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Identification Number of ol gl o o s
Accreditation Islamic Republic of I
NACI/Lab/324 slannc Republic o1 Lran

Initial Accreditation Date and
Place: 2025.02.09-Tehran
Renewal Date: ---
Amendment Date: ---

Expiry Date: 2028.02.09

Mational Accreditation Center of fran

Ol Smda sls s 55 e

Laboratory Accreditation Certificate

Annex
Accreditation Scope of Keifiyat Gostar Sabz

Sd. s :
No. | ProductName |8 & S Test Title Arg)llcable Reference
o 5 6 ange
IEC 60601-1:2020
General requirements INSO 3368-1:1391
Clause 4
General requirements for IEC 60601-1:2020
testing ME INSO 3368-1:1391
EQUIPMENT Clause 5
Classification of ME IEC 60601-1:2020
EQUIPMENT and ME INSO 3368-1:1391
SYSTEMS Clause 6
Identification, marking IIIEIgC? ?3?3%%31121%%92
Medical and documents Clause 7'
electrical - - -
equipment Prot_ectlon against IEC 60601-1:2020
1 basic safety and v electrical HAZARDS - INSO 3368-1:1391
essential from ME EQUIPMENT Clause 8
Protection against
performance MECHANICAL HAZARDS EC 6060112020
of ME EQUIPMENT and .
ME SYSTEMS INSO 3368-1:1391
MECHANICAL HAZARDS Clause 9.1
of ME EQUIPMENT
IEC 60601-1:2020
MECHANICAL HAZARDS
. . ) INSO 3368-1:1391
associated with moving parts Clause 9.2
MECHANICAL HAZARD IEC 60601-1:2020
associated with surfaces, INSO 3368-1:1391
i, qofnersandiedges |- Clause 9.3
if%”&% Dr.S.M.Hashemi
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Annex
Accreditation Scope of Keifiyat Gostar Sabz

= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

Instability HAZARDS

Expelled parts HAZARD

Acoustic energy (including
infra- and ultrasound) and
vibration
General

Acoustic energy

Pressure vessels and parts
subject to pneumatic and
hydraulic pressure
M ECHANICAL
HAZARDS associated with
support systems
Protection against
unwanted and excessive
radiation HAZARDS
Other visible
electromagnetic radiation
Protection against
excessive temperatures

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.4

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.5

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.6.1

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.6.2

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.7

IEC 60601-1:2020
INSO 3368-1:1391
Clause 9.8

IEC 60601-1:2020
INSO 3368-1:1391
Clause 10.5

IEC 60601-1:2020
INSO 3368-1:1391

Lo an@mWAZABD;S;— clause 11
if%;i—_\\\”ﬁ% Dr.S.M.Hashemi
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Annex
Accreditation Scope of Keifiyat Gostar Sabz

= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

Accuracy of controls and
instruments and
protection against
hazardous outputs

IEC 60601-1:2020
INSO 3368-1:1391
Clause 12

HAZARDOUS IEC 60601-1:2020
SITUATIONS and fault INSO 3368-1:1391

conditions Clause 13
PROGRAMMABLE IEC 60601-1:2020
ELECTRICAL INSO 3368-1:1391

MEDICAL SYSTEMS Clause 14'1

(PEMS)
. IEC 60601-1:2020
Construction of ME

INSO 3368-1:1391

EQUIPMENT Clause 15
IEC 60601-1:2020
ME SYSTEMS INSO 3368-1:1391

clause 16
IEC 61010-1:2016
Tests INSO 4232-1:1395

Electrical Clause 4
equipment for Marking and IEC 61010-1:2016
2 measurement, v g - INSO 4232-1:1395

documentation
control and

laboratory use

Protection against electric

Clause 5

IEC 61010-1:2016
INSO 4232-1:1395

shock Clause 6
g S~ :=
if%”&% Dr.S.M.Hashemi
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Page 4 of 62 NACI-F315 Rev Date: May 2023 Rev.No:01




()

Identification Number of ol gl o o s
Accreditation Islamic Republic of I
NACI/Lab/324 slannc Republic o1 Lran

Initial Accreditation Date and
Place: 2025.02.09-Tehran
Renewal Date: ---
Amendment Date: ---

Expiry Date: 2028.02.09

Mational Accreditation Center of fran

Ol Smda sls s 55 e

Laboratory Accreditation Certificate

Annex
Accreditation Scope of Keifiyat Gostar Sabz

= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

Protection against
mechanical HAZARDS

Resistance to mechanical
stresses

Protection against the
spread of fire

Equipment temperature
limits and resistance to
heat

Protection against
HAZARDS from fluids

Protection against
liberated gases and
substances, explosion and
implosion
Components and
Subassemblies
General

Motors

Overtemperature protection

IEC 61010-1:2016
INSO 4232-1:1395
Clause 7

IEC 61010-1:2016
INSO 4232-1:1395
Clause 8

IEC 61010-1:2016
INSO 4232-1:1395
Clause 9

IEC 61010-1:2016
INSO 4232-1:1395
Clause 10

IEC 61010-1:2016
INSO 4232-1:1395
Clause 11

IEC 61010-1:2016
INSO 4232-1:1395
Clause 13

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.1

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.2

IEC 61010-1:2016
INSO 4232-1:1395

o, K feines o ——y
:{‘\\\_—{//,2‘ %
R i =
if%;i—_\\\”ﬁ% Dr.S.M.Hashemi
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89, &
j "(7; +— .
No. | ProductName |8 g% & Test Title Applicable Reference
o 5 5 Range
Clause 14.3

Fuse holders

MAINS voltage selection
devices

MAINS transformers tested
outside equipment

Printed wiring boards

Protection by interlocks

HAZARDS resulting from
application

RISK assessment

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.4

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.5

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.6

IEC 61010-1:2016
INSO 4232-1:1395
Clause 14.7

IEC 61010-1:2016
INSO 4232-1:1395
Clause 15

IEC 61010-1:2016
INSO 4232-1:1395
Clause 16

IEC 61010-1:2016
INSO 4232-1:1395

Clause 17
. IEC 60601-2-
Medical
electrlical . 19:2023
3 . . v General requirements - INSO 3368-2-19
equipment infant 1394
S ‘:ﬂ%mcubators /? W/mﬂ,””,/ﬂf * Clause 201.4
if%;i—_\\\”ﬁ% Dr.S.M.Hashemi
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Annex
Accreditation Scope of Keifiyat Gostar Sabz

