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S.No Discipline / Group

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

or measured / Quantity

Measured /Instrument

Calibration or Measurement
Method or procedure

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

* Calibration and
Measurement
Capability(CMC)(*)

Permanent Facility

MEDICAL
DEVICES-

1 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Chassis/Enclosure
Leakage Current
(Common for
Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 9000 pA

3.60 pA to 223 pA

MEDICAL
DEVICES-

2 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Earth Leakage
Current (Common
for Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 9000 pA

3.60 pA to 223 pA

MEDICAL
DEVICES-

3 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Insulation
Resistance Test
(Common for
Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

1 Mohm to 100
Mohm

3.0%
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Measurand or Reference Measurement range and
Material/Type of instrument Calibration or Measurement additional paramgeters * Calibration and
S.No Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

Electrical Safety Test
- Patient Leakage

MEDICAL Current (Common
DEVICES- for Syringe Pump, Using Electrical
4 DISCHARGE Infusion Pump, Safety Analyser by |10 pA to 1000 pA 3.60 pA to 24.5 pA
EQUIPMENT/DE | Nebulizer, Pulse Direct Method
VICES Oxymeter, BP
Apparatus, Suction
Pump)
Electrical Safety Test
- Protective Earth
wepicaL  [restance
DEVICES- . Using Electrical
5  |DISCHARGE lsnm;%i F;‘:J”r:]p Safety Analyzer by g'hori ohry tesl.30 g'horﬁz ohm to 0.055
EQUIPMENT/DE | ﬁ’ Direct Method
VICES Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)
MEDICAL Flow - Flow meter
DEVICES- with Humidifier / Using Gas Flow
6 DISCHARGE Flow meter / Oxygen Analyzer by 1lpmto 15 Ilpm 2.53%
EQUIPMENT/DE ¥9 Comparison method
Concentrator
VICES
MEDICAL
DEVICES- . Using Infusion
7 DISCHARGE Flow - Infusion pump Device Analyzer by BsMIAr to 1000 4.28%

EQUIPMENT/DE
VICES

|/ Feeding pump

Direct method

ml/hr
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Material/Type of instrument Calibration or Measurement additional paramgeters * Calibration and
S.No Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)
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MEDICAL
DEVICES- Flow - Nebulizer Using Gas Flow
8 DISCHARGE (Electric) Analyzer by 7 lpm to 10 Ipm 3.8%
EQUIPMENT/DE comparison method
VICES
MEDICAL
DEVICES- Using Gas flow
9 DISCHARGE Flow - Suction Pump |Analyzer by 1Ilpmto 15 Ipm 2.41%
EQUIPMENT/DE Comparison method
VICES
MEDICAL
DEVICES- Using Infusion
10 |DISCHARGE  |Flow - Syringe Pump |Device Analyzer by f’n Ir;‘h'/r fir t 1000 3.08%
EQUIPMENT/DE Direct method
VICES
MEDICAL
DEVICES- Using Sp02
11 |DISCHARGE giazgtztre -Pulse  f£ hctional Tester by |30 bpm to 150 bpm |1.28%
EQUIPMENT/DE y Direct method
VICES
MEDICAL
DEVICES- Occlusion Pressure - |Using Infusion
12 |DISCHARGE Infusion Pump / Device Analyzer by |0 to 1300 mmHg 2.07%
EQUIPMENT/DE |Feeding pump Direct method
VICES
MEDICAL
DEVICES- Occlusion Pressure - Using Infusion
13 |DISCHARGE Device Analyzer by |0 to 900 mmHg 3.04%

EQUIPMENT/DE
VICES

Syringe Pump

Direct method
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MEDICAL
DEVICES- f’%e;i\“rea(r;etﬁ'; /TeSt) Using Vital Sign
14 |DISCHARGE Soh I?rﬁ)omanometer Simulator by Direct |0 to 40 mmHg 5.80mmHg
EQUIPMENT/DE | >P"Y9 Method
VICES
MEDICAL : . :
DEVICES- Pressure (NIBP) - BP glsrma\gfgigg -
15 |DISCHARGE Apparatus / . P 0 to 200 mmHg 5.80mmHg
Functional Tester by
EQUIPMENT/DE |Sphygmomanometer| .
Direct Method
VICES
MEDICAL
DEVICES- Pressure - Flow Using Digital
16 |DISCHARGE meter with Pressure Gauge by |0 to 60 psi 1.95%
EQUIPMENT/DE |Humidifier comparison method
VICES
MEDICAL
DEVICES- Pressure - Nebulizer Using Gas Flow
17 |DISCHARGE (Electric) Analyzer by 0 to 50 psi 4.97%
EQUIPMENT/DE Comparison method
VICES
MEDICAL Using Vital Sign
DEVICES- Pulse Rate - BP Simulator and Sp02
18 |DISCHARGE . P~< 130 bpm to 150 bpm |1.30%
Apparatus Functional Tester by
EQUIPMENT/DE Direct Method
VICES
MEDICAL Using SpO2
DEVICES- SPO2 - Pulse Functional Tester
19 |DISCHARGE . 80 % to 100 % 2.30%
Oxymeter and by Direct

