ational Accreditation Board for
esting and Calibration Laboratories

CERTIFICATE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD

has been assessed and accredited in accordance with the standard

ISO/IEC 17025:2017

""General Requirements for the Competence of Testing &
Calibration Laboratories''

for its facilities at

#96/1, FIRST FLOOR, SUBHASHREE, 9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE,
BENGALURU, BENGALURU URBAN, KARNATAKA, INDIA

in the field of
CALIBRATION

Certificate Number: CC-2898

Issue Date: 01/10/2020 Valid Until: 02/12/2020*

* The validity is extended for one year up to 02.12.2021

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.
(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity : MSME

Signed for and on behalf of NABL

MW

N. Venkateswaran
Chief Executive Officer
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Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No

Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

1 of 37

Measurand or Reference
Material/Type of instrument

Calibration or Measurement

Measurement range and
additional parameters

* Calibration and

S.No | Discipline / Group | or material to be calibrated . Measurement
or measured / Quantity Method or procedure where :prllcabIe(R;'mge Capability(CMC)()
Measured /Instrum and Frequency
Site Facility
using VT mobile &
MEDICAL EIecgricaI safet
DEVICES- y

analyzer

1 DISCHARGE EPAP in cmH20 Comparison method = 120 cmH20 3%
CLNEMENT/ZE IEC 62353:2014 /
IEC 60601-1:2018
Using Gas flow
MEDICAL analyzer,
DEVICES- Comparison Method,
2 DISCHARGE FLOW Instrumentation & 0 Ipm to 15 Ipm 3.6%
EQUIPMENT/DE Technical Services
VICES University of
Vermont
Using Infusion
MEDICAL Device Analyzer by
DEVICES- Co.mparlson method
using IDA 1S &
3 DISCHARGE Flow Electrical safet 1 ml/hr to 100 mi/hr |1.2%
EQUIPMENT/DE y
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
MEDICAL Comparison method
DEVICES- Using VT mobile IEC
4 DISCHARGE Flow 2.5 Ilpm to 25 Ipm 3.6%

EQUIPMENT/DE
VICES

62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

2 of 37

Measurand or Reference
Material/Type of instrument

Calibration or Measurement

Measurement range and
additional parameters

* Calibration and

S.No | Discipline / Group | or material to be calibrated . Measurement
or measured / Quantity Method or procedure where :prllcabIe(R;'mge Capability(CMC)()
Measured /Instrum and Frequency
MEDICAL Comparison Method
DEVICES- using Gas Flow

5 DISCHARGE Flow Analyzer and 2.5 Ipm to 25 Ipm 3.7%
EQUIPMENT/DE Electrical Safety
VICES Analyzer
Using Infusion
MEDICAL Device Analyzer by
DEVICES. Co_mparlson method
6 DISCHARGE Flow, 2 ml/hr - 100 |using .IDA 1S & < 10 ml/hrto > 200 2%
EQUIPMENT/DE ml/hr Electrical safety (@ 10ml) ml/hr
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Using Infusion
Device Analyzer by
gIIEE\[/)IICC?SI_ Co.mparison method
7 DISCHARGE Flow, 2 ml/hr - 100 |using .IDA 1S & 10 ml/hrto 200 ( @ 12%
EQUIPMENT/DE ml/hr Electrical safety 20 ml ) ml/hr '
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Using Infusion
Device Analyzer by
BDAE\?llgéSL Co_mparison method
8 |DISCHARGE  |Flow, 10 - 500 mihr [USINg DA 15 & <10 mi/hr to > 200 (1, 5o,
EQUIPMENT/DE Electrical safety @ 10 ml) ml/hr
analyzer, IEC

VICES

62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

3 of 37

Measurand or Reference
Material/Type of instrument

Calibration or Measurement

Measurement range and
additional parameters

* Calibration and

S.No Discipline / Group or::a::z::lll::db;eqc::::;;ed Method or procedure where applicable(Range Cageb?fi:;(ecml\:cn)t(:)
Measured /Instrum and Frequency)
Using Infusion
MEDICAL Device Analyzer by
DEVICES- Co_mparlson method
9 |DISCHARGE |Flow, 10 - 500 mijhr |¢I19 DA 1S & 0 mr 918 2%
EQUIPMENT/DE Electrical safety 20 ml/hr) ml/hr
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Simulation method
MEDICAL Using Vital sign
DEVICES- simulator
10 |DISCHARGE Gauge Zero Instrumentation & + 1 mmHg NA (Qualitative)
EQUIPMENT/DE Technical Services
VICES University of
Vermont
Simulation method
MEDICAL Using Vital sign
DEVICES- simulator
11 |DISCHARGE Heart Rate accuracy |Instrumentation & 30 bpm to 320 bpm [1.6%
EQUIPMENT/DE Technical Services
VICES University of

Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

4 of 37

MIVItea:sul;'?nd orfR_ef(:rence t Measurement range and * Calibrati d
S.No Discipline / Grou o:nf:taeria‘;pti ?aeI::I{I;‘rr::er:i getibration or Measurenizm additional parameters Mae;sl;are"r)nnezc
. p p or measured / Quantit Method or procedure where applicable(Range C L .
Y and Frequency) apability (CMC)(£)
Measured /Instrum
Using VT Mobile &
Electrical safety
analyzer
MEDICAL Comparison method
DEVICES- IEC 62353:2014 /
12 |DISCHARGE Hypoxic Guard Test N V.IR NA (Qualitative)
IEC 60601-1:2018,
EQUIPMENT/DE ;
Instrumentation &
VICES i )
Technical Services
University of
Vermont
using VT Mobile &
Electrical safety
analyzer
I\D/IE\?IIgg‘ Comparison method
13 |DISCHARGE  |Inspiratory, IEC 62353:2014 /14 55 159,99 2.0%
Expiratory time IEC 60601-1:2018,
EQUIPMENT/DE ;
Instrumentation &
VICES \ ;
Technical Services
University of
Vermont
MEDICAL R e ealcafety=
DEVICES- alvaer y
14 |DISCHARGE IPAP in cmH20 Coméarison ehod + 120 cm H20 3%
\E/%UE'gMENT/DE IEC 62353:2014 /
IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

5 of 37

Mrt(:?'?aulﬁn:eoorfr{iﬁfsi:ﬁrr::nt Measurement range and * Calibration and
S.No Discipline / Group | or materia‘; to be calibrated Callbration or Measurement additional_parameters Measurement
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency) -
Measured /Instrum
MEDICAL
DEVICES- Comparison method Less than/Equal to
15 |DISCHARGE Leak Test Using Vital sign 15 mmH /rcrllin NA (Qualitative)
EQUIPMENT/DE simulator g
VICES
Using Infusion
MEDICAL Device Analyzer by
Comparison method
DEVICES) using IDA 15 &
16 |DISCHARGE Occlusion EIect?ricaI safet 0 psi to 45 psi 1.2%
EQUIPMENT/DE y
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Using Infusion
MEDICAL Device Analyzer by
Comparison method
DEVICES- using IDA 1S &
17 |DISCHARGE Occlusion Electgrical Safey 0 psi to 45 psi 1.2%
EQUIPMENT/DE y
VICES analyzer, IEC
62353:2014 & IEC
60601-1:2018
Using Infusion
MEDICAL Device Analyzer by
Comparison method
DEVICES- using IDA 15 &
18 |DISCHARGE  |Occlusion E,ed?rical e 0 psi to 45 psi 1.2%
EQUIPMENT/DE y
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
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Mrt(:?'?aulﬁndeoorfr{iﬁfsi:ﬁrr::nt Measurement range and * Calibration and
S.No Discipline / Group or materia‘;pto be calibrated Calibration or Measurement additional_parameters Measurement
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency) -
Measured /Instrum
Using Gas flow
MEDICAL analyzer,
DEVICES- Comparison Method,
19 |DISCHARGE Oxygen Percentage |Instrumentation & 0 % to 100 % 2.3%
EQUIPMENT/DE Technical Services
VICES University of
Vermont
Using VT Mobile &
Electrical safety
MEDICAL e Zer
Comparison method
DEVICES, IEC 62353:2014 /
20 |DISCHARGE Oxygen Percentage IEC 60601L1-2018 0 % to 100 % 2.3%
EQUIPMENT/DE Y. :
Instrumentation &
VICES : )
Technical Services
University of
Vermont
MEDICAL Usmg.VT Mobile &
Electrical safety
DEVICES- analyzer -5 cmH20 to 40
21 |DISCHARGE  |PEEP Y§°! 3.5%
EQUIPMENT/DE Comparison method |cmH20
VICES IEC 62353:2014 /
IEC 60601-1:201
MEDICAL Efelrgtgrig|r2§fz|tle y
DEVICES- il y
22 |DISCHARGE  |Positive pressure — hog | % 120 cmH20 2.3%
EQUIPMENT/DE Comparison method
VICES IEC 62353:2014 /
IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No

Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

7 of 37

Meafsurand or R_eference Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be callbr_ated Method or procedure Where applicable(Range Meaas_urement
or measured / Quantity P PP 9 Capability(CMC)(*)
Measured /Instrum and Frequency)
Simulation method
MEDICAL Using Vital sign
DEVICES- simulator
23 |DISCHARGE I(Dtr)esnsaur;eice)lccuracy Instrumentation & gg@gsrgrpnl}lﬁ;o 1%
EQUIPMENT/DE |'©Y Technical Services g
VICES University of
Vermont
MEDICAL
DEVICES- Comparison method
24 | DISCHARGE gte;ts;g)re Accuracy | ying vital sign ?nmrH“Hg tg5108 1%
EQUIPMENT/DE simulator 9
VICES
using VT Mobile &
Electrical safety
MEDICAL analyzer
oevces. |, o
ressure ; ¢
25 |DISCHARGE Accuracy(PIP) IEC 60601-1:2018, + 120 cmH20 3.5%
EQUIPMENT/DE )
Instrumentation &
VICES . "
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number
Validity

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No
Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

8 of 37

Mrt(:?'?aulﬁndeoorfr{iﬁfsi:ﬁrr::nt Measurement range and * Calibration and
S.No Discipline / Group or materia‘;pto be calibrated Calibration or Measurement additional_parameters Measurement
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency)
Measured /Instrum
using VT Mobile &
Electrical safety
analyzer
MEDICAL Comparison method
DEVICES- IEC 62353:2014 /
26 |DISCHARGE Respiration Rate N 2 bpm to 150 bpm [1.2%
IEC 60601-1:2018,
EQUIPMENT/DE ;
Instrumentation &
VICES i )
Technical Services
University of
Vermont
L o
DEVICES- analyzer !
27 |DISCHARGE RR in bpm C YS! hod 2 brpm to 150 brpm [2.0%
EQUIPMENT/DE omparison metho
VICES IEC 62353:2014 /
IEC 60601-1:2018
e e
DEVICES- analyzer !
28 |DISCHARGE  |Tiin sec Com{)arison ethod 025 5t09.99s 1.2%
\EllocuE'gMENT/DE IEC 62353:2014 /
IEC 60601-1:2018
Comparison method
MEDICAL Using VT Mobile &
DEVICES- electrical safet 0 mmHg to 600
29 |DISCHARGE  |vacuum Salyzer |EC y mig g 2.5%
\E/?CUE'SMENT/DE 62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE,
9TH CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

Page No

9 of 37

Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Using Infusion
Device Analyzer by

MEDICAL .
Comparison method
DEVICES- using IDA 15 &
30 |DISCHARGE |Volume EIec?ricaI ey 1 ml to 999 ml 1.2%
EQUIPMENT/DE y
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
using VT Mobile &
Electrical safety
analyzer
MEDICAL Comparison method
DEVICES- IEC 62353:2014 /
31 |DISCHARGE Volume Accuracy .y 0 ml to 1000 ml 3.6%
IEC 60601-1:2018,
EQUIPMENT/DE )
Instrumentation &
VICES i ,
Technical Services
University of
Vermont
Using Infusion
e S
DEVICES- = pIDA . <10 & mi/hr to
32 |DISCHARGE Volume, 1 ml - 20 ml EIectgricaI safet >200 (@ 10ml) 1.3%
EQUIPMENT/DE y mi/hr
analyzer, IEC

VICES

62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard

Certificate Number

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE, 9TH

CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
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Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Using Infusion
Device Analyzer by

MEDICAL .
DEVICES- Co_mparlson method
33 |DISCHARGE  |Volume, 1 mi - 20 mi [¥SIN9 IDA 15 & 10 mi/hr t0 200 (@ |4 5o,
Electrical safety 20ml ) mi/hr
EQUIPMENT/DE
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Using Infusion
MEDICAL Device Analyzer by
DEVICES- Co.mparlson method
34 |DISCHARGE  |Volume, 1 ml - 50 mi [US'n9 IPA 15 & <10 ml/hr to > 200 [, o,
Electrical safety (@ 10 ml) ml/hr
EQUIPMENT/DE
VICES analyzer, IEC
62353:2014 / IEC
60601-1:2018
Using Infusion
MEDICAL Device Analyzer by
DEVICES- Co_mparlson method
35 |DISCHARGE  |Volume, 1 mi - 50 mI|4siNg DA 15 & 10 mi/hr t0 200 (@ |, o,
Electrical safety 20 ml) ml/hr
EQUIPMENT/DE
analyzer, IEC

