60601-2-25: 2011
' grap speed IS 13450: Part 2: Sec 25: 2018
212 Electrocardiographs Cl. 201.12.4.108.3.3 time and IEC 60601-2-25: 2011
' erak amplitude ruling IS 13450: Part 2: Sec 25: 2018
213 Electrocardiographs Cl. 201.12.4.109 use with IEC 60601-2-25: 2011
' grap cardiac pacemakers IS 13450 Part 2: Sec 25: 2018
214, | El gi H Cl. 201.13 hazardous situations | IEC 60601-2-25: 2011
+ | Electrocardiographs and fault conditions IS 13450: Part 2: Sec 25: 2018
. Cl. 20.1.14 programmable IEC 60601-2-25: 2011
215. | Electrocardiographs electrical medical systems
IS 13450: Part 2: Sec 25: 2018
(PEMS)
216 Electrocardiogranhs Cl. 201.15 construction of ME IEC 60601-2-25: 2011
' grap equipment IS 13450: Part 2: Sec 25: 2018
. IEC 60601-2-25: 2011
217. | Electrocardiographs Cl. 201.16 ME systems IS 13450: Part 2: Sec 25: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
518 Infusion pumps and Cl. 201.1 Scope, object and IEC 60601-2-24: 2012
" | controllers related standards IS 13450: Part 2: Sec 24: 2019
Infusi d IEC 60601-2-24: 2012
219. nrusion pumps an Cl. 201.4 General requirements
controllers IS 13450: Part 2: Sec 24: 2019
990 Infusion pumps and Cl. 201.5 general requirements IEC 60601-2-24: 2012
" | controllers for testing of ME equipment IS 13450: Part 2: Sec 24: 2019
221 Infusion pumps and Cl. 201.6 classification of me IEC 60601-2-24: 2012
" | controllers equipment and ME systems IS 13450: Part 2: Sec 24: 2019
Cl. 201.7 ME i t
Infusion pumps and e IEC 60601-2-24: 2012
222. identification, marking and
controllers IS 13450: Part 2: Sec 24: 2019
documents
. Cl. 201.8 protection against
223 Infusion pumps and electrical hazards from ME IEC 60601-2-24: 2012
" | controllers : IS 13450: Part 2: Sec 24: 2019
equipment
Cl. 201.9 tecti inst
Infusion pumps and » protection agains IEC 60601-2-24: 2012
224, mechanical hazards of me
controllers . IS 13450: Part 2: Sec 24: 2019
equipment and ME systems
Cl. 201.10 protection against
ted and i
Jps. | Infusion pumps and :‘an(;”i’:t?oi hz:arzzc(‘:';s‘c'l‘;edm . | IEC60601-2-24: 2012
" | controllers & | 15 13450: Part 2: Sec 24: 2019
No 10.1 and 10.4 as per IEC
60601-1/ IS 13450 part 1)

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
. Cl. 201.11 protection against
996 Infusion pumps and excessive temperatures and IEC 60601-2-24: 2012
* | controllers P IS 13450: Part 2: Sec 24: 2019
other hazards
. Cl. 201.12 accuracy of controls
997 Infusion pumps and and instruments and protection IEC 60601-2-24: 2012
" | controllers _ P IS 13450: Part 2: Sec 24: 2019
against hazardous outputs
298 Infusion pumps and Cl. 201.13 hazardous situations | IEC 60601-2-24: 2012
" | controllers and fault conditions IS 13450: Part 2: Sec 24: 2019
{ Cl. 201.14 programmable
Infusion pumps and . y IEC 60601-2-24: 2012
229. electrical medical systems
controllers IS 13450: Part 2: Sec 24: 2019
(PEMS)
230 Infusion pumps and Cl. 201.15 construction of ME IEC 60601-2-24: 2012
" | controllers equipment IS 13450: Part 2: Sec 24: 2019
931, Infusion pumps and Cl. 201.16 ME systems IEC 60601-2-24: 2012
controllers IS 13450: Part 2: Sec 24: 2019
232, Infusion pumps and Cl. 206 usability IEC 60601-2-24: 2012
controllers IS 13450: Part 2: Sec 24: 2019
. Cl. 208 general requirements,
Infusion pumps and . IEC 60601-2-24: 2012
233. tests and guidance for alarm
controllers . . IS 13450: Part 2: Sec 24: 2019
systems in medical
234, | Anaesthetic workstation Cl. 201.4 General requirements IEC 60601-2-13 2009
IS 13450: Part 2: Sec 13: 2024