EQUIPMENT/DE
VICES

method
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MEDICAL Using RTD sensor
DEVICES- Temperature - Flow |with Documenting
20 |DISCHARGE meter with Process Calibrator |20 °Cto 50 °C 1.00°C
EQUIPMENT/DE |Humidifier by comparison
VICES method
MEDICAL
DEVICES- Vacuum - Suction Using Digital
21 |DISCHARGE PuMp Pressure Gauge by |0 to 650 mmHg 13.8mmHg
EQUIPMENT/DE Comparison method
VICES
MEDICAL
DEVICES- Volume - Infusion Using Infusion
22 |DISCHARGE pump / Feeding Device Analyzer by |1 ml to 400 ml 6.4%
EQUIPMENT/DE |pump Direct method
VICES
MEDICAL
DEVICES- Volume - Syringe Using Infusion
23 |DISCHARGE Pump Device Analyzer by |1 mlto 50 ml 6.4%
EQUIPMENT/DE Direct method
VICES
I\DAE\?IIgéSL ECG Output Using Vital Signs
24 Amplitude - ECG Simulator by Direct 0.5 mV to 2.5 mV 4.8%
IMAGING/PLOT :
TERS Machine/Recorder Method
Electrical Safety Test
I\D/IIIEE\?Ilgl'EAsP - Chassis/Enclosure |Using Electrical
25 Leakage Current Safety Analyzer by |10 uA to 9000 pA 3.60 pA to 223 pA

IMAGING/PLOT
TERS

(Common for ECG
Machine)

Direct Method
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MEDICAL Electrical Safety Test Using Electrical
DEVICES- - Earth Leakage
26 IMAGING/PLOT |current (Common g?::g Sg;l};ézer by |10 uA to 9000 pA 3.60 pA to 223 pA
TERS for ECG Machine)
MEDICAL Fll(rewgtrllsgloiafety o Using Electrical
27 DEVICES- Resistance Test Safety Analyzer by L Mehm tq 100 3.0%
IMAGING/PLOT : Mohm
(Common for ECG Direct Method
TERS )
Machine)
MEDICAL Electrical Safety Test Using Electrical
DEVICES- - Patient Leakage
28 IMAGING/PLOT | current (Common E)?:gg I\//\Igal]%zder by |10 uAto 1000 pA 3.60 pA to 24.5 pA
TERS for ECG Machine)
Electrical Safety Test
MEDICAL : . J
DEVICES- - Protqcti Egrth Qe Ul 0.05 ohm to 1.90  [0.016 ohm to 0.055
29 Resistance Safety Analyzer by
IMAGING/PLOT : ohm ohm
(Common for ECG Direct Method
TERS )
Machine)
BDAE\?llgéSL Heart Rate - ECG Using Vital Sign
30 Machine/Recorder, |[Simulator by Direct |30 bpm to 300 bpm |[1.30%
IMAGING/PLOT .
Monitors Method
TERS
MEDICAL , Using SPO2
ECG - Patient . . :
DEVICES- , : Simulator, Vital Sign 0
31 MONITORING mgz:;gg / Mbliara Simulator by Direct 0.5 et 5 mv 6.26%
UNIT Method
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Capability(CMC)(+)