VICES

62353:2014 / IEC
60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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BENGALURU URBAN, KARNATAKA, INDIA
Accreditation Standard ISO/IEC 17025:2017
Certificate Number CC-2898 Page No 11 of 37
Validity 01/10/2020 to 02/12/2020* Last Amended on -

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation method
Using Vital sign
simulator &
Electrical safety
analyzer IEC
Amplitude accuracy |62353:2014 /IEC 0.05mVto5mV 3.9%
60601-1:2018
Instrumentation &
Technical Services
University of
Vermont

MEDICAL
DEVICES-
IMAGING/PLOT
TERS

36

Using Fetal

Simulator,
I\D/IE\%Igg_ Simulation method,
37 Fetal Heart Rate Instrumentation & |30 bpm to 240 bpm [0.39%

IMAGING/PLOT . !

Technical Services
TERS : i

University of
Vermont

Simulation method
Using Vital sign
simulator &
MEDICAL Electrical safety

DEVICES- analyzer [EC
38 Heart rate accuracy [62353:2014/1EC |30 bpm to 320 bpm [1.2%

ITI\éﬁ(SEING/PLOT 60601-1:2018

Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Laboratory Name :

Accreditation Standard
Certificate Number

Validity

National Accreditation Board for
Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

TRANSCAAL ENGINEERS INDIA PVT LTD, #96/1, FIRST FLOOR, SUBHASHREE, 9TH

CROSS, EAST PARK ROAD, MALLESWARAM, BANGALORE, BENGALURU,
BENGALURU URBAN, KARNATAKA, INDIA

CC-2898

ISO/IEC 17025:2017

01/10/2020 to 02/12/2020%*

Page No

Last Amended on

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

12 of 37

S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

MEDICAL Electrical safety
DEVICES- , analyzer, IEC L
39 IMAGING/PLOT Electrical Safety 62353:2014 / IEC V,I&R NA (Qualitative)
TERS 60601-1:2018
MEDICAL Using Electrical
DEVICES- Electrical Safety - safety analyzer, IEC [Voltage, Current & .
40 1 |MAGING/PLOT [Voltage 62353:2014 / IEC  |Re NA (Qualitative)
TERS 60601-1:2018
MEDICAL Electrical safety
DEVICES- , analyzer, IEC N
41 MONITORING Electrical Safety 62353:2014 / IEC V, &R NA (Qualitative)
UNIT 60601-1:2018
Using PS320 &
Electrical safety
analyzer Simulation
MEDICAL method IEC
DEVICES- 62353:2014/ IEC 4
42 MONITORING Fetal Heart Rate 60601-1:2018 30 bpm to 240 bpm [1.2%
UNIT Instrumentation &

Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety

DEVICES- analyzer IEC o
43 MONITORING Heart rate 62353:2014 / IEC 30 bpm to 240 bpm [1.3%

UNIT 60601-1:2018

Instrumentation &
Technical Services
University of
Vermont

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety
DEVICES- analyzer IEC 0
44 MONITORING Heart rate accuracy 62353:2014 / IEC 30 bpm to 320 bpm [2.6%

UNIT 60601-1:2018
Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety

45 DEVICES- Invasive Blood analyzer IEC 35/15 mmHg to 1.9%
MONITORING |Pressure Accuracy |62353:2014/IEC 200/150 mmHg '
UNIT 60601-1:2018

Instrumentation &
Technical Services
University of
Vermont

Using PS320 &
Electrical safety
analyzer Simulation

MEDICAL method IEC

DEVICES- 62353:2014/ IEC 0
46 MONITORING Maternal Heart Rate 60601-1:2018 60 bpm to 160 bpm 1%

UNIT Instrumentation &

Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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* The validity is extended for one year up to 02.12.2021
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Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety
DEVICES- analyzer IEC
47 [ vonrorinG | NIBP Leakage Test 623g/3:2014/IEC < 330 mmHg 5%
UNIT 60601-1:2018
Instrumentation &
Technical Services
University of
Vermont
Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &
MEDICAL Electrical Safety
DEVICES- NIBP Pressure Relief |analyzer IEC
48 IMONITORING  [Test 62353:2014 /IEC |~ 1> MmHg 4g%
UNIT 60601-1:2018

Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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* The validity is extended for one year up to 02.12.2021
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Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety
DEVICES- analyzer IEC 35/15 mmHg to 3
49 IMonToriNG  |NVIBP Test 62353:2014 /IEC  |200/150 mmHg 4N
UNIT 60601-1:2018
Instrumentation &
Technical Services
University of
Vermont
MEDICAL
DEVICES- 0l :
50 MONITORING Readability: 20 g Comparison method |500 g to 15 kg 11.3g
UNIT
Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &
MEDICAL Electrical Safety
DEVICES- b analyzer IEC 0
51 MONITORING Respiration rate 62353:2014 / IEC 0 bpm to 100 bpm |5.8%

UNIT 60601-1:2018
Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Simulation Method -
Using Vital sign
simulator, SPO2
functional tester &

MEDICAL Electrical Safety
DEVICES- analyzer IEC o s o
52 MONITORING SPO2 Accuracy Test 62353:2014 / IEC 70 % to 100 % 3.6%

UNIT 60601-1:2018
Instrumentation &
Technical Services
University of
Vermont

Using PS320 &
Electrical safety
analyzer Simulation

MEDICAL method IEC

DEVICES- 62353:2014/ IEC A
53 MONITORING TOCO 60601-1:2018 20 IUP to 100 IUP 1.45%

UNIT Instrumentation &

Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Validity 01/10/2020 to 02/12/2020* Last Amended on -

* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO2 functional

DEVICES- Energy after 60 sec tester & Electrical

PATIENT safety analyzer IEC |Greater than/ equal N
>4 | CONDITIONING 2‘;2“ charge @ max (53535014 IEC |to 85 % NA (Qualitative)

/ 9y 60601-1:2018

MAINTENANCE Instrumentation &
Technical Services
University of
Vermont

Method - Using
Impulse 7000 DP,
Vital sign simulator,

MEDICAL SPO2 functional

DEVICES- tester & Electrical

PATIENT safety analyzer IEC .
55 CONDITIONING Heart Rate Accuracy 62353:2014 /IEC 10 bpm to 300 bpm |1%

/ 60601-1:2018

MAINTENANCE Instrumentation &

Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Method - Using
Impulse 7000 DP,
Vital sign simulator,

MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT safety analyzer IEC o
56 CONDITIONING Pacer Rate Accuracy 62353:2014 /IEC 5 ppm to 800 ppm |2.4%
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
MEDICAL Using Incubator
DEVICES- Analyzer & electrical
PATIENT . safety analyzer o
>7 | conpiTioning |A'r Flow Comparison method |02 M/sec to 2 m/sec|>.8%
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018
MEDICAL Using Incubator
DEVICES- Analyzer & electrical
PATIENT . safety analyzer 5 g 0
58 | conpimioning |Al Temperature - arison method |0 “C¢ 020 °C 0.3%
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
M d Ref
P Mat:??al:;;;‘peoorf iﬁs‘:;ﬁ::::nt Calibration or Measurement Maeda(filtlir:l::lf:ta::rr:lgei:r';d * Calibration and
S.No | Discipline / Group | or material to be calibrated Method d h licable(R Measurement
or measured / Quantity etiiP|or procedure where applicable(Range Capability(CMC)(*)
Measured /Instrum and Frequency)
MEDICAL Using Impulse 7000
DEVICES- DP & Electrical
PATIENT , safety analyzer by 0
>9 CONDITIONING pmpitydq Comparison method g €29 2.6%
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT Charge time after 10 |safety analyzer IEC |Less than/Equal to L
60 1 CONDITIONING |discharge cycles ~ |62353:2014 /IEC |15 sec NA (Qualitative)
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
Using VT Mobile,
Stop watch &
MEDICAL Elneacltr;cezil safety
DEVICES- Com};)arison method
61 ol e\ |Controller Stability — [IEC 62353:2014/ | 10 MMM after 15 |\ A (Qualitative)
/ IEC 60601-1:2018
MAINTENANCE lnstrur.nentatlo.n &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Certificate Number

SCOPE OF ACCREDITATION
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Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Using VT Mobile,
Stop watch &
Electrical safety