Sqd. 9 :
No. | ProductName |8 d . & Test Title el Reference
= s Range
® ®
IEC 60601-2-
General requirements for 19:2023
testing of ME INSO 3368-2-19
EQUIPMENT 11394
Clause 201.5
IEC 60601-2-
Classification of ME 19:2023
EQUIPMENT and ME INSO 3368-2-19
SYSTEMS :1394
Clause 201.6
IEC 60601-2-
ME EQUIPMENT 19:2023
identification, marking and INSO 3368-2-19
documents 1394
Clause 201.7
Protection against IEC 60601-2-
electrical INSC1J93:§(()3§32 19
HAZARDS from ME 139 4' )
EQUIPMENT Clause 201.8
Protection against IEC 60601-2-
MECHANICAL 19:2023
HAZARDS of ME INSO 3368-2-19
EQUIPMENT and ME 11394
SYSTEMS Clause 201.9
Protection against IEC 60601-2-
" eXCESSiye temperatures |- 19:2023
if%”&% Dr.S.M.Hashemi
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5, G
= B~ .
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
and other HAZARDS INSO 3368-2-19
11394
Clause 201.11
Accuracy of controls and |Eci9§ggg%-z-
instruments and protection INSO é368-2-19
against hazardous 1394
outputs Clause 201.12
IEC 60601-2-
HAZARDOUS 19:2023
SITUATIONS and fault INSO 3368-2-19
conditions 11394
Clause 201.13
PROGRAMMABLE 'E(igggggé'z'
ELECTRICAL INSO 3368-2-19
MEDICAL SYSTEMS 1394
(PEMS Clause 201.14
IEC 60601-2-
. 19:2023
Construction of ME
INSO 3368-2-19
EQUIPMENT 1394
Clause 201.15
IEC 60601-2-
19:2023
ME SYSTEMS INSO 3368-2-19
oty 17 !/V/l/LM(A’ = e 1394
SN /AW//%‘S
T iy :=
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Annex

Accreditation Scope of Keifiyat Gostar Sabz

=h: s
j "(7; +— .
No. [ ProductName |8 g2 & Test Title AF;E);LC&;HE Reference
aq & g
Clause 201.16
ISO 7494-1:2018
Classification INsoligigl'l:
Clause 4
Requirements ISO 7494-1:2018
General requirements INSO 13491-
Basic safety and essential 1:1401
performance Clause 5.1.1
Dentistry- ISO 7494-1:2018
Stationary dental Controls and indicators INS’l(_)llllgll"gl'
units and dental Claljse 512
4 patient chairs- v - SO 7494-i'2018
Part 1: '
General Function stop system INS’l(_)llllgll"gl'
requirements '
Clause 5.1.3
ISO 7494-1:2018
Usability ! NSl(-)llllgzlwl-
Clause 5.1.4
ISO 7494-1:2018
Cleaning and disinfection INslc_)léllgi'gl'
Clause 5.1.5
QZ%ME’;//;_\\\:& Dr.S.M.Hashemi
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Applicable

No. Product Name
Range

Test Title

Product
Qriented?
Test
Qriented?

Reference

ISO 7494-1:2018

Excessive temperatures INSO 13491-
1:1401
Clause 5.1.6
ISO 7494-1
:2018
Solids filter INSO 13491-
1:1401
Clause 5.1.7
ISO 7494-1
:2018
Amalgam separator device INSO 13491-
1:1401
Clause 5.1.9
ISO 7494-1
Upholstery and padding :2018
Resistance to liquid INSO 13491-
absorption 1:1401
Clause 5.1.10.1
ISO 7494-1
. . :2018
Alir, water ion and w.
1:1401
Clause 5.1.11
ISO 7494-1
Sampling :2018
" Y L= S— INSO 13491-
if%”&% Dr.S.M.Hashemi
KON NACI PRESIDENT
Page 10 of 62 NACI-F315 Rev Date: May 2023 Rev.No:01




Identification Number of
Accreditation

NACI/Lab/324
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Annex

Accreditation Scope of Keifiyat Gostar Sabz

No. Product Name

Product
Qriented?
Test
Qriented?

Test Title

Applicable
Range

Reference

Testing

Manufacturer's instructions

Marking

Packaging

1:1401
Clause 6

ISO 7494-1
:2018
INSO 13491-
1:1401
Clause 7

ISO 7494-1
:2018
INSO 13491-
1:1401
Clause 8

ISO 7494-1
:2018
INSO 13491-
1:1401
Clause 9

ISO 7494-1
:2018
INSO 13491-
1:1401
Clause 10

Dentistry-
Sta.tlonary dental v
units and dental
patient chairs-

Requirements for the
water supply

ISO 7494-2:2022
ISIRI 13491-
2:1389

Clause 4

\\\\\H‘Fl!,‘/‘
: y
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5, G
= B~ .
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
Part 2: ISO 7494-2:2022
Air, water, Requirements for the air ISIRI 13491-
suction and supply 2:1389
wastewater Clause 5
systems ISO 7494-2:2022
ISIRI 13491-
Tests 2:1389
Clause 6
. ISO 7494-2:2022
Manufacturer's ISIR] 13491-
instructions and 2:1389
information for use Cfause 7
L 1SO 9680 :2021
Classification ISIR] 3805 1375
Dimensions Clause41
. 1SO 9680 :2021
Requirements and ISIRI 3805 1375
recommendations Clause 5
1SO 9680 :2021
6 Dentistry v Sampling - ISIRI 3805 :1375
Operating lights Clause 6
1ISO 9680 :2021
Testing ISIRI 3805 :1375
Clause 7
. 1ISO 9680 :2021
Manufacturer's ISIRI 3805 1375
g }7 IZW— Clause 8
T iy :=
if%”&% Dr.S.M.Hashemi
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Sq. s :
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 5 ange
1ISO 9680 :2021
Packaging ISIRI 3805 :1375
Clause 9
1ISO 9680 :2021
Marking ISIRI 3805 :1375
Clause 10
General technical EN
requirements 13060+A1:2018
; . INSO 22822: 1399
Dimensions
Clause 4.1
EN
Design and construction 13060+A1.2018
INSO 22822: 1399
Clause 4.3
EN
7 Small steam v Instrumentation, indication i 13060+A1:2018
sterilizers and registration devices INSO 22822: 1399
Clause 4.4
EN
Control systems 13060+A1:2018
INSO 22822: 1399
Clause 4.5
EN
Process 13060+A1:2018
INSO 22822: 1399
Clause 4.6
S
if%”&% Dr.S.M.Hashemi
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No. Product Name Test Title

Range

Product
Qriented?
Test
Qriented?