Electrical Safety Test

MEDICAL - Chassis/Enclosure Using Electrical
DEVICES- Leakage Current
32 MONITORING |(Common for Patient g?rfeeg Gg?&ﬁer bya L0 wJ0,£900 pa 3.60 pAto 223 pa
UNIT Monitor / Multipara
Monitor )
Electrical Safety Test
l\D/IE\?IIgé‘SL - Earth Leakage Using Electrical
33 Current (Common Safety Analyser by |10 pA to 9000 pA 3.60 pA to 223 A
MONITORING . . .
for Patient Monitor / |Direct Method
UNIT . .
Multipara Monitor)
Electrical Safety Test
l\D/IE\?IlgEASL - Patient Leakage Using Electrical
34 Current (Common Safety Analyser by |10 pA to 1000 pA 3.60 pA to 24.5 pA
MONITORING . . ;
for Patient Monitor / |Direct Method
UNIT . .
Multipara Monitor)
Electrical Safety Test
MEDICAL - Protective Earth Using Electrical
35 DEVICES- Resistance Safeg Analvser b 0.05 Ohmto 1.9 0.016 Ohm to 0.055
MONITORING [ (Common for Patient [ J* =Y 0 75 Y = Y~ lohm Ohm
UNIT Monitor / Multipara
Monitor )
MEDICAL . Using SPO2
Heart Rate - Patient |_. - .
DEVICES- : : Simulator, Vital Sign 0
36 MONITORING Mon!tors / Multipara Simulator by Direct 30 BPM to 300 BPM [1.60%
Monitors
UNIT Method
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Meafsurand or R_eference Measurement range and . .
o | Discpline/Groun | centani e imcag | Cabrationor Measurement | - adational parameters | - Caltraton and
or measured / Quantity procequre where applicable(Range Capability(CMC)(*)
Measured /Instrument and Frequency)
Insulation
Resistance-
(Common for Patient
Monitor,
MEDICAL Syringe/Infusion . .
37 DEVICES- Pump, Defibrillator, g;g? EA?;”EZL b 1 Mohm to 100 3.0%
MONITORING  |Suction Pump, ECG Direc{ Methi’)d Y™ IMohm
UNIT Unit, Electro-Surgical
Unit, Autoclave,
Radiant Warmer,
Patient Warmer,
Infant Incubator)
MEDICAL Invasive blood Using SPO2
DEVICES- pressure accuracy - |Simulator, Vital Sign 0
38 [MONITORING  [Patient Monitors /  |Simulator by Direct |© ®© 200 mmHg 3-33%
UNIT Multipara Monitors  |Method
MEDICAL Non-Invasive Blood |Using SPO2
39 DEVICES- Pressure (Leak Test) |Simulator, Vital Sign |10 mmHg to 200 1.3mmH
MONITORING |- Patient Monitors / |Simulator by Direct |mmHg ' g
UNIT Multipara Monitors |Method
MEDICAL Non-Invasive Blood [Using SPO2
DEVICES- Pressure Accuracy - |Simulator, Vital Sign
40 MONITORING |Patient Monitors / Simulator by Direct 0 to 200 mirgHg >-80mmHg
UNIT Multipara Monitors |Method
MEDICAL Respiration Rate - Using SPO2
41 DEVICES- Patignt Monitors / Simulator, Vital Sign |10 brpm to 100 5 89
MONITORING | \2 i oriors | Simulator by Direct | brpm o0
UNIT P Method
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S:No | Discipline / Group | or material to be calibrated “Mothod o procedure. | where applicabie(Range Measurement
Y and Frequency) Capability(CMC)(*)
Measured /Instrument
MEDICAL : Using SPO2
SPO?2 - Patient : . .
DEVICES- : , Simulator, Vital Sign , o 0
42 | MONITORING mg:;gg“\"“'t'para Simulator by Direct |0 7o t0 100 % 2%
UNIT Method
MEDICAL .
DEVICES- Temperaturg - US|'ng process
43 Patient Monitors / calibrator by Direct (20 °Cto 50 °C 0.58°C
MONITORING . :
Multipara Monitors |Method
UNIT
MEDICAL
DEVICES- . e
. , Using Defibrillator
PATIENT Discharge Time - .
44 CONDITIONING | Defibrillator Analyzer by Direct |1.5 sec to 10 sec 0.12sec
/ Method
MAINTENANCE
MEDICAL
EAE'}'/IIIE:I\IIE? Using Defibrillator
45 ECG - Defibrillator Analyzer by Direct [0.5mVto5 mV 6.26%
CONDITIONING
) Method
MAINTENANCE
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Measurement range and
additional parameters

* Calibration and

S:No | Discipline / Group or::?‘t:::,:: d"fc;:::tr;;ed Method or procedure where applicable(Range Cal';"aebﬁfi;‘;fc“‘wfg)‘(i)
Measured /Instrument and Frequency)
Electrical Safety Test
- Chassis/Enclosure
Leakage Current
MEDICAL (Common for
DEVICES- Defibrillator, Infant Using Electrical
46 Egll-\:ED'I\I'I-'IIONING !Snucrlé]ti)(?;?[jnlzi’lt?dro Safety Analyzer by  [10uato 9000 s [3.60 A to 223 a
; . Direct Method
/ Diathermy Machine/
MAINTENANCE |Cautry Machine,
Autoclave, Patient
Warmer, Radiant
War
Electrical Safety Test
- Earth Leakage
Current (Common
MEDICAL for Defibrillator,
DEVICES- . .
PATIENT Infant Incubgtor, . Using Electrical
47 CONDITIONING Electro Surgical Unit/|Safety Analyzer by |10 pA to 9000 pA 3.60 pA to 223 pA
/ Diathermy Machine/ |Direct Method
MAINTENANCE Cautry Machine,

Autoclave, Patient
Warmer, Radiant
Warmer )
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or material to be calibrated

or measured / Quantity
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Measurement range and
additional parameters
where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

48

MEDICAL
DEVICES-
PATIENT
CONDITIONING
/
MAINTENANCE

Electrical Safety Test
- Insulation
Resistance Test
(Common for
Defibrillator, Infant
Incubator, Electro
Surgical Unit/
Diathermy Machine/
Cautry Machine,
Autoclave, Patient
Warmer, Radiant
Warmer)

Using Electrical
Safety Analyser by
Direct Method

1 Mohm to 100
Mohm

3.0%

49

MEDICAL
DEVICES-
PATIENT
CONDITIONING
/
MAINTENANCE

Electrical Safety Test
- Patient Leakage
Current (Common
for Defibrillator,
Infant Incubator,
Electro Surgical Unit/
Diathermy Machine/
Cautry Machine,
Autoclave, Patient
Warmer, Radiant