MEDICAL |
EAEC\F/IIIE:I\IIE'? Cuff P grc])?nézaerirson method
62 | CONDITIONING Agcurgi?“re IEC 62353:2014/ |0 psi to 100 psi 2.3%
/ IEC 60601-1:2018
MAINTENANCE Instrumentatiop &
Technical Services
University of
Vermont
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
63 PATIENT Dialysate IEC 62353:2014/ IEC |13 mS/cm to 15 0.21msS/cm
CONDITIONING |Conductivity Test 60601-1:2018 mS/cm '
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
MEDICAL
DEVICES- Electrical safety
64 Egll-\:ED'I\ITTIONING Electrical Safety ggglglg:ezréllac/ IEC V, &R NA(Qualitative)
/ 60601-1:2018
MAINTENANCE

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

MEDICAL
DEVICES- Electrical safety
PATIENT , analyzer, IEC .
65 CONDITIONING Electrical Safety 62353:2014 / IEC V,I,R NA (Qualitative)
/ 60601-1:2018
MAINTENANCE
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC |200 ml/min to 2000 0
66 [ conpimioning [Flow Test 60601-1:2018 mi/min 43%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Comparison method
using VT Mobile &
MEDICAL Electrical safety
DEVICES- analyzer IEC
PATIENT Inspiratory, 62353:2014 / IEC o
67 | cONDITIONING |Expiratory Time 60601-1:2018 0.25st0 3895 2.0%
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Validity 01/10/2020 to 02/12/2020* Last Amended on -
* The validity is extended for one year up to 02.12.2021
*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021
Meafsurand or R_eference M t d ) .
S.No Discipline / Group hc:l: 1:;;2'{?;\;[1?, %LI::f;l;‘rr::er:it calilelztrig: z: Measurement aeda(filtlir:lgf_:a::rr:\gei:r'; * aa;;lzl;a:el?“ne?‘:d
or measured / Quantity procedure where applicable(Range Capability(CMC)(*)
Measured /Instrum and Frequency)
MEDICAL Using Comparison
DEVICES- method, Flux meter,
PATIENT . Electrical safety 5 uW/cm2/nmto 70 |,
68 [ conpiTionING |/Tadiance analyzer IEC uW/cm2/nm 6%
/ 62353:2014 / IEC
MAINTENANCE 60601-1:2018
Using VT Mobile,
Stop watch &
MEDICAL ELeacl;r;;?I safety
EAEC}'/IIIEI\IIE'? Comparison method |Less than/Equal to
69 CONDITIONING Max Cuff Pressure IEC 62353:2014 / 550 m mmHg to 2.3%
/ IEC 60601-1:2018 OEM spec
MAINTENANCE Instrumentatlop &
Technical Services
University of
Vermont
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC 0
70 CONDITIONING NIBP Test 60601-1:2018 180/60 mmHg 3.2%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Method - Using
Impulse 7000 DP,
Vital sign simulator,

MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT safety analyzer IEC [40/20 mmHg to .
1 1conpimioning |NIBP Test 62353:2014 IEC  |200/150 mmHg 4N
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
MEDICAL Using Incubator
DEVICES- Analyzer & electrical
PATIENT , safety analyzer 0
72 [conpiTioning |Noise level Comparison method |30 9B t0 100dB — {5.8%
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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* The validity is extended for one year up to 02.12.2021
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MIVItea:sulrand orfR_eference Measurement range and * Calibrati d
S.No | Discipline / Group o:nf:tael{gpti ?aeI::f;l;‘rr::er:it gatibration or Measuremnicin additional_parameters Mae;sl;arte"r)nnezc
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency)
Measured /Instrum
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO?2 functional
DEVICES- tester & Electrical
PATIENT 02 Saturation(Spo2), |safety analyzer IEC
73 | CONDITIONING |Heart Rate 62353:2014 IEC |30 PPM to 240 bpm 11.3%
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT 02 Saturation(Spo2), |safety analyzer IEC
74 1 CONDITIONING |Heart Rate 62353:2014 iEC |70 710 100% 3p%
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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* The validity is extended for one year up to 02.12.2021