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment

235. | Anaesthetic workstation Cl. 201.5 general requirements | !¢ 6060_1_2_13 .2009 .

for testing ME equipment IS 13450: Part 2: Sec 13: 2024
ICNn oNEN1 2 12

236. | Anaesthetic workstation Tt o CTE :Eclgzgglpz_l?’ .2009 .

equipment or ME systems : Part 2: Sec 13: 2024
IcNnoNncN1 92 12

Cl. 201.7 ME equipment IEC 60601-2-13 2009

237. | Anaesthetic workstation identification, marking and IS 13450: Part 2: Sec 13: 2024
documents ISO 80601-2-13
Cl. 201.8 protection against IEC 60601-2-13 2009

238. | Anaesthetic workstation electrical hazards from ME IS 13450: Part 2: Sec 13: 2024
equipment ISO 80601-2-13
Cl. 201.9 protection against IEC 60601-2-13 2009

239. | Anaesthetic workstation mechanical hazards of ME IS 13450: Part 2: Sec 13: 2024
equipment and ME systems ISO 80601-2-13
Cl. 201.10 protection against
unwanted and excessive IEC 60601-2-13 2009

240. | Anaesthetic workstation radiation hazards (excluding cl. | IS 13450: Part 2: Sec 13: 2024
No 10.1 and 10.4 as per IEC ISO 80601-2-13
60601-1/ 1S 13450 part 1)
Cl. 201.11 protection against IEC 60601-2-13 2009

241. | Anaesthetic workstation excessive temperatures and IS 13450: Part 2: Sec 13: 2024
other hazards ISO 80601-2-13

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 201.12 accuracy of controls IEC 60601-2-13 2009
242. | Anaesthetic workstation and instruments and protection | IS 13450: Part 2: Sec 13: 2024
against hazardous outputs ISO 80601-2-13
. . Cl. 201.13 Hazardous situations . 01-2-13 2009
243. | Anaesthetic workstation and fault conditions IS 13450: Part 2: Sec 13: 2024
ISO 80601-2-13
Cl. 201.14 programmable IEC 60601-2-13 2009
244, | Anaesthetic workstation electrical medical systems IS 13450: Part 2: Sec 13: 2024
(PEMS) ISO 80601-2-13
. ) Cl. 201.15 Construction of ME IEC 60601-2-13 2009
245. | Anaesthetic workstation )
equipment IS 13450: Part 2: Sec 13: 2024
246. | Anaesthetic workstation Cl.201.16 ME systems IE4°0601-2-13 2009
IS 13450: Part 2: Sec 13: 2024
Cl. 201.101 additional IEC 60601-2-13 2009
247. | Anaesthetic workstation requirements for anaesthetic IS 13450: Part 2: Sec 13: 2024
gas delivery systems ISO 80601-2-13
Cl. 201.102 additional IEC 60601-2-13 2009
248. | Anaesthetic workstation requirements for an anaesthetic | IS 13450: Part 2: Sec 13: 2024
breathing system ISO 80601-2-13
IEC 60601-2-13 2009
Cl. 201.103 additional
249. | Anaesthetic workstation - uiremen:s folrlz:iass IS 13450: Part 2: Sec 13: 2024
a SO 80601-2-13