Warmer )

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 1000 pA

3.60 pA to 24.5 pA
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Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

Electrical Safety Test
- Protective Earth
Resistance

MEDICAL (Common for
DEVICES- Defibrillator, Infant Using Electrical
co [PATIENT Incubator, Electro Safe? Analvear by |0:050hm t0 1.90 10016 ohm to 0.055
CONDITIONING |Surgical Unit/ ATEty ANAYSET DY 1ohm ohm
X ! Direct Method
/ Diathermy Machine/
MAINTENANCE |Cautry Machine,
Autoclave, Patient
Warmer, Radiant
Warmer)
MEDICAL
I?AE'\I'/IlECIE'? Using Defibrillator
51 CONDITIONING Energy - Defibrillator |analyzer by Direct 20 ) to 300 7.50)
/ Method
MAINTENANCE
MEDICAL Using Defibrillator
DEVICES- Analyser, Spotlight
PATIENT Heart Rate- N 0
52 CONDITIONING | Defibrillator pulse OX|mete.r 30 bpm to 300 bpm [1.60%
/ analyser by Direct
MAINTENANCE Method.
MEDICAL Using Electro
DEVICES- HF Leakage - Electro Surggery Analyser
PATIENT Surgical Unit/ . 0
53 CONDITIONING | Diathermy Machine/ and Electrical .Safety 10 mA to 150 mA 6.81%
. Analyser by Direct
/ Cautry Machine Method
MAINTENANCE
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MEDICAL

I?,E'}'/IIECIEE Using Defibrillator
54 NIBP-Defibrillator Analyser, by Direct |0 to 200 mmHg 5.80mmHg

CONDITIONING

/ Method

MAINTENANCE

MEDICAL

DEVICES- J -

Using Defibrillator

PATIENT Pacer Output - . b
55 CONDITIONING | Defibrillator analyzer by Direct |1 mAto 20 mA 3.80%

) Method

MAINTENANCE

MEDICAL

DEVICES- . oo

Using Defibrillator

PATIENT Pacer Rate - . d
56 CONDITIONING | Defibrillator analyzer by Direct |30 ppm to 180 ppm [1.92%

) Method

MAINTENANCE

MEDICAL

DEVICES- Power - Electro Using Electro

PATIENT Surgical Unit/ 0
>7 | CONDITIONING |Diathermy Machine/ |2Ur9e™y Analyser by (10 Wto 300 W 8.48%

. Direct Method

/ Cautry Machine

MAINTENANCE

MEDICAL

EE%IISI\?? Using Digital
58 Pressure - Autoclave |Pressure Gauge by |0 to 2 bar 0.1bar

CONDITIONING .

/ Comparison method

MAINTENANCE
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or material to be calibrated
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Measured /Instrument
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Measurement range and
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where applicable(Range
and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

MEDICAL

DEVICES- REM - Electro Using Electrical

PATIENT Surgical Unit/ o
59 CONDITIONING | Diathermy Machine/ ngety Analyser by |50 ohm to 500 ohm |3.08%

. Direct Method

/ Cautry Machine

MAINTENANCE

MEDICAL Using Defibrillator

DEVICES- :

PATIENT 1 Analyser. & Spotlight . \ i
60 CONDITIONING SPO2-Defibrillator pulse OX|mete.r 80 % to 100 % 2%

/ analyser by Direct

MAINTENANCE e

MEDICAL

Aoy Using Temperature

PATIENT Temperature - . B . o
61 CONDITIONING | Autoclave sensor vylth logger |50 °Cto 125 °C 1.3°G

/ Comparison method

MAINTENANCE

MEDICAL

DEVICES- )

Using RTD sensor

PATIENT Temperature - ; o o °
62 CONDITIONING | Patient Warmer Process.Callbrator 30 °Cto 45 °C 1.00°C

/ Comparison method

MAINTENANCE

MEDICAL

DEVICES- Using using RTD

PATIENT Temperature - sensor with Process o o 0
63 CONDITIONING [Radiant Warmer Calibrator 30°CR40°C 1.2%C

/ Comparison method

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

Measurement range and

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

and Frequency)

* Calibration and
Measurement
Capability(CMC)(*)

MEDICAL
DEVICES-
PATIENT . Using Digital Timer
64 [conpiTiONING |TIMe - Autoclave Comparison method

/
MAINTENANCE

1 sec to 45 Min 0.1 sec to 10 sec
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S.No Discipline / Group

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

or measured / Quantity

Measured /Instrument

Calibration or Measurement
Method or procedure

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

* Calibration and
Measurement
Capability(CMC)(*)

Site Facility

MEDICAL
DEVICES-

1 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Chassis/Enclosure
Leakage Current
(Common for
Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 9000 pA

3.60 pA to 223 pA

MEDICAL
DEVICES-

2 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Earth Leakage
Current (Common
for Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 9000 pA

3.60 pA to 223 pA

MEDICAL
DEVICES-

3 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Insulation
Resistance Test
(Common for
Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyzer by
Direct Method