Applicable

Reference

Services and local
environment

Information to be provided

Marking

Accessories

Performance
requirements

Safety, risk control and
usability

Categories of tests

EN
13060+A1:2018
INSO 22822: 1399
Clause 4.7

EN
13060+A1:2018
INSO 22822: 1399
Clause 4.8

EN
13060+A1:2018
INSO 22822: 1399
Clause 4.9

EN
13060+A1:2018
INSO 22822: 1399
Clause 4.10

EN
13060+A1:2018
INSO 22822: 1399
Clause 5

EN
13060+A1:2018
INSO 22822: 1399
Clause 6

EN
13060+A1:2018
INSO 22822: 1399

" 17W14W"9';,__,_:—

‘\Q\ 1N /,/” /D—//’
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
Clause 7
EN
Test equipment 13060+A1:2018
INSO 22822: 1399
Clause 8
EN
Test programme 13060+A1:2018
INSO 22822: 1399
Clause 9
EN
13060+A1:2018
Test methods INSO 22822: 1399
Clause 10
BS EN 285
:2021
Mechanical components ISIRI 7912
:1383
e Clause 4
Sterilization - BS EN 265
8 o v - - :2021
sterilizers - Piping system and
Large sterilizers components ISIRI 7912
:1383
Clause 5
Measuring system, BS EN 285
indicating and recording :2021
devicés/foy iemperajure, | ISIRI 7912
if%”&% Dr.S.M.Hashemi
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Annex

Accreditation Scope of Keifiyat Gostar Sabz

=h: s
j "(7; +— .
No. [ ProductName |8 g2 & Test Title AF;E);LC&;HE Reference
aq & g
pressure, time 11383
and status indicators Clause 6
BS EN 285
:2021
Control systems ISIRI 7912
11383
Clause 7
BS EN 285
. :2021
Performance requirements
. ISIRI 7912
Steam penetration 1383
Clause 8.1
BS EN 285
. :2021
Physical parameters 5
Temperature characteristics ISIRI 791
11383
Clause 8.2.1
BS EN 285
:2021
Bowie and Dick test ISIRI 7912
:1383
Clause 8.2.2
BS EN 285
:2021
Air leakage ISIRI 7912
11383
b Y S— Clause 8.2.3
S S~ :=
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No. Product Name Test Title

Range

Product
Qriented?
Test
Qriented?

Applicable

Reference

Load dryness

Hollow load test

Sound power and vibration

Rate of pressure change

Safety, risk control and
usability

Pacﬁglng and marking

BS EN 285
:2021
ISIRI 7912
11383
Clause 8.3

BS EN 285
:2021
ISIRI 7912
:1383
Clause 8.2.5

BS EN 285
:2021
ISIRI 7912
:1383
Clause 9

BS EN 285
:2021
ISIRI 7912
:1383
Clause 10

BS EN 285
:2021
ISIRI 7912
:1383
Clause 11

BS EN 285
:2021

e s

< \@// /A—/’/%
~NT—
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No. Product Name Test Title

Range

Product
Qriented?
Test
Qriented?

Applicable

Reference

Service and working
environment

Testing

Hollow load test

Thermometric tests

Bowie and Dick test
R 17 /AA/I/LMVL =

ISIRI 7912
:1383
Clause 12

BS EN 285
:2021
ISIRI 7912
:1383
Clause 13

BS EN 285
:2021
ISIRI 7912
:1383
Clause 14

BS EN 285
:2021
ISIRI 7912
:1383
Clause 15

BS EN 285
:2021
ISIRI 7912
:1383
Clause 16

BS EN 285
:2021
ISIRI 7912
11383

N2 /Q_MI/"
ilae MRA Dr.S.M.Hashemi
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Annex
Accreditation Scope of Keifiyat Gostar Sabz

Applicable

Test Title
Range

No. Product Name

Product
Qriented?
Test
Qriented?

Reference

Air leakage test

Air detector tests

Load dryness test

Steam quality test

Rate of pressure change

Clause 17

BS EN 285
:2021
ISIRI 7912
:1383
Clause 18

BS EN 285
:2021
ISIRI 7912
:1383
Clause 19

BS EN 285
:2021
ISIRI 7912
:1383
Clause 20

BS EN 285
:2021
ISIRI 7912
:1383
Clause 21

BS EN 285
:2021
ISIRI 7912
:1383
Clause 22

s Dr.S.M.Hashemi
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Annex
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5, G
= B~ .
No. | Product Name |8 & & Test Title el Reference
= = Range
® (®
BS EN 285
) :2021
Test apparatus, equipment ISIRI 7912
and material 1383
Clause 23
BS EN 285
Documentation to be 2021
: i - ISIRI 7912
supplied with the sterilizer 1383
Clause 24
BS EN 285
:2021
Test pack, metal ISIRI 7912
:1383
Clause 25

Autoclaves for
sterilization in
laboratories-
Part 5: Methods v

Tests Instruments and
gauges

BS 2646-5:2021
ISIRI 4586:1377
Clause 1.4

o of test for ) BS 2646-5:2021
function and Test for performance ISIRI 4586:1377
performance Clause 3

S S~ :=
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Laboratory Accreditation Certificate

Annex
Accreditation Scope of Keifiyat Gostar Sabz

=h: -
j "(7; +— .
No. [ ProductName |8 g2 & Test Title AF;E);LC&;HE Reference
aq & g
BS 2646-1:2021
Classification ISIRI 4583:1377
Clause 3
BS 2646-1:2021
duties (responsibilities) ISIRI 4583:1377
Autoclaves for _ Clause 4
o Sy o
laboratories - e e ISIRI 4583:1377
10 Part 1: Design, | g Clause 5
construction, documented
safety and BS 2646-1:2021
performance- Materials ISIRI 4583:1377
Specification Clause 6
BS 2646-1:2021
Autoclave chamber ISIRI 4583:1377
Clause 7
BS 2646-1:2021
Steam generators ISIRI 4583:1377
Clause 8
BS 2646-1:2021
Design ISIRI 4583:1377
Clause 9
QZ%ME’;//;_\\\:& Dr.S.M.Hashemi
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Laboratory Accreditation Certificate

Annex
Accreditation Scope of Keifiyat Gostar Sabz

- Py .
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 6 ange
BS 2646-1:2021
va‘,g‘rjli?nc;‘;;ehfg‘d ISI Fé |I 45831 %)377
ause
Inspection and testing of BS 2646-1:2021
ISIRI 4583:1377
pressure vessels Clause 11
) . BS 2646-1:2021
Inspection and testing of ISIR| 4583-1377
the completed autoclave Clause 12
BS 2646-1:2021
Safety and safety devices ISIRI 4583:1377
Clause 13
Load supporting and BS 2646-1:2021
handling equipment ISIRI 4583:1377
Clause 14
Instrumentation and BS 2646-1:2021
control ISIRI 4583:1377
Clause 15
Performance BS 2646-1:2021
requirements ISIRI 4583:1377
Clause 16
BS 2646-1:2021
Marking ISIRI 4583:1377
Clause 17
Dentistry — ISO 7488
11 Mixing v Requirements - :2018
Jmymachines for . ot o—+ ISIRI 4302
i!a/fg{g@‘ Dr.S.M.Hashemi
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No. Product Name

Product
Qriented?
Test
Qriented?