*Transition to 2017 version completed w.e.f 01.10.2020 valid until 02.12.2021

MIVItea:sulrand orfR_eference Measurement range and * Calibrati d
S.No | Discipline / Group o:nf:tael{gpti ?aeI::f;l;‘rr::er:it gatibration or Measuremnicin additional_parameters Mae;sl;arte"r)nnezc
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency)
Measured /Instrum
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT Output Accuracy safety analyzer IEC
7> CONDITIONING |(Energy) 62353:2014 /IEC Q) @270\ 1.3%
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO2 functional
DEVICES- Output Energy @ tester & Electrical
PATIENT max setting for safety analyzer IEC
76 1 CONDITIONING |10CHg cycle (at  |62353:2014 iEc [°0) 10 270) Lp¥
/ battery power) 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Comparison method
using RF 303 &

MEDICAL Electrical safety
DEVICES- analyzer IEC
77 o e S |Output Power géggﬁ?zl;lgmc 0 W to 400 W 5.8%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Comparison method
using VT Mobile &
MEDICAL Electrical safety
DEVICES- analyzer IEC
78 Eg-ll-\:I[E)II\I'IZI;ONING Oxygen Percentage ggggii?zlo‘lllsmc 0 % to 100 % 2.3%
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Using Gas flow
analyzer & Electrical

MEDICAL safety analyzer, IEC
DEVICES- 62353:2014 / IEC
79 Egll-\:ll?)ll\l'l-'I;ONlNG Oxygen Percentage gg?nop}arliézoemllalethod, 0 % to 100 % 2.3%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Method - Using
Impulse 7000 DP,
Vital sign simulator,
MEDICAL SPO?2 functional
DEVICES- tester & Electrical
80 (P:gll-\:EDII\I'I-'IIONING Pacer Amplitude Zgi;e%:z;réallzlz/lelzrclEC 0mAto 25 mA 2.6%
/ 60601-1:2018
MAINTENANCE Instrumentation &

Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Comparison method
using VT Mobile &

MEDICAL Electrical safety
DEVICES- analyzer IEC
81 PATIENT Peep 62353:2014 / IEC 0 cmH20 to 40 3.7%
CONDITIONING 60601-1:2018 cmH20 '
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC
82 1 conpiTioning [PH Test 60601-1:2018 7 pH{yateDpH) 0.2pH
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Comparison method
using RF 303 &

MEDICAL Electrical safety
DEVICES- analyzer IEC
PATIENT Power Distribution 162353:2014 / IEC o
83 | CONDITIONING |Test 60601-1:2018 0%Dto 90 W o\0%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC 0
84 | conprmioning [PPM 60601-1:2018 = p-4%
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Comparison method
using VT Mobile &

MEDICAL Electrical safety
DEVICES- analyzer IEC
85 PATIENT Pressure accuracy |62353:2014 /IEC 0 cmH20 to 120 3 6%
CONDITIONING | (PIP) 60601-1:2018 cmH20 \
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont
Comparison method
e et
DEVICES- 3 °%%%
PATIENT Pressure Calibrator
i 0,
86 CONDITIONING Pressure Gauge & electrical safety 0 bar to 2 bar 0.36%
/ analyzer IEC
62353:2014 / IEC
MAINTENANGE 60601-1:2018, AMS
2750 DKD R6-1
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC |+ 3 mmHg (-700 to 0
87 [conpimioning [PressureTest 60601-1:2018 1900 mm 2.8%
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

MEDICAL Using Impulse 7000
DEVICES- DP & Electrical
PATIENT safety analyzer by 0
88 CONDITIONING pate-agtigacy Comparison method S'RRNN to EUFpPM N 2.4%
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018
MEDICAL Using Incubator
DEVICES- Analyzer & electrical
PATIENT : - safety analyzer P L, 0
89 CONDITIONING Relative Humidity Comparison method 10 % RH to 95 % RH |4% RH
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018
Comparison method
MEDICAL Flectical safet
DEVICES- analyzer IEC /
90 | eonomoniNG | REM Test 62353:2014 /EC |- {hah OFM NA (Qualitative)
/ 60601-1:2018 P

MAINTENANCE

Instrumentation &
Technical Services
University of Vermon

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Comparison method
using VT Mobile &

MEDICAL Electrical safety

DEVICES- analyzer IEC

PATIENT - 62353:2014 / IEC 0
91 CONDITIONING Respiration Rate 60601-1:2018 2 brpm to 150 brpm |1.2%

/ Instrumentation &

MAINTENANCE Technical Services

University of
Vermont

MEDICAL Using Incubator

DEVICES- Analyzer & electrical

PATIENT : safety analyzer o L 0
2 CONDITIONING agdn {ergperature Comparison method R Cto0L 2%