1 Mohm to 100
Mohm

3.0%
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Measurand or Reference Measurement range and
Material/Type of instrument Calibration or Measurement additional paramgeters * Calibration and
S.No Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

MEDICAL
DEVICES-

4 DISCHARGE
EQUIPMENT/DE
VICES

Electrical Safety Test
- Patient Leakage
Current (Common
for Syringe Pump,
Infusion Pump,
Nebulizer, Pulse
Oxymeter, BP
Apparatus, Suction
Pump)

Using Electrical
Safety Analyser by
Direct Method

10 pA to 1000 pA

3.60 pA to 24.5 pA

MEDICAL
DEVICES-

5 DISCHARGE
EQUIPMENT/DE

Electrical Safety Test
- Protective Earth
Resistance
(Common for
Syringe Pump,
Infusion Pump,
Nebulizer, Pulse

Using Electrical
Safety Analyzer by
Direct Method

0.05 ohm to 1.90
ohm

0.022 ohm to 0.055
ohm

VICES Oxymeter, BP
Apparatus, Suction
Pump)
MEDICAL Flow - Flow meter
DEVICES- with Humidifier / Using Gas Flow
6 DISCHARGE Flow meter / Oxygen Analyzer by 1lpm to 15 Ipm 2.53%
EQUIPMENT/DE ¥9 Comparison method
Concentrator
VICES
MEDICAL
DEVICES- . Using Infusion
7 DISCHARGE Flow - Infusion pump Device Analyzer by BsMIAr to 1000 4.28%

EQUIPMENT/DE
VICES

|/ Feeding pump

Direct method

ml/hr
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Material/Type of instrument Calibration or Measurement additional paramgeters * Calibration and
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Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

MEDICAL
DEVICES- Flow - Nebulizer Using Gas Flow
8 DISCHARGE (Electric) Analyzer by 7 lpm to 10 Ipm 3.8%
EQUIPMENT/DE comparison method
VICES
MEDICAL
DEVICES- Using Gas flow
9 DISCHARGE Flow - Suction Pump |Analyzer by 1Ilpmto 15 Ipm 2.41%
EQUIPMENT/DE Comparison method
VICES
MEDICAL
DEVICES- Using Infusion
10 |DISCHARGE  |Flow - Syringe Pump |Device Analyzer by f’n Ir;‘h'/r fir t 1000 3.08%
EQUIPMENT/DE Direct method
VICES
MEDICAL
DEVICES- Using Sp02
11 |DISCHARGE giazgtztre -Pulse  f£ hctional Tester by |30 bpm to 150 bpm |1.28%
EQUIPMENT/DE y Direct method
VICES
MEDICAL
DEVICES- Occlusion Pressure - |Using Infusion
12 |DISCHARGE Infusion Pump / Device Analyzer by |0 to 1300 mmHg 2.07%
EQUIPMENT/DE |Feeding pump Direct method
VICES
MEDICAL
DEVICES- Occlusion Pressure - Using Infusion
13 |DISCHARGE Device Analyzer by |0 to 900 mmHg 3.04%

EQUIPMENT/DE
VICES

Syringe Pump

Direct method
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or measured / Quantity
Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

MEDICAL
DEVICES- f’%e;i\“rea(r;etﬁ'; /TeSt) Using Vital Sign
14 |DISCHARGE Soh I?rﬁ)omanometer Simulator by Direct |0 to 40 mmHg 5.80mmHg
EQUIPMENT/DE | >P"Y9 Method
VICES
MEDICAL : . :
DEVICES- Pressure (NIBP) - BP glsrma\gfgigg -
15 |DISCHARGE Apparatus / . P 0 to 200 mmHg 5.80mmHg
Functional Tester by
EQUIPMENT/DE |Sphygmomanometer| .
Direct Method
VICES
MEDICAL
DEVICES- Pressure - Flow Using Digital
16 |DISCHARGE meter with Pressure Gauge by |0 to 60 psi 1.95%
EQUIPMENT/DE |Humidifier comparison method
VICES
MEDICAL
DEVICES- Pressure - Nebulizer Using Gas Flow
17 |DISCHARGE (Electric) Analyzer by 0 to 50 psi 4.97%
EQUIPMENT/DE Comparison method
VICES
MEDICAL Using Vital Sign
DEVICES- Pulse Rate - BP Simulator and Sp02
18 |DISCHARGE . P~< 130 bpm to 150 bpm |1.30%
Apparatus Functional Tester by
EQUIPMENT/DE Direct Method
VICES
MEDICAL Using SpO2
DEVICES- SPO2 - Pulse Functional Tester
19 |DISCHARGE . 80 % to 100 % 2.30%
Oxymeter and by Direct