Test Title

Applicable
Range

Reference

dental amalgam

ey,

Sampling

Measurement and test
methods

Instructions for use

Packaging

Marking

17 /A A/J/LMVL e

11377
Clause 4

ISO 7488
:2018
ISIRI 4302
11377
Clause 5

ISO 7488
:2018
ISIRI 4302
1377
Clause 6

ISO 7488
:2018
ISIRI 4302
11377
Clause 7

ISO 7488
:2018
ISIRI 4302
1377
Clause 8

ISO 7488
:2018
ISIRI 4302
11377
Clause 9

N 7,
T,
X =
il- S
AN
M
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Annex
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
BS EN 1789
:2020
Requirements ISIRI 4374
1403
Clause 4
Medical vehicles BS EN 1789
and their :2020
12 equipment — v Testing - ISIRI 4374
Road 1403
ambulances Clause 5
BS EN 1789
Equipment and medical ISI.Ig?i%M
devices 1403
Clause 6
Safety IEC 61010-2-020
requirements for :2016
electrical Tests INSO 4232-2-020
equipment for 11395
measurement, Clause 4
13 control, and v i IEC 61010-2-020
laboratory use - Marking and :2016
Part 2-020: documentation INSO 4232-2-020
Particular 11395
requirements for Clause 5
laboratory Protection against electric IEC 61010-2-020
... centrifuges 2L T :2016
if%”&% Dr.S.M.Hashemi
KON NACI PRESIDENT
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5, G
= B~ .
No. | ProductName |8 d . & Test Title el Reference
L= = Range
O (@
INSO 4232-2-020
:1395
Clause 6
IEC 61010-2-020
Protection against 2016
mechanical HAZARDS INSO 12?)?;25-2-020
Clause 7
IEC 61010-2-020
Mechanical resistance to INSO fzoslg_z_ozo
shock and impact 1395
Clause 8
IEC 61010-2-020
Protection against the INSO fgslg_z_ozo
spread of fire 1395
Clause 9
IEC 61010-2-020
Equipment temperature :2016
limits and resistance to INSO 4232-2-020
heat 11395
Clause 10
IEC 61010-2-020
Protection against :2016
HAZARDS from fluids INSO 4232-2-020
Ol o 11395
T iy :=
if%;i—_\\\”ﬁ% Dr.S.M.Hashemi
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S d :
No. | ProductName |8 d . & Test Title el Reference
= s Range
® ®
Clause 11
. . IEC 61010-2-020
ot s,
substances, explosion and INSO 4123%25'2_020
implosion Cléuse 13
IEC 61010-2-020
:2016
Components INSO 4232-2-020
:1395
Clause 14
IEC 61010-2-020
:2016
Protection by interlocks INSO 4232-2-020
1395
Clause 15
IEC 61010-2-020
. :2016
HAZARDS resulting from INSO 4232-2-020
application 1395
Clause 16
IEC 61010-2-020
:2016
RISK assessment INSO 4232-2-020
:1395
(L e | Clause 17
S~ =
if%”&% Dr.S.M.Hashemi
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Product Name

Test Title

Product
Qriented?
Test
Qriented?

Applicable
Range

Reference

Dry Heat
14 (heated air)
Sterilizers

Scope

Inclusions

Normative references

Definitions of terms

requirements

Tests

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 1

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 1.2

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 2

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 3

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 4

ANSI/AAMI
ST50:2004
ISIRI 8475:1384
Clause 5

Medical
15 electrical

v General requirements

IEC 60601-2-52
:2015

INSO 3368-2-52

.., €QUIpmMent
Ol 77
e
NS
Pordagl N
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Annex
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S d :
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 5 ange
medical beds :1395
Clause 201.4
IEC 60601-2-52
General requirements for :2015
testing of ME INSO 3368-2-52
EQUIPMENT :1395
Clause 201.5
IEC 60601-2-52
Classification of ME :2015
EQUIPMENT and ME INSO 3368-2-52
SYSTEMS :1395
Clause 201.6
IEC 60601-2-52
ME EQUIPMENT :2015
identification, marking and INSO 3368-2-52
documents 1395
Clause 201.7
IEC 60601-2-52
Protection against :2015
electrical HAZARDS from INSO 3368-2-52
ME EQUIPMENT :1395
Clause 201.8
Protection against IEC 60601-2-52
MECHANICAL HAZARDS :2015
of ME EQUIPMENT and INSO 3368-2-52
ME SYSTEMS :1395
" MECHANICALHAZARDS | Clause 201.9.1
if%”&% Dr.S.M.Hashemi
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=h: -
= B~ .
No. [ Product Name |8 & & g Test Title AF;E);LC&;HE Reference
aq & g
of ME EQUIPMENT
IEC 60601-2-52
:2015
TRAPPING ZONE INSO 3368-2-52
11395
Clause 201.9.2.2
IEC 60601-2-52
:2015
Unintended movement INSO 3368-2-52
:1395
Clause 201.9.2.3.1
IEC 60601-2-52
:2015
Instability — overbalance INSO 3368-2-52
11395
Clause 201.9.4.2
IEC 60601-2-52
:2015
Instability in transport INSO 3368-2-52
:1395
Clause 201.9.4.3.1
IEC 60601-2-52
- . :2015
'”Stabt'r'i'itgsg’gr’t'“d'”g INSO 3368-2-52
:1395
Y S | Clause 201.9.4.3.2
N2 e
—e
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S d :
No. | ProductName |8 d . & Test Title el Reference
= s Range
® ®
IEC 60601-2-52
. . :2015
Grips anc(jj:\}?ceershandlmg INSO 3368-2-52
:1395
Clause 201.9.4.4
IEC 60601-2-52
:2015
Audible acoustic energy INSO 3368-2-52
1395
Clause 201.9.6.2.1
IEC 60601-2-52
HAZARDS associated with :2015
support systems INSO 3368-2-52
General 1395

T ENSILE SAFETY F
ACTOR

Strength of PATIENT or
OPERATOR support or
suspension systems
General

Static forces due to loading

Clause 201.9.8.1

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.9.8.2

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.9.8.3.1

IEC 60601-2-52

Arompersonso__ | 2015
Ry S—— ’;:
if%;i—_\\\”ﬁ% Dr.S.M.Hashemi
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= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