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

QAI/CIA/TL,/2024/0088

Valid from: 26 November 2024

Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 201.104 additional
requirements for IEC 60601-2-13 2009
250. | Anaesthetic workstation interchangeable and.non. IS 13450: Part 2: Sec 13: 2024
interchangeable
. n ISO 80601-2-13
Anaesthetic vapour delivery
systems
201.105 additional IEC 60601-2-13 2009
251. | Anaesthetic workstation requirements for an anaesthetic | IS 13450: Part 2: Sec 13: 2024
ventilator ISO 806 01-2-13
952 | Anaesthetic workstation Cl. 201.106 display of pressure- | IEC 60601-2-13 2009
volume loops IS 13450: Part 2: Sec 13: 2024
253. | Anaesthetic workstation Cl. 201.107 clinical evaluation IRy 0001-2-13 2009
IS 13450: Part 2: Sec 13: 2024
254. | Anaesthetic workstation Cl. 206 usability &40 0601-2-13 2009
IS 13450: Part 2: Sec 13: 2024
Cl. 208 general requirements,
tests and guidance for alarm IEC 60601-2-13 2009
255. | Anaesthetic workstation systems in medical electrical IS 13450: Part 2: Sec 13: 2024
equipment and medical ISO 80601-2-13
electrical systems
Cl. 209 requirements for IEC 60601-2-13 2009
256. | Anaesthetic workstation environmentally conscious IS 13450: Part 2: Sec 13: 2024
design ISO 80601-2-13

This is annexure to ‘Certificate of Accreditation’ and does not require any

signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 210 process requirements for | IEC 60601-2-13 2009
257. | Anaesthetic workstation the development of physiologic | IS 13450: Part 2: Sec 13: 2024
closed-loop Controllers ISO 80601-2-13
Cl. 211 requirements for
medical electrical equipment IEC 60601-2-13 2009
258. | Anaesthetic workstation and medical electrical IS 13450: Part 2: Sec 13: 2024
Systems used in the home ISO 80601-2-13
health care environment
Cl. 212 requirements for
medical electrical equipment
and medical electrical systems Igg00601-2-13 2009
259. | Anaesthetic workstation Intended for use in they IS 13450: Part 2: Sec 13: 2024
i Y ISO 80601-2-13
emergency medical services
environment
260. | Anaesthetic workstation Cl. Bb.2 spark ignition tests IEC 60601-2-13 2008
IS 13450: Part 2: Sec 13: 2024
261. | Anaesthetic workstation .CI. Bb3 surface temperature IEC 60601-2-13 2009
ignition tests IS 13450: Part 2: Sec 13: 2024
262. | Critical care ventilators Cl. 201.4 general requirements 15 13450: Part 2: Sec 12:2023
ISO 80601-2-12: 2020
263 Critical care ventilators Cl. 201.5 general requirements IS 13450: Part 2: Sec 12:2023
’ for testing of ME equipment ISO 80601-2-12: 2020

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
. . Cl. 201.6 classification of ME IS 13450: Part 2: Sec 12:2023
264. | Critical care ventilators )
equipment and ME systems ISO 80601-2-12: 2020
» . Cl. 201.7 ME equipment IS 13450: Part 2: Sec 12:2023
265. | Critical care ventilators identification, marking and
ISO 80601-2-12: 2020
documents
Cl. 201.8 protection against
IS 13450: Part 2: Sec 12:2023
266. | Critical care ventilators electrical hazards from ME ar S
. ISO 80601-2-12: 2020
equipment
Cl. 201.9 protection against
IS 13450: Part 2: Sec 12:202
267. | Critical care ventilators mechanical hazards of ME 3 ar ec =
. ISO 80601-2-12: 2020
equipment and ME systems
Cl. 201.10 protection against
h , prvantedidd excessive, IS 13450: Part 2: Sec 12:2023
268. | Critical care ventilators radiation hazards (excluding cl SO 80601-2-12: 2020
10.1 & 10.4 of IEC 60601-1/ IS ’
13450-1)
Cl. 201.11 protection against
. . ) IS 13450: Part 2: Sec 12:2023
269. | Critical care ventilators excessive temperatures and
ISO 80601-2-12: 2020
other hazards

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

Cl. 201.12 accuracy of controls
270. | Critical care ventilators and instruments and protection
against hazardous outputs

IS 13450: Part 2: Sec 12:2023
ISO 80601-2-12: 2020

Cl. 201.13 hazardous situations
271. | Critical care ventilators and fault conditions for ME
equipment

IS 13450: Part 2: Sec 12:2023
ISO 80601-2-12: 2020

Cl. 201.14 programmable
IS 13450: Part 2: Sec 12:2023

272. | Critical care ventilators electrical medical systems SO 80601--12: 2020
(PEMS)
73 Critical care ventilators Cl. 201.15 construction of ME IS 13450: Part 2: Sec 12:2023
' equipment ISO 80601-2-12: 2020
IS 13450: Part 2: Sec 12:2023
274. | Critical care ventilators Cl. 201.16 ME systems ar ec
ISO 80601-2-12: 2020
IS 13450: Part 2: Sec 12:2023
275. | Critical care ventilators Cl. 201.101 Gas connections ar ec 0
ISO 80601-2-12: 2020
Cl. 201.102 Requirements for IS 13450: Part 2: Sec 12:2023