EQUIPMENT/DE
VICES

method
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Meafsurand or R_eference Measurement range and . .
o | Disciline  Group | o wakano e e eoraens | Cobration or Messurement | - adeitional parameters | - (Al e
or measured / Quantity procequre where applicable(Range Capability(CMC)(*)
Measured /Instrument and Frequency)
MEDICAL Using RTD sensor
DEVICES- Temperature - Flow |with Documenting
20 |DISCHARGE meter with Process Calibrator |20 °Cto 50 °C 1.00°C
EQUIPMENT/DE |Humidifier by comparison
VICES method
MEDICAL
DEVICES- Vacuum - Suction Using Digital
21 |DISCHARGE PUM Pressure Gauge by |0 to 650 mmHg 13.8mmHg
EQUIPMENT/DE P Comparison method
VICES
MEDICAL
DEVICES- Volume - Infusion Using Infusion
22 |DISCHARGE pump / Feeding Device Analyzer by |1 ml to 400 ml 6.4%
EQUIPMENT/DE |pump Direct method
VICES
MEDICAL
DEVICES- WBoidme \Svrifae Using Infusion
23 |DISCHARGE UM yrng Device Analyzer by |1 mlto 50 ml 6.4%
EQUIPMENT/DE P Direct method
VICES
I\DAE\?IIgéSL ECG Output Using Vital Signs
24 Amplitude - ECG Simulator by Direct 0.5 mV to 2.5 mV 4.8%
IMAGING/PLOT :
Machine/Recorder Method
TERS
Electrical Safety Test
I\D/IIIEE\?Ilgl'EAsP - Chassis/Enclosure |Using Electrical
25 Leakage Current Safety Analyzer by |10 uA to 9000 pA 3.60 pA to 223 pA
IMAGING/PLOT .
(Common for ECG Direct Method
TERS .
Machine)
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Measured /Instrument
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where applicable(Range
and Frequency)

Capability(CMC)(+)

MEDICAL Electrical Safety Test Using Electrical
DEVICES- - Earth Leakage
26 IMAGING/PLOT |current (Common g?::g Sg;l};ézer by |10 uA to 9000 pA 3.60 pA to 223 pA
TERS for ECG Machine)
MEDICAL Fll(rewgtrllsgloiafety o Using Electrical
27 DEVICES- Resistance Test Safety Analyzer by L Mehm tq 100 3.0%
IMAGING/PLOT : Mohm
(Common for ECG Direct Method
TERS )
Machine)
MEDICAL Electrical Safety Test Using Electrical
DEVICES- - Patient Leakage
28 IMAGING/PLOT | current (Common E)?:gg I\//\Igal]%zder by |10 uAto 1000 pA 3.60 pA to 24.5 pA
TERS for ECG Machine)
Electrical Safety Test
MEDICAL : . J
DEVICES- - Protqcti Egrth Qe Ul 0.05 ohm to 1.90  [0.016 ohm to 0.055
29 Resistance Safety Analyzer by
IMAGING/PLOT : ohm ohm
(Common for ECG Direct Method
TERS )
Machine)
BDAE\?llgéSL Heart Rate - ECG Using Vital Sign
30 Machine/Recorder, |[Simulator by Direct |30 bpm to 300 bpm |[1.30%
IMAGING/PLOT .
Monitors Method
TERS
MEDICAL , Using SPO2
ECG - Patient . . :
DEVICES- , : Simulator, Vital Sign 0
31 MONITORING mgz:;gg / Mbliara Simulator by Direct 0.5 et 5 mv 6.26%
UNIT Method
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Measurand or Reference
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Measurement range and
additional parameters