Systems with
MECHANICAL
PROTECTIVE DEVICES

Systems without
MECHANICAL PRO
TECTIVE DEVICES

Protection against
unwanted and excessive
radiation HAZARDS

Protection against
excessive temperatures
and other HAZARDS

Accuracy of controls and

INSO 3368-2-52
:1395
Clause 201.9.8.3.2

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.9.8.4

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.9.8.5

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.10

IEC 60601-2-52
:2015
INSO 3368-2-52
:1395
Clause 201.11

IEC 60601-2-52

instruments and protection 2015
against hazardous outputs INSO 3368-2-52
D et s | 11395
if%\\”&% Dr.S.M.Hashemi
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5.
= B~ .
No. | ProductName |8 d . & Test Title el Reference
L= = Range
® (®
Clause 201.12
IEC 60601-2-52
HAZARDOUS :2015
SITUATIONS and fault INSO 3368-2-52
conditions :1395
Clause 201.13
PROGRAMMABLE IEC 6_22%'2'52
ELECTRICAL '
MEDICAL SYSTEMS INSO fg,gg-z-sz
(PEMS) Clause 201.14
IEC 60601-2-52
) :2015
Construction of ME
EQUIPMENT 'NSO_ 3382'2'52
Clause 201.15
IEC 60601-2-52
:2015
ME SYSTEMS INSO 3368-2-52
:1395
Clause 201.16
Annex BB IEC G_gg%'m
Design requirements and ’ Py
recommendations for INSO_fgSg 2-52
%DICAL BEDS )
At Al ) Annex BB
N2 /M//\S
5\\:’///3:
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
ASTM E1292-
Materials and 94:2022
construction ISIRI 6036:1380
Clause 5
ASTM E1292-
Safety and general 94:2022
requirements ISIRI 6036:1380
Clause 6
ASTM E1292-
16 Laboratory v Performance i 94:2022
incubators requirements ISIRI 6036:1380
Clause 7
ASTM E1292-
General condition for 94:2022
tests ISIRI 6036:1380
Clause 8
Marking and Asgnggggz-
aceompanying ISIRI 6036:1380
documents Clause 9
Medical IEC 60601-2-
electrical 46:2023
equipment - Part General requirements INSO 3368-2-46
17 | 2-46: Particular v - :1396
requirements for Clause 201.4
the basic safety General requirements for IEC 60601-2-
...and essential tesgmﬂ/gﬂWAjLﬁLﬁy- 46:2023
if%”&% Dr.S.M.Hashemi
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Sq. s :
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 5 ange
performance of TABLES INSO 3368-2-46
operating tables 11396
Clause 201.5
IEC 60601-2-
classifications of 46:2023
OPERAING TABLES and INSO 3368-2-46
SYSTEMS :1396
Clause 201.6
IEC 60601-2-
OPERATING TABLES 46:2023
identification , marking and INSO 3368-2-46
documents 1396
Clause 201.7
IEC 60601-2-
Protection against 46:2023
electrical hazards from INSO 3368-2-46
ME equipment 11396
Clause 201.8
rIi’ro?ec}irc])n aggins:c - IE&:ggg;l;_z_
mechanical hazards o
equipment and ME INSO_fg’Sg'Z'%
systems Clause 201.9
Protection against IEC;:(;S%—Z-
unwanted and excessive INSO 5368-2- 16
ragliation hazards ]
e i W!/"’A - — :1396
if%”&% Dr.S.M.Hashemi
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=i .
No.| ProductName |8 § 2 S Test Title Aﬁf“cable Reference
= fu ange
® ®
Clause 201.10
IEC 60601-2-
Protection against 46:2023
excessive temperatures INSO 3368-2-46
and other hazards :1396
Clause 201.11
Accuracy of controls and IEC 6_0601'2'
instruments and protection 462023
: INSO 3368-2-46
against hazardous ]
outputs 1396
Clause 201.12
IEC 60601-2-
. 46:2023
Hazar
:1396
Clause 201.13
IEC 60601-2-
Programmable electrical 462023
medical systems INSO 3368-2-46
:1396
Clause 201.14
IEC 60601-2-
. 46:2023
Consg;t‘ig%r;ﬁf ME INSO 3368-2-46
:1396
17 [t o Clause 201.15
if%”&% Dr.S.M.Hashemi
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=h: -
= B~ .
No. | ProductName |8 & & & Test Title Applicable Reference
o 5 6 Range
IEC 60601-2-
46:2023
ME systems INSO 3368-2-46
11396
Clause 201.16
. . IEC 60601-2-
Protection against 46:2023
HAZARDS of ignition INSO 3368-2-46
of flammable anaesthetic 1396
mixtures Annex G
ISO 10079-1:2022
General requirements INSO 4592-1:1399
Clause 4
ISO 10079-1:2022
Materials INSO 4592-1:1399
. . Clause 5
Medical suction IS0 10079-1:2022
auiip . Design requirements INSO 4592-1:1399
Part 1:
18 : v - Clause 6
Electrically 1SO 10079-1:2022
powered suction . ol
equi Performance requirements INSO 4592-1:1399
quipment
Clause 7
Physical requirements for I1ISO 10079-1:2022
suction equipment for field INSO 4592-1:1399
use Clause 8
Additional/alternative 1ISO 10079-1:2022
i, requﬁ:mn@fﬁf,s@ﬁeﬁ:— INSO 4592-1:1399
if%”&% Dr.S.M.Hashemi
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=h: -
j "(7; +— .
No. | ProductName |8 g% & Test Title Applicable Reference
o 5 5 Range
equipment and suction Clause 9