276. | Critical care ventilators .
the VBS and accessories ISO 80601-2-12: 2020

Cl. 201.103 Spontaneous IS 13450 Part 2: Sec 12:2023

277. | Critical tilat breathing during | f
ritical care ventilators reathing during loss of power | 0 00 oo 5000
supply
, ¢
This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 33046
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
278 Critical care ventilators Cl. 201.104 Indication of IS 13450: Part 2: Sec 12:2023
' duration of operation ISO 80601-2-12: 2020
279. | Critical care ventilators Cl. 201.105 Functional IS 13450: Part 2: Sec 12:2023
' connection ISO 80601-2-12: 2020
. . , IS 13450: Part 2: Sec 12:2023
280. | Critical care ventilators Cl. 201.106 display loops 1SO 80601-2-12: 2020
. . Cl. 201.107 Timed ventilatory IS 13450: Part 2: Sec 12:2023
281. | Critical care ventilators
pause ISO 80601-2-12: 2020
IS 13450: Part 2: Sec 12:2023
282. | Critical care ventilators Cl. 206 Usability art < >ec
ISO 80601-2-12: 2020
Cl. 208 general requirements,
tests and guidance for alarm
283 Critical care ventilators systems in medical electrical ISTL3450: Part 2: Sec JEEgE3
’ Y . . ISO 80601-2-12: 2020
equipment and medical
electrical systems
Cardiac defibrillat IEC 60601-2-4: 2010
284. ardiac deribrifiators Cl. 201 .4 General requirements
IS 13450: Part 2: Sec 4: 2018
285 Cardiac defibrillators Cl. 201 .5 General requirements | IEC 60601-2-4: 2010
' for testing of ME equipment IS 13450: Part 2: Sec 4: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
286 Cardiac defibrillators Cl. 201 .6 classification of ME IEC 60601-2-4: 2010
' equipment and ME systems IS 13450: Part 2: Sec 4: 2018
287 Cardiac defibrillators geig;c:t'l\gi er::Irimer:nd R 601-2-4: 2010
' ’ & IS 13450: Part 2: Sec 4: 2018
documents
Cl. 201 .8 protection against
IEC 60601-2-4: 2010
288. | Cardiac defibrillators electrical hazards from ME

. IS 13450: Part 2: Sec 4: 2018
equipment

Cl. 201 .9 protection against
289. | Cardiac defibrillators mechanical hazards of ME
equipment and ME systems

IEC 60601-2-4: 2010
IS 13450: Part 2: Sec 4: 2018

Cl. 201.10 protection against

unwanted and excessive IEC 60601-2-4: 2010

290. | Cardiac defibrillators radiation hazards (excluding cl IS 13450: Part 2: Sec 4: 2018
10.1 & 10.4 OF IEC 60601-1/ IS ) ' ’
13450-1)
. - Cl. 201'.11 protection against IEC 60601-2-4: 2010
291. | Cardiac defibrillators excessive temperatures and

IS 13450: Part 2: Sec 4: 2018
other hazards

Cl. 201.12 accuracy of controls
292. | Cardiac defibrillators and instruments and protection
against hazardous outputs

IEC 60601-2-4: 2010
IS 13450: Part 2: Sec 4: 2018

This is annexure to ‘Certificate of Accreditation’ and does not require any www.qai.org.in 35046

signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Cl. 201.13 hazardous situations IEC 60601-2-4: 2010
293. | Cardiac defibrillat
ardiac detibrifiators and fault conditions IS 13450: Part 2: Sec 4: 2018
Cl. 201.14 programmable EC 60601-2-4: 2010
294. | Cardiac defibrillators electrical medical systems IS 13450: Part 2: Sec 4: 2018
(PEMS)
205 Cardiac defibrillators Cl. 201.15 construction of ME IEC 60601-2-4: 2010
' equipment IS 13450: Part 2: Sec 4: 2018
296. | Cardiac defibrillators Cl. 201.16 ME systems IES}°0601-2-4: 2010
IS 13450: Part 2: Sec 4: 2018
297 :'g:; frr:::te;rfz i\lijrﬁlii uency | Cl. 201.4 general requirements Ig]o0601-2-2: 2023,
L 5" iaa Ry A d IS 13450: Part 2: Sec 2: 2024
surgical accessories
High frequency surgical )
598 cquioment and high frequenc Cl. 201.5 general requirements IEC 60601-2-2: 2023,
’ q .p ‘g d Yl for testing of ME equipment IS 13450: Part 2: Sec 2: 2024
surgical accessories
High frequency surgical v
. . Cl. 201.6 classification of ME IEC 60601-2-2: 2023,
299. | equipment and high frequency .
. . equipment and ME systems IS 13450: Part 2: Sec 2: 2024
surgical accessories
High f ical Cl. 201.7 ME i t
300 elii rr:z:te:rfz i:ril:ife uenc identificationecri::fli?nenand IEC 60601-2-2: 2023,
o 16N frequency ’ & IS 13450: Part 2: Sec 2: 2024
surgical accessories documents

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

Valid from: 26 November 2024

QAI/CIA/IL/2024/0088 Valid untit 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
High f ical Cl. 201.8 tecti inst
301 elii rr:g:te:rfzjl ;li”il}:fe uenc electricali:)zaer;;c:‘rr]oarﬁall/rl]z IEC 60601-2-2: 2023,
L | saue \eh frequency: | elec IS 13450: Part 2: Sec 2: 2024
surgical accessories equipment
10, | cauloment ot igh equency | mochanion horords of e | 1EC50601:2:2:2023,
L | saue (egnedaency | mee IS 13450: Part 2: Sec 2: 2024
surgical accessories equipment and ME systems
Cl. 201.10 protection against
ngf? frequency SL.JrglcaI unv§/arI1ted and excesswe. IEC 60601-2-2: 2023,
303. | equipment and high frequency | radiation hazard (excluding cl IS 13450: Part 2: Sec 2: 2024
surgical accessories 10.1 & 10.4 of IEC 60601-1/ IS ’ ' ’
13450-1)
ngh frequency Sl',ll’glca| Cl. 201'.11 protection against IEC 60601-2-2: 2023,
304. | equipment and high frequency | excessive temperatures and
. . IS 13450: Part 2: Sec 2: 2024
surgical accessories other hazards
105, | cquloment o igh hequency | and mtruments andprotoction | 1EC S0601:2:2:2023,
L | saue BN frequency | and P IS 13450: Part 2: Sec 2: 2024
surgical accessories against hazardous outputs
306, | cquioment o igh equency | and fut condtons or M| 1EC 50601-2:2:2023,
L | saue \sh frequency | and IS 13450: Part 2: Sec 2: 2024
surgical accessories equipment
307, | cauioment o igh equency | dlectinl medica o | 1EC50601:2:2:2023,
L | saue \gh frequency y IS 13450: Part 2: Sec 2: 2024
surgical accessories (PEMS)

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
High f ical
208, | 'gu | ;fz:te:rf;’ ‘:i"ﬁ':fe Lency | Cl-201.15 construction of ME | IEC 60601-2-2: 2023,
o BN IrEQUENSY | & quipment IS 13450: Part 2: Sec 2: 2024
surgical accessories
High frequency surgical
) . IEC 60601-2-2: 2023,
309. eqm.pment and hlgh frequency | Cl. 201.16 ME systems IS 13450: Part 2: Sec 2: 2024
surgical accessories
Cl. 208 general requirements,
High frequency surgical tests and guidance for alarm
310 equipment and high frequency | systems in medical electrical ISG4°0601-2-2: 2023,
+ | SR i oquency | syste _ IS 13450: Part 2: Sec 2: 2024
surgical accessories equipment and medical
electrical systems
311. | Infant incubators Cl. 201 .4 general requirements IE4°0601-2-19: 2020
IS 13450: Part 2: Sec 19: 2023
Cl. 201.5 I i t IEC 60601-2-19: 2020
312. | Infant incubators , Bl r(.equlremen s
for testing ME equipment IS 13450: Part 2: Sec 19: 2023
313 Infant incubators Cl. 201.6 classification of ME IEC 60601-2-19: 2020
' equipment and me systems IS 13450: Part 2: Sec 19: 2023
. .CI' 20.1.'7 ME equ'pment IEC 60601-2-19: 2020
314. | Infant incubators identification, marking and
IS 13450: Part 2: Sec 19: 2023
documents