* Calibration and

S.No Discipline / Group or::?:‘:::llx::dbfc;::::ii;ed Method or procedure where applicable(Range Cageb?ﬁ:;?glwfg)t(:)
Measured /Instrument and Frequency)
Electrical Safety Test
MEDICAL - Chassis/Enclosure Using Electrical
DEVICES- Leakage Current
32 MONITORING |(Common for Patient g?rfeeg Gg?&ﬁer bya L0 wJ0,£900 pa 3.60 pAto 223 pa
UNIT Monitor / Multipara
Monitor )
Electrical Safety Test
l\D/IE\?IIgé‘SL - Earth Leakage Using Electrical
33 Current (Common Safety Analyser by |10 pA to 9000 pA 3.60 pA to 223 A
MONITORING . . .
for Patient Monitor / |Direct Method
UNIT . .
Multipara Monitor)
Electrical Safety Test
l\D/IE\?IlgEASL - Patient Leakage Using Electrical
34 Current (Common Safety Analyser by |10 pA to 1000 pA 3.60 pA to 24.5 pA
MONITORING . . ;
for Patient Monitor / |Direct Method
UNIT . .
Multipara Monitor)
Electrical Safety Test
MEDICAL - Protective Earth Using Electrical
35 DEVICES- Resistance Safeg Analvser b 0.05 Ohmto 1.9 0.016 Ohm to 0.055
MONITORING [ (Common for Patient [ J* =Y 0 75 Y = Y~ lohm Ohm
UNIT Monitor / Multipara
Monitor )
MEDICAL . Using SPO2
Heart Rate - Patient |_. - .
DEVICES- : : Simulator, Vital Sign 0
36 MONITORING Mon!tors / Multipara Simulator by Direct 30 BPM to 300 BPM [1.60%
Monitors
UNIT Method
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or measured / Quantity procequre where applicable(Range Capability(CMC)(*)
Measured /Instrument and Frequency)
Insulation
Resistance-
(Common for Patient
Monitor,
MEDICAL Syringe/Infusion . .
37 DEVICES- Pump, Defibrillator, g;g? EA?;”EZL b 1 Mohm to 100 3.0%
MONITORING  |Suction Pump, ECG Direc{ Methi’)d Y™ IMohm
UNIT Unit, Electro-Surgical
Unit, Autoclave,
Radiant Warmer,
Patient Warmer,
Infant Incubator)
MEDICAL Invasive blood Using SPO2
DEVICES- pressure accuracy - |Simulator, Vital Sign 0
38 [MONITORING  [Patient Monitors /  |Simulator by Direct |© ®© 200 mmHg 3-33%
UNIT Multipara Monitors  |Method
MEDICAL Non-Invasive Blood |Using SPO2
39 DEVICES- Pressure (Leak Test) |Simulator, Vital Sign |10 mmHg to 200 1.3mmH
MONITORING |- Patient Monitors / |Simulator by Direct |mmHg ' g
UNIT Multipara Monitors |Method
MEDICAL Non-Invasive Blood [Using SPO2
DEVICES- Pressure Accuracy - |Simulator, Vital Sign
40 MONITORING |Patient Monitors / Simulator by Direct 0 to 200 mirgHg >-80mmHg
UNIT Multipara Monitors |Method
MEDICAL Respiration Rate - Using SPO2
41 DEVICES- Patignt Monitors / Simulator, Vital Sign |10 brpm to 100 5 89
MONITORING | \2 i oriors | Simulator by Direct | brpm o0
UNIT P Method
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Mrt(:?'?aul;?;:eoorfﬁifsi:ﬁ:\c:nt . . Meas_u_rement range and * Calibration and
S:No | Discipline / Group | or material to be calibrated “Mothod o procedure. | where applicabie(Range Measurement
Y and Frequency) Capability(CMC)(*)
Measured /Instrument
MEDICAL : Using SPO2
SPO?2 - Patient : . .
DEVICES- : , Simulator, Vital Sign , o 0
42 | MONITORING mg:;gg“\"“'t'para Simulator by Direct |0 7o t0 100 % 2%
UNIT Method
MEDICAL .
DEVICES- Temperaturg - US|'ng process
43 Patient Monitors / calibrator by Direct (20 °Cto 50 °C 0.58°C
MONITORING . :
Multipara Monitors |Method
UNIT
MEDICAL
DEVICES- . e
. , Using Defibrillator
PATIENT Discharge Time - .
44 CONDITIONING | Defibrillator Analyzer by Direct |1.5 sec to 10 sec 0.12sec
/ Method
MAINTENANCE
MEDICAL
EAE'}'/IIIE:I\IIE? Using Defibrillator
45 ECG - Defibrillator Analyzer by Direct [0.5mVto5 mV 6.26%
CONDITIONING
) Method
MAINTENANCE
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Measurand or Reference
Material/Type of instrument

Calibration or Measurement

Measurement range and
additional parameters

* Calibration and

S:No | Discipline / Group or::?‘t:::,:: d"fc;:::tr;;ed Method or procedure where applicable(Range Cal';"aebﬁfi;‘;fc“‘wfg)‘(i)
Measured /Instrument and Frequency)
Electrical Safety Test
- Chassis/Enclosure
Leakage Current
MEDICAL (Common for
DEVICES- Defibrillator, Infant Using Electrical
46 Egll-\:ED'I\I'I-'IIONING !Snucrlé]ti)(?;?[jnlzi’lt?dro Safety Analyzer by  [10uato 9000 s [3.60 A to 223 a
; . Direct Method
/ Diathermy Machine/
MAINTENANCE |Cautry Machine,
Autoclave, Patient
Warmer, Radiant
War
Electrical Safety Test
- Earth Leakage
Current (Common
MEDICAL for Defibrillator,
DEVICES- . .
PATIENT Infant Incubgtor, . Using Electrical
47 CONDITIONING Electro Surgical Unit/|Safety Analyzer by |10 pA to 9000 pA 3.60 pA to 223 pA
/ Diathermy Machine/ |Direct Method
MAINTENANCE Cautry Machine,

Autoclave, Patient
Warmer, Radiant
Warmer )
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S.No

Discipline / Group

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

or measured / Quantity
Measured /Instrument

Calibration or Measurement
Method or procedure

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

* Calibration and
Measurement
Capability(CMC)(*)

48

MEDICAL
DEVICES-
PATIENT
CONDITIONING
/
MAINTENANCE

Electrical Safety Test
- Insulation
Resistance Test
(Common for
Defibrillator, Infant
Incubator, Electro
Surgical Unit/
Diathermy Machine/
Cautry Machine,
Autoclave, Patient
Warmer, Radiant
Warmer)