tubing designed for field use
or transport use

General requirements

Cleaning, disinfection and
sterilization

Design requirements

Medical suction Operational requirements

1SO 10079-2:2022
INSO 4592-2:1396
Clause 4

1SO 10079-2:2022
INSO 4592-2:1396
Clause 5

1SO 10079-2:2022
INSO 4592-2:1396
Clause 6

ISO 10079-2:2022
INSO 4592-2:1396

equipment
19 I\(jlarf)ually v - - - Clause 7
powered suction Physmal requirements for ISO 10079-2:2022
. field and transport use INSO 4592-2:1396
equipment ) ;
suction equipment Clause 8
Performance requirements ISO 10079-2:2022
for vacuum level and INSO 4592-2:1396
flowrate Clause 9
Resistance to environment 1ISO 10079-2:2022
of suction equipment for INSO 4592-2:1396
field and/or transport use Clause 10
ISO 10079-2:2022
Marking INSO 4592-2:1396
Ao, ;2 eVt oe—+ Clause 11
if%”&% Dr.S.M.Hashemi
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=5 P .
No.| ProductName |8 § 2 S Test Title Aol Reference
= s Range
e @
Information to be supplied IS0 10079-2:2022
by the manufacturer INSO 4592-2:1396
Clause 12
ISO 10079-3:2022
General requirements INSO 4592-3:1396
Clause 4
. . . ISO 10079-3:2022
Cleaning, cﬁ_smfgctlon and INSO 4592-3:1396
sterilization
Clause 5
ISO 10079-3:2022
Design requirements INSO 4592-3:1396
Medical suction Clause 6
equipment 1ISO 10079-3:2022
Suction Operational requirements INSO 4592-3:1396
20 equipment v i Clause 7
powered from a Physical requirements for ISO 10079-3:2022
vacuum or field and transport use INSO 4592-3:1396
positive pressure suction equipment Clause 8
gas source Performance requirements ISO 10079-3:2022
for vacuum level and INSO 4592-3:1396
flowrate Clause 9
Resistance to environment ISO 10079-3:2022
of suction equipment for INSO 4592-3:1396
field and/or transport use Clause 10
ISO 10079-3:2022
Marking INSO 4592-3:1396
e ;2 fp ot oe—t Clause 11
if%”&% Dr.S.M.Hashemi
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Sq. s :
No. | ProductName |8 d . & Test Title el Reference
o 5 5 Range
Information to be supplied Iﬁg& 91%;33:;21%%%
by the manufacturer i
Clause 12
ISO 10079-4:2022
General requirements INSO 4592-4:1399
Clause 4
ISO 10079-4:2022
Materials INSO 4592-4:1399
Clause 5
. . ISO 10079-4:2021
Des'gnGr:r?:r';fmems INSO 4592-4:1403
Clause 6.1
. . Collection containers 1SO 10079'4'_2021
Medical suction Capacity INSO 4592-4:1403
21 Equipment v i Clause 6.2.1
Part 4: General 1ISO 10079-4:2021
requirements Connections INSO 4592-4:1403
Clause 6.3
. . ISO 10079-4:2021
Suction tubing and _
intermediate tubing INSO 4592-4:1403
Clause 6.4
ISO 10079-4:2021
Vacuum level indicators INSO 4592-4:1403
Clause 6.5
Environmental conditions Illigol 2279%121%13
for t?n W Siorage L Clause 6 6
gy . M e —— :
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
ISO 10079-4:2022
Performance requirements INSO 4592-4:1399
Clause 7
Additional/alternative
requirements for suction .
equipment, suction tubing Illigg 9105292121?3%%
and intermediate tubing Clause 8
designed for field use or
transport use
Information supplied by the Illigol 91%2%121%%32
manufacturer Clause 9
IEC 60601-2-20
:2020
. General requirements INSO 3368-2-20
Medical 1396
electrical C.I AUse 4
equipment - Part IEC 60601-2-20
2-20: Particular 9020
requirements for General requirements for '
22 | the basic safety Y testing ME EQUIPMENT i |Nso_i,§gg-2-2o
anfd essentialf C.Iause 5
performance o
infant transport e IEC 6_0601'2‘20
incubators Classification of ME :2020
EQUIPMENT and ME INSO 3368-2-20
SYSTEMS :1396
o, Y —— Clause 6
if%”&% Dr.S.M.Hashemi
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= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

IEC 60601-2-20

ME EQUIPMENT :2020
identification, marking and INSO 3368-2-20
documents 11396
Clause 7
IEC 60601-2-20
Protection against electrical :2020
HAZARDS from ME INSO 3368-2-20
EQUIPMENT 11396
Clause 8
. . IEC 60601-2-20
MECIztgﬁfginLaainZS;RDS 2020
of ME EQUIPMENT and 'NSO_ fggg-z-zo
ME SYSTEMS '
Clause 9
IEC 60601-2-20
Protection against excessive :2020
temperatures and other INSO 3368-2-20
HAZARDS 11396
Clause 11
IEC 60601-2-20
Accuracy of controls and :2020
instruments and protection INSO 3368-2-20
against hazardous outputs 11396
Clause 12
HAZARDOUS IEC 60601-2-20
SITYATIQNSandfault | :2020
if%”&% Dr.S.M.Hashemi
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5, G
= B~ .
No. [ Product Name |8 & & g Test Title AF;E);LC&;HE Reference
S 5 g
conditions for ME INSO 3368-2-20
EQUIPMENT :1396
Clause 13
IEC 60601-2-20
PROGRAMMABLE :2020
ELECTRICAL MEDICAL INSO 3368-2-20
SYSTEMS (PEMS). :1396
Clause 14
IEC 60601-2-20
. :2020
Construction of ME
EQUIPMENT |Nso.f§gg-2-2o
Clause 15
IEC 60601-2-20
:2020
ME SYSTEMS INSO 3368-2-20
:1396
Clause 16
IEC 62304:2015
General requirements ISIRI 12138:1388
Clause 4
Medical device Software development IEC 62304:_2015
23 v - ISIR1 12138:1388
software PROCESS Clause 5
) IEC 62304:2015
Software maintenance ISIRI 12138:1388
NI 17?4ROCE _S,a;’;—’_'“ Clause 6
SN2 /AW//’%S
T iy :=
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8, & .
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 6 ange
Software RISK IEC 62304:2015
MANAGEMENT ISIRI 12138:1388
PROCESS Clause 7
. . IEC 62304:2015
Software configuration ISIR] 12138:1388
management PROCESS Clause 8
Software problem IISEICR:I61223103?E:S'21031858
resolution PROCESS Clause 9
IEC 60601-2-
50:2023
General requirements ISIRI 3368-2-
. 50:1394
Medical Clause 201.4
electrical IEC 60601-2-
equipment - Part 50:2023
2-50: Particular General requirements ISIR| 3368-2-
requirements for testing ME EQUIPMENT 50:1394
24 | the basic safety v - Clauée 2015
and essential :
performance of e IEC 6_0601'2'
infant Classification of ME 50:2023
phototherapy EQUIPMENT and ME ISIRI 3368-2-
equipment SYSTEMS 50:1394
Clause 201.6
ME EQUIPMENT IEC 60601-2-
identification, marking 50:2023
fahd, dacuments,__— ISIRI 3368-2-
if%”&% Dr.S.M.Hashemi
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S o :
No. | ProductName |8 d . & Test Title Aﬁf“cable Reference
= fu ange
@ @
50:1394
Clause 201.7
IEC 60601-2-
Protection against 50:2023
electrical HAZARDS ISIRI 3368-2-
from ME EQUIPMENT 50:1394
Clause 201.8
Protection against IEC 60601-2-
MECHANICAL 50:2023
HAZARDS from ME ISIRI 3368-2-
EQUIPMENT and ME 50:1394
SYSTEMS Clause 201.9
IEC 60601-2-
Protection against unwanted 50:2023
and excessive radiation ISIRI 3368-2-
HAZARDS 50:1394
Clause 201.10
IEC 60601-2-
Protection against 50:2023
excessive temperature and ISIRI 3368-2-
other HAZARDS 50:1394
Clause 201.11
Accuracy of controls and IEC 6_0601'2-
instruments and 50:2023
. : ISIRI 3368-2-
protection against 50:1394
HAZARDOME Pt | Clause 201.12
if%”&% Dr.S.M.Hashemi
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
HAZARDOUS I s
SITUATIONS and fault ISIRI'3368-2-
conditions for ME 50:1394
EQUIPMENT Clause 201.13
IEC 60601-2-
PROGRAMMABLE 50:2023
ELECTRICAL ISIRI 3368-2-
MEDICAL SYSTEMS 50:1394
Clause 201.14
IEC 60601-2-
Construction of ME | SlsRolggggz
EQUIPMENT 50:1394
Clause 201.15
IEC 60601-2-
50:2023
ME SYSTEMS ISIRI 3368-2-
50:1394
Clause 201.16
Medical IEC 60601-2-
electrical 21:2023
equipment - Part General requirements INSO 3368-2-21
25 | 2-21: Particular v - 11395
requirements for Clause 201.4
the basic safety General requirements for IEC 60601-2-
...and essential (estingefMEs_| 21:2023
if%”&% Dr.S.M.Hashemi
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Sq. s :
No. | ProductName |8 d . & Test Title el Reference
= s Range
q G
performance of EQUIPMENT INSO 3368-2-21
infant radiant :1395
warmers Clause 201.5
IEC 60601-2-
Classification of ME 21:2023
EQUIPMENT and ME INSO 3368-2-21
SYSTEMS :1395
Clause 201.6
IEC 60601-2-
ME EQUIPMENT 21:2023
identification, marking and INSO 3368-2-21
documents 1395
Clause 201.7
Protection against IEC 60601-2-
electrical INSC2J13:§(()3§32 21
HAZARDS from ME _1395' i
EQUIPMENT Clause 201.8
Protection against IEC 60601-2-
MECHANICAL 21:2023
HAZARDS of ME INSO 3368-2-21
EQUIPMENT and ME :1395
SYSTEMS Clause 201.9
. . IEC 60601-2-
Protection against ]
excessive temperatures INSgléégggz 21
and.gther HAZARDS _ -
g i W{A/ i s :1395
if%”&% Dr.S.M.Hashemi
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= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