This is annexure to ‘Certificate of Accreditation’ and does not require any
signature.
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

VAI/CIA/TL,/2024/0088 aid
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
315 Infant incubators Elleit?'llcjl i?zt: SLi:oamgaI:/rl]zt IEC 60601-2-19: 2020
' . IS 13450: Part 2: Sec 19: 2023
equipment
Cl. 201.9 protection against
316 Infant incubators mechanical hazards of ME ECREER1-2-19: 2020
’ . IS 13450: Part 2: Sec 19: 2023
equipment and me systems
Cl. 201.10 protection against
317 Infant incubators :jan(;?:t?ct)idhzrz]:rzzc(zscll\;eding cl Igp0601-2-19: 2020
' IS 13450: Part 2: Sec 19: 2023
10.1 & 10.4 OF IEC 60601-1/ IS art &1 sec
13450-1)
318 Infant incubators E)I(.ci(s)sli'\/leltz:tzcrzz?r:sg Zl:jt IgP0601-2-19: 2020
' P IS 13450: Part 2: Sec 19: 2023
other hazards
. Cl. 291.12 accuracy of contro.ls IEC 60601-2-19: 2020
319. | Infant incubators and instruments and protection
. IS 13450: Part 2: Sec 19: 2023
against Hazardous outputs
320 Infant incubators Cl. 201.13 hazardous situations | IEC 60601-2-19: 2020
' and fault conditions IS 13450: Part 2: Sec 19: 2023
321 Infant incubators Elléait?'ilc.;lzln:’:(;?crzln;r:?:rl:s IEC 60601-2-19: 2020
' Pews) y IS 13450: Part 2: Sec 19: 2023
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Scope of Accreditation

Astute Labs Private Limited

Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

QAI/CIA/TL,/2024/0088

Valid from: 26 November 2024

Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
322 Infant incubato Cl. 201.15 construction of ME IEC 60601-2-19: 2020
. nfant incubators
equipment IS 13450: Part 2: Sec 19: 2023
323. | Infant incubators Cl. 201.16 ME systems IEC 60601-2-13: 2020
IS 13450: Part 2: Sec 19: 2023
324. | Infant radiant warmers Cl. 201 .4 general requirements ECE08Q1-2-21: 2020
IS 13450: Part 2: Sec 21: 2023
325 Infant radiant warmers Cl. 201.5 general requirements IEC 60601-2-21: 2020
' for testing of ME equipment IS 13450: Part 2: Sec 21: 2023
. Cl. 201 .6 classification of ME IEC 60601-2-21: 2020
326. | Infant radiant warmers .
equipment and ME systems IS 13450: Part 2: Sec 21: 2023
Cl. 201 .7 ME equipment
327 Infant radiant warmers identification, marking and IggP0601-2-21: 2020
' ’ & IS 13450: Part 2: Sec 21: 2023
documents
Cl. 201.8 protection against EC 60601-2-21: 2020
328. | Infant radiant warmers elec.trlcal hazards from ME IS 13450: Part 2: Sec 21: 2023
equipment
Cl. 201.9 protection against
IEC 60601-2-21: 2020
329. | Infant radiant warmers mechanical hazards of ME
i IS 13450: Part 2: Sec 21: 2023
equipment and ME systems

This is annexure to ‘Certificate of Accreditation’ and does not require any
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

Cl. 201.10 protection against

unwanted and excessive
IEC 60601-2-21: 2020

330. | Infant radiant warmers radiation hazards (excluding cl IS 13450: Part 2: Sec 21: 2023
10.1 & 10.4 OF IEC 60601-1/ IS
13450-1)
Cl. 201 .11 protection against
. . IEC 60601-2-21: 2020
331. | Infant radiant warmers excessive temperatures and