Using Electrical
Safety Analyser by
Direct Method

1 Mohm to 100
Mohm

3.0%

49

MEDICAL
DEVICES-
PATIENT
CONDITIONING
/
MAINTENANCE

Electrical Safety Test
- Patient Leakage
Current (Common
for Defibrillator,
Infant Incubator,
Electro Surgical Unit/
Diathermy Machine/
Cautry Machine,
Autoclave, Patient
Warmer, Radiant

Warmer )

Using Electrical
Safety Analyzer by
Direct Method

10 pA to 1000 pA

3.60 pA to 24.5 pA
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Measurand or Reference Measurement range and
Material/Type of instrument Calibration or Measurement additional paramgeters * Calibration and
S.No Discipline / Group | or material to be calibrated Measurement

or measured / Quantity
Measured /Instrument

Method or procedure

where applicable(Range
and Frequency)

Capability(CMC)(+)

Electrical Safety Test
- Protective Earth
Resistance

MEDICAL (Common for
DEVICES- Defibrillator, Infant Using Electrical
co [PATIENT Incubator, Electro Safe? Analvear by |0:050hm t0 1.90 10016 ohm to 0.055
CONDITIONING |Surgical Unit/ ATEty ANAYSET DY 1ohm ohm
X ! Direct Method
/ Diathermy Machine/
MAINTENANCE |Cautry Machine,
Autoclave, Patient
Warmer, Radiant
Warmer)
MEDICAL
I?AE'\I'/IlECIE'? Using Defibrillator
51 CONDITIONING Energy - Defibrillator |analyzer by Direct 20 ) to 300 7.50)
/ Method
MAINTENANCE
MEDICAL Using Defibrillator
DEVICES- Analyser, Spotlight
PATIENT Heart Rate- N 0
52 CONDITIONING | Defibrillator pulse OX|mete.r 30 bpm to 300 bpm [1.60%
/ analyser by Direct
MAINTENANCE Method.
MEDICAL Using Electro
DEVICES- HF Leakage - Electro Surggery Analyser
PATIENT Surgical Unit/ . 0
53 CONDITIONING | Diathermy Machine/ and Electrical .Safety 10 mA to 150 mA 6.81%
. Analyser by Direct
/ Cautry Machine Method
MAINTENANCE
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MEDICAL

I?,E'}'/IIECIEE Using Defibrillator
54 NIBP-Defibrillator Analyser, by Direct |0 to 200 mmHg 5.80mmHg

CONDITIONING

/ Method

MAINTENANCE

MEDICAL

DEVICES- J -

Using Defibrillator

PATIENT Pacer Output - . b
55 CONDITIONING | Defibrillator analyzer by Direct |1 mAto 20 mA 3.80%

) Method

MAINTENANCE

MEDICAL

DEVICES- . oo

Using Defibrillator

PATIENT Pacer Rate - . d
56 CONDITIONING | Defibrillator analyzer by Direct |30 ppm to 180 ppm [1.92%

) Method

MAINTENANCE

MEDICAL

DEVICES- Power - Electro Using Electro

PATIENT Surgical Unit/ 0
>7 | CONDITIONING |Diathermy Machine/ |2Ur9e™y Analyser by (10 Wto 300 W 8.48%

. Direct Method

/ Cautry Machine

MAINTENANCE

MEDICAL

EE%IISI\?? Using Digital
58 Pressure - Autoclave |Pressure Gauge by |0 to 2 bar 0.1bar

CONDITIONING .

/ Comparison method

MAINTENANCE
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MEDICAL

DEVICES- REM - Electro Using Electrical

PATIENT Surgical Unit/ o
59 CONDITIONING | Diathermy Machine/ ngety Analyser by |50 ohm to 500 ohm |3.08%

. Direct Method

/ Cautry Machine

MAINTENANCE

MEDICAL Using Defibrillator

DEVICES- :

PATIENT 1 Analyser. & Spotlight . \ i
60 CONDITIONING SPO2-Defibrillator pulse OX|mete.r 80 % to 100 % 2%

/ analyser by Direct

MAINTENANCE e

MEDICAL

Aoy Using Temperature

PATIENT Temperature - . B . o
61 CONDITIONING | Autoclave sensor vylth logger |50 °Cto 125 °C 1.3°G

/ Comparison method

MAINTENANCE

MEDICAL

DEVICES- )

Using RTD sensor

PATIENT Temperature - ; o o °
62 CONDITIONING | Patient Warmer Process.Callbrator 30 °Cto 45 °C 1.00°C

/ Comparison method

MAINTENANCE

MEDICAL

DEVICES- Using using RTD

PATIENT Temperature - sensor with Process o o 0
63 CONDITIONING [Radiant Warmer Calibrator 30°CR40°C 1.2%C

/ Comparison method

MAINTENANCE
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MEDICAL
DEVICES-
PATIENT . Using Digital Timer
64 [conpiTiONING |TIMe - Autoclave Comparison method

/
MAINTENANCE

1 sec to 45 Min 0.1 sec to 10 sec

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