Accuracy of controls and
instruments and protection
against hazardous outputs

HAZARDOUS
SITUATIONS and fault
conditions

PROGRAMMABLE
ELECTRICAL
MEDICAL SYSTEMS
(PEMS)

Construction of ME
EQUIPMENT

ME SYSTEMS

Clause 201.11

IEC 60601-2-
21:2023
INSO 3368-2-21
:1395
Clause 201.12

IEC 60601-2-
21:2023
INSO 3368-2-21
:1395
Clause 201.13

IEC 60601-2-
21:2023
INSO 3368-2-21
:1395
Clause 201.14

IEC 60601-2-
21:2023
INSO 3368-2-21
:1395
Clause 201.15

IEC 60601-2-
21:2023
INSO 3368-2-21
:1395
Clause 201.16

i, A W = =
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S o _
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
IEC 60601-1-11
:2020
General requirements INSO 3368-1-11
11395
Clause 4
IEC 60601-1-11
General requirements for :2020
testing ME INSO 3368-1-11
EQUIPMENT :1395
Medical Clause 5
electrical IEC 60601-1-11
equipment and Classification of ME :2020
medical EQUIPMENT and ME INSO 3368-1-11
26 electrical v SYSTEMS - 11395
systems used in Clause 6
the home IEC 60601-1-11
healthcare ME EQUIPMENT :2020
environment identification, marking INSO 3368-1-11
and documents 11395
Clause 7
IEC 60601-1-11
Protection against :2020
excessive temperatures INSO 3368-1-11
and other HAZARDS 11395
Clause 8
Accuracy of controls and IEC 60601-1-11
b ifsrymentsand_ | :2020
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
protection against INSO 3368-1-11
hazardous outputs 11395
Clause 9
IEC 60601-1-11
. :2020
Construction of ME
INSO 3368-1-11
EQUIPMENT 1395
Clause 10
IEC 60601-1-11
Protection against :2020
strangulation or INSO 3368-1-11
asphyxiation 11395
Clause 11
Additional requirements IEC 628%111
for ALARM SYSTEMS '
of ME EQUIPMENT |Nso_f§§§-1-11
and ME SYSTEMS Cléuse 13
Medical
electrical Particular requirements for
7 equipment v the basic safety and essential i IEC 60601-2-
nerve and performance of nerve and 10:2023
muscle muscle stimulators
stimulators
Medical IEC60601-1-6
28 electrical v General requirements - :2020
...equipment — L Lok g ISIRI 3368-1-6
if%”&% Dr.S.M.Hashemi
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5, & .
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 6 ange
Part 1-6: 11389
General Clause 4
requirements for
basic safety and IEC60601-1-6
essential ME EQUIPMENT :2020
performance — ACCOMPANYING ISIRI 3368-1-6
Collateral DOCUMENTS 11389
standard: Clause 5
Usability
IEC61010-2-091
:2019
Tests INSO 4232-2-091
Safety 11399
requirements for Clause 4
electrical IEC61010-2-091
equipment for :2019
measurement, Marking and documentation INSO 4232-2-091
control, and 11399
29 v -
laboratory use — Clause 5
Part 2-091: IEC61010-2-091
Particular Protection against electric 12019
requirements for shock INSO 4232-2-091
cabinet X-ray PROTECTIVE BONDING 11399
systems Clause 6.5.2
IEC61010-2-091
X-ray tube assembly :2019
Y - S— INSO 4232-2-091
if%”&% Dr.S.M.Hashemi
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89, &
j "(7; +— .
No. | ProductName |8 g% & Test Title Applicable Reference
o 5 5 Range
11399

Clause 6.5.2.101

IEC61010-2-091

:2019
Insulation requirements INSO 4232-2-091
:1399
Clause 6.7
IEC61010-2-091
:2019
Pr re for vol
The ac. voltage ot INSO 4232-2-001
:1399
Clause 6.8.3.1
IEC61010-2-091
Protection against INSO 422031292 091
mechanical HAZARDS Bvetal
:1399
Clause 7
IEC61010-2-091
Resistance to mechanical 2019
sfresses INSO 4232-2-091
:1399
Clause 8
IEC61010-2-091
Protection against the spread 2019
of fire INSO 4232-2-091
:1399
oy, 17 fpt o ——+ Clause 9
if%”&% Dr.S.M.Hashemi
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= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