IS 13450: Part 2: Sec 21: 2023
other hazards

Cl. 201.12 accuracy of controls
IEC 60601-2-21: 2020

. i and instruments and protection
332 Infantjradiant waggpers . > IS 13450: Part 2: Sec 21: 2023
against
. Cl. 201.13 hazardous situations | IEC 60601-2-21: 2020
333. | Infant radiant warmers

and fault conditions IS 13450: Part 2: Sec 21: 2023

Cl. 201.14 programmable IEC 60601-2-21: 2020

334. | Infant radiant warmers electrical medical systems
IS 13450: Part 2: Sec 21: 2023
(PEMS)
. Cl. 201.15 construction of ME IEC 60601-2-21: 2020
335. | Infant radiant warmers )
equipment IS 13450: Part 2: Sec 21: 2023
336. | Infant radiant warmers Cl. 201.16 ME systems IEC 60601-2-21: 2020
IS 13450: Part 2: Sec 21: 2023
. . Cl. 201.1 scope, object and IEC 60601-2-18: 2009
337. | Endoscopic equipment
related standards IS 13450: Part 2: Sec 18: 2014

IEC 60601-2-18: 2009

338. | Endoscopic equipment Cl. 201.4 general requirements
IS 13450: Part 2: Sec 18: 2014

, ¢
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
%,

Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

. . Cl. 201.5 general requirements IEC 60601-2-18: 2009
339. | Endoscopic equipment

for testing of ME equipment IS 13450: Part 2: Sec 18: 2014
340 Endoscopic equibment Cl. 201.6 classification of ME IEC 60601-2-18: 2009
. ndoscopic equipmen
picequip equipment and me systems IS 13450: Part 2: Sec 18: 2014
Cl. 201.7 ME equipment
. " . e . IEC 60601-2-18: 2009
341. | Endoscopic equipment identification, marking and
IS 13450: Part 2: Sec 18: 2014
documents

Cl. 201.8 protection against
342. | Endoscopic equipment electrical hazards from ME
equipment

IEC 60601-2-18: 2009
IS 13450: Part 2: Sec 18: 2014

Cl. 201.9 protection against
343. | Endoscopic equipment mechanical hazards of ME
equipment and me systems

IEC 60601-2-18: 2009
IS 13450: Part 2: Sec 18: 2014

Cl. 201.10 protection against

unwanted and excessive
IEC 60601-2-18: 2009

344. | Endoscopic equipment radiation hazards (excluding cl IS 13450: Part 2: Sec 18: 2014

10.1 & 10.4 of IEC 60601-1/ IS
13450-1)

Cl. 201.11 protection against
345. | Endoscopic equipment excessive temperatures and
other hazards

IEC 60601-2-18: 2009
IS 13450: Part 2: Sec 18: 2014

, ¢
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India

o\

%, /g\\\

N
%,

Valid from: 26 November 2024

I/CIA/TL/2024/0088

QAI/CIA/IL/2024/! Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment

Cl. 201.12 accuracy of controls
346. | Endoscopic equipment and instruments and protection
against hazardous outputs

IEC 60601-2-18: 2009
IS 13450: Part 2: Sec 18: 2014

Cl. 201.13 hazardous situations IEC 60601-2-18: 2009

347. | Endoscopic equipment
ndoscopic equipmen and fault conditions IS 13450: Part 2: Sec 18: 2014

Cl. 201.14 programmable
IEC 60601-2-18: 2009

348. | Endoscopic equipment electrical medical systems IS 13450: Part 2: Sec 18: 2014
(PEMS)
Cl. 201.15 construction of ME IEC 60601-2-18: 2009

349. | Endoscopic equipment )
equipment IS 13450: Part 2: Sec 18: 2014

IEC 60601-2-18: 2009
IS 13450: Part 2: Sec 18: 2014

350. | Endoscopic equipment Cl. 201.16 ME systems

Automated non-invasive

351. Cl. 201.4 general requirements IS/IEC 80601-2-30: 2018
sphygmomanometers
Automated non-invasive Cl. 201.5 general requirements

352. . ; IS/IEC 80601-2-30: 2018
sphygmomanometers for testing ME equipment

353, Automated non-invasive Cl. 2.01.6 classification of me I/IEC 80601-2-30: 2018
sphygmomanometers equipment and ME systems