/ IEC 62353:2014 /

MAINTENANCE IEC 60601-1:2018

MEDICAL Using Incubator

DEVICES- Analyzer & electrical

PATIENT Surface safety analyzer A 3 0
93 CONDITIONING |Temperature Comparison method PrCLS03G 178

/ IEC 62353:2014 /

MAINTENANCE IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
. . Measurement range and . .
S.N - Matenal/]’ype of mst_rument Calibration or Measurement additional parameters * Calibration and
.No | Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrum

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(x)

Method - Using
Impulse 7000 DP,
Vital sign simulator,

MEDICAL SPO2 functional
DEVICES- tester & Electrical
PATIENT Synchronizer safety analyzer IEC |Less than/Equal to .
9% [coNDITIONING |Operation 62353:2014 /IEC |60 msec NA (Qualitative)
/ 60601-1:2018
MAINTENANCE Instrumentation &
Technical Services
University of
Vermont
Comparison method
oy o M
DEVICES- » l0gger,
PATIENT Pressure Calibrator
95 | CONDITIONING | Temperature & electrical safety  |110 °C to 135 °C 0.54°C
/ analyzer IEC
62353:2014 / IEC
MAINTENANCE 60601-1:2018, AMS
2750 DKD R6-1
MEDICAL Using Temperature
sensor with logger &
DEVICES- s
PATIENT electrical safety
o o] 0,
96 CONDITIONING Temperature anaIyze.r 21 °Cto 50 °C 0.7%
/ Comparison method
MAINTENANCE IEC 62353:2014 /

IEC 60601-1:2018

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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S.No

Discipline / Group

Measurand or Reference
Material/Type of instrument
or material to be calibrated

or measured / Quantity

Measured /Instrum

Calibration or Measurement
Method or procedure

Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Using Temperature

MEDICAL sensor with logger &
DEVICES- . 99
PATIENT electrical safety
97 CONDITIONING Temperature anaIyzer 32°Cto42°C 0.2°C
/ Comparison method
IEC 62353:2014 /
MAINTENANSSE IEC 60601-1:2018
MEDICAL Using Incubator
DEVICES- Analyzer & electrical
PATIENT Temperature safety analyzer o 3 .
98 CONDITIONING [overshoot Comparison method 0°Cty3p NA (Qualitative)
/ IEC 62353:2014 /
MAINTENANCE IEC 60601-1:2018
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
PATIENT IEC 62353:2014/ IEC | , o 4
99 CONDITIONING Temperature Test 60601-1:2018 0 °Cto 100 °C yC
/ Instrumentation &
MAINTENANCE Technical Services

University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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MIVItea:sulrand orfR_eference Measurement range and * Calibrati d
S.No Discipline / Group o:nf:tael{gpti ?aeI::f;l;‘rr::er:it Callbration or Measurement additional_parameters Mae;sl;arte"r)nnezc
or measured / Quantity Method or procedure where applicable(Range Capability(CMC)()
and Frequency)
Measured /Instrum
Using VT Mobile,
Stop watch &
MEDICAL Electrical safety
DEVICES- prayzer
PATIENT . Comparison method .
100 CONDITIONING Timer Accuracy IEC 62353:2014 / 15 mins 1sec
/ IEC 60601-1:2018
MAINTENANCE Instrumentatiop &
Technical Services
University of
Vermont
Using Dialysis meter
& Electrical safety
MEDICAL analyzer
DEVICES- Comparison method
101 (P:gll-\:ED'I\I'IIONING Timer Test |6E0C68§—315:30210814/ IEC 15minto 1 hr 1.2 sec to 2.2 sec
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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Measurand or Reference
Material/Type of instrument
S.No | Discipline / Group | or material to be calibrated
or measured / Quantity

Measured /Instrum

Measurement range and

Calibration or Measurement additional parameters
Method or procedure where applicable(Range

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

Comparison method
using VT Mobile &

MEDICAL Electrical safety
DEVICES- analyzer IEC
102 Egll-\:ll?)ll\l'l-'I;ONlNG Volume Accuracy géggii?zl;lgmc 0 ml to 1000 ml 3.6%
/ Instrumentation &
MAINTENANCE Technical Services
University of
Vermont

* CMCs represent expanded uncertainties expressed at approximately the 95% level of confidence, using a coverage factor of k = 2.
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