. . Cl. 201.7 ME equipment
Automated non-invasive

354, identification, marking and IS/IEC 80601-2-30: 2018
sphygmomanometers
documents
, O
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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N
%,

Valid from: 26 November 2024

VAT/CLA/TL,/2024/0088 i Jr
Q Valid until: 25 November 2026
Accreditation Standard: ISO/IEC 17025:2017
Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment
Automated non-invasive Cl. 201.8 protection against
u n-invasiv
355. electrical hazards from ME IS/IEC 80601-2-30: 2018
sphygmomanometers .
equipment
. . Cl. 201.9 protection against
Automated non-invasive ]
356. mechanical hazards of ME IS/IEC 80601-2-30: 2018
sphygmomanometers i
equipment and ME systems
Cl. 201.10 protection against
) . unwanted and excessive
Automated non-invasive A .
357. radiation hazards (excluding cl IS/IEC 80601-2-30: 2018
sphygmomanometers
10.1 & 10.4 of IEC 60601-1/ IS
13450-1)
Automated non-invasive Cl. 201.11 protection against
358. excessive temperatures and IS/IEC 80601-2-30: 2018
sphygmomanometers
other hazards
Automated noh-invasive Cl. 201.12 accuracy of controls
359. and instruments and protection | IS/IEC 80601-2-30: 2018
sphygmomanometers ,
against hazardous outputs
Automated non-invasive Cl. 201.13 hazardous situations
360. and fault conditions for ME IS/IEC 80601-2-30: 2018
sphygmomanometers .
equipment

This is annexure to ‘Certificate of Accreditation’ and does not require any
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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%, /g\\\

N
%,

Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method

Medical Electrical Equipment
Automated non-invasive Cl. 201.14 programmable

361. electrical medical systems IS/IEC 80601-2-30: 2018
sphygmomanometers

(PEMS)

Automated non-invasive Cl. 201.15 construction of ME

362. . IS/IEC 80601-2-30: 2018
sphygmomanometers equipment
Automated non-invasive

363. Cl. 201.16 ME systems IS/IEC 80601-2-30: 2018
sphygmomanometers
Automated non-invasive .

364. Cl. 201.101 pressurization IS/IEC 80601-2-30: 2018
sphygmomanometers

365. Automated non-invasive Cl. 201.102 connection tubing I/IEC 80601-2-30: 2018
sphygmomanometers and cuff connectors
Automated non-invasive .

366. Cl. 201.103 unauthorized access | IS/IEC 80601-2-30: 2018
sphygmomanometers

367, Automated non-invasive C'I. 201.104 maximum inflating IS/IEC 80601-2-30: 2018
sphygmomanometers time

368, Automated non-invasive Cl. 201.105 automatic cycling IS/IEC 80601-2-30: 2018
sphygmomanometers modes
Automated non-invasive .

369. Cl. 201.106 clinical accuracy IS/IEC 80601-2-30: 2018
sphygmomanometers
Automated non-invasive .

370. Cl. 206 usability IS/IEC 80601-2-30: 2018
sphygmomanometers

This is annexure to ‘Certificate of Accreditation’ and does not require any
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Scope of Accreditation
Astute Labs Private Limited
Sr. No. 82/1, Bajirao Dhawade Patil Industrial Estate, NDA Road,
Shivane, Pune-411023, Maharashtra, India
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Valid from: 26 November 2024

AI/CIA/TL/2024/0085 Valid until: 25 November 2026

Accreditation Standard: ISO/IEC 17025:2017

Sl. No. | Product(s)/Material of Test Specific Tests Performed Test Method
Medical Electrical Equipment

. . Cl. 210 requirements for the
Automated non-invasive

371. development of physiologic IS/IEC 80601-2-30: 2018
sphygmomanometers
closed-loop controllers

Cl. 211 requirements for
g . medical electrical equipment
Automated non-invasive . .
372. and medical electrical systems IS/IEC 80601-2-30: 2018
sphygmomanometers .
used in the home healthcare
environment

Cl. 212 requirements for
medical electrical equipment

Automated non-invasive and medical electrical systems
373. ) ’ i IS/IEC 80601-2-30: 2018
sphygmomanometers intended for use in the
emergency medical services
environment
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signature.