IEC61010-2-091

Equipment temperature :2019
_— . INSO 4232-2-091
limits and resistance to heat ]
11399
Clause 10
IEC61010-2-091
Protection against :2019
HAZARDS from fluids and INSO 4232-2-091
solid foreign objects 11399
Clause 11
IEC61010-2-091
Protection against liberated :2019
gases and substances, INSO 4232-2-091
explosion and implosion 11399
Clause 13
IEC61010-2-091
Components and 2019
subassemblies INSO 4232-2-091
11399
Clause 14
IEC61010-2-091
. :2019
Protection by INSO 4232-2-001
INTERLOCKS 1399
Clause 15
HAZARDS resulting from IEC61010-2-091
( appligation o__—| 2019
if%”&% Dr.S.M.Hashemi
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8, & .
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 6 ange
INSO 4232-2-091
:1399
Clause 16
IEC61010-2-091
:2019
RISK assessment INSO 4232-2-091
11399
Clause 17
Fire hazard
testing — Part
11-10: Test Test flames — 50 W
30 | flames-50W | v horizontal and vertical flame - IEC 6926:15:;11'10
horizontal and test methods '
vertical flame
test methods
. ISO 14971:2019
General requirements for ISIRI 12136:1402
risk management system Clause 4
Medical devices . . ISO 14971.2019
S Risk analysis ISIRI 12136:1402
— Appl_lcatlon . Clause 5
. man;);errll:lgnt to . . _ 150 14971:2019
medical devices Risk evaluation ISIRICI1:U183(;661402
ISO 14971:2019
Risk control ISIR1 12136:1402
v % favt o+ Clause 7
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=h: s
= B~ .
No. | Product Name |8 & & Test Title el Reference
L= = Range
@ @
Evaluation of overall IS0 14971:2019
. . ISIRI 12136:1402
residual risk
Clause 8
ISO 14971:2019
Risk management review ISIRI 12136:1402
Clause 9
. 1ISO 14971:2019
P Clause 10
IEC 61010-2-101
:2018
Tests INSO 4232-2-101
11395
Clause 4
IEC 61010-2-101
Particular . :2018
requirements d'v'ark'”g and INSO 4232-2-101
. ocumentation ,
32 for in vitro v i 11395
diagnostic Clause 5
(I'vD) medical IEC 61010-2-101
equipment . . :2018
e s
11395
Clause 6
. . IEC 61010-2-101
Protection against 2018
mechpnical HGZARDS | INSO 4232-2-101
S S~ :=
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= B~ .
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
11395
Clause 7
IEC 61010-2-101
. . :2018
Remstam:rteZSr::chamcal INSO 4232-2-101
:1395
Clause 8
IEC 61010-2-101
) . :2018
P“’tg“r'e%ré Z%a]!ﬂzt the INSO 4232-2-101
P 11395
Clause 9
IEC 61010-2-101
Equipment temperature :2018
limits and resistance to INSO 4232-2-101
heat 11395
Clause 10
IEC 61010-2-101
Protection against INSO fg?>128-2-101
HAZARDS from fluids ]
11395
Clause 11
Protection against IEC 6_12001105;2'101
liberated gases and ’
substances, explosion INSO _4123?525'2_101
" ' (ilmplo '(ir]jf_ Clause 13
T iy :=
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Sq. s :
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 5 ange
IEC 61010-2-101
Components and :2018
subassemblies INSO 4232-2-101
11395
Clause 14
IEC 61010-2-101
:2018
Protection by interlocks INSO 4232-2-101
1395
Clause 15
IEC 61010-2-101
. :2018
H%ﬁiﬁ; i::e;t‘i*c')tr']”g INSO 4232-2-101
:1395
Clause 16
IEC 61010-2-101
:2018
RISK assessment INSO 4232-2-101
11395
Clause 17
Medical IEC 60601-1-8
electrical :2020
equipment — General requirements ISIRI 3368-1-8
33 Part 1-8: v - :1398
General Clause 4
requirements for ME EQUIPMENT IEC 60601-1-8
..hasic safety and identjficationumarki =, :2020
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=h: -
No. | ProductName |8 g% & Test Title Aﬁf“cable Reference
= M= ange
essential documents ISIRI 3368-1-8
performance — 11398
Collateral Clause 5
standard:
General
requirements,
tests and IEC 60601-1-8
guidance for 2020
alarm systems in ALARM SYSTEMS ISIRI 3368-1-8
medical 1398
electrical C.Iause 6
equipment and
medical
electrical
systems
Medical INSO 12137-1
_ :1395
devices — Principles IEC 62366-1
Part 1: 12015
34 | Application of v . INSCOIa;;i; 1
usability ) )
. . Usability engineerin 11395
engineering to y €ng 9 IEC 62366-1
: : process _
medical devices C.I20155
ause
35 Degrees of v Deggees of protection i IEC 60529:2013
vy, protection aga}%%iﬁ/ﬂg@é"ﬁe@f i INSO 2868:1395
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S o :
No. | ProductName |8 & & & Test Title Aﬁf“cable Reference
o 5 5 ange
provided by indicated by the second Clause 6
enclosures (IP characteristic numeral
Code) for
Electrical
Apparatus
"Only for
degrees 3, 4,5
and 6 of
protection
against ingress
of water
indicated by the
second
characteristic
numeral
IEC 61010-2-040
:2020
Tests INSO 4232-2-040
:1400
disinfectors Clause 4
36 used to treat v i IEC 61010-2-040
medical Marking and :2020
materials . INSO 4232-2-040
documentation 1400
Clause 5
Protection against IEC 61010-2-040
kv, | I%I/%m/shoclgf_ :2020
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= PO

—H o H o

No. | ProductName |8 g% & Test Title Arg)llcable
oy § ange

Reference

INSO 4232-2-040

:1400
Clause 6
Protection against IEC 61010-2-040
mechanical HAZARDS :2020
and against HAZARDS INSO 4232-2-040
related to :1400
mechanical functions Clause 7
IEC 61010-2-040
Resistance to mechanical 2020
sfresses INSO 4232-2-040
:1400
Clause 8
IEC 61010-2-040
. . :2020
Pmtggtr'e%ré 2gane! the INSO 4232-2-040
:1400
Clause 9
IEC 61010-2-040
Equipment temperature :2020
limits and resistance to INSO 4232-2-040
heat :1400
Clause 10
. . IEC 61010-2-040
B
and selid foreign objects INSO 4232-2-040
oy, ' /AMMW’(;L 8 :1400
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Sq. s :
No. [ Product Name |8 @ S g Test Title Aﬁf“cable Reference
o 5 5 ange
Clause 11
. . IEC 61010-2-040
Protection against ]
liberated gases and 2020
. INSO 4232-2-040
substances, explosion _
and implosion 1400
Clause 13
IEC 61010-2-040
Components and 2020
subassemblies INSO 4232-2-040
:1400
Clause 14
IEC 61010-2-040
:2020
Protection by interlocks INSO 4232-2-040
:1400
Clause 15
IEC 61010-2-040
) :2020
H%ﬁiﬁ; irceast‘ij(')tr'lng INSO 4232-2-040
:1400
Clause 16
IEC 61010-2-040
:2020
RISK assessment INSO 4232-2-040
:1400
- Clause 17
Sp——— 2
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Sqd. 9 _
No. | ProductName |8 d . & Test Title el Reference
o 5 5 Range
IEC 60601-1-12
:2020
General requirements INSO 3368-1-12
:1394
Clause 4
IEC 60601-1-12
Classification of ME :2020
Medical EQUIPMENT and ME INSO 3368-1-12
electrical SYSTEMS C:|13945
. ause
eq“:ﬁg?géla”d IEC 60601-1-12
electrical _ ME_ I_EQL_JIPMEN'!’ :2020
systems identification, marking INSO 3368-1-12
37 | . 4 and documents - 11394
intended for use Clause 6
in the
emergency _ _ IEC 60601-1-12
medical Prot_ectlon against :2020
services electrical HAZARDS INSO 3368-1-12
environment from ME EQUIPMENT :1394
Clause 7
IEC 60601-1-12
Protection against :2020
excessive temperatures INSO 3368-1-12
and other HAZARDS 1394
Clause 8
Accuracy of controls and IEC 60601-1-12
instryments and__|- 12020
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85H. g
— n H -
No. [ ProductName |8 g2 & Test Title AF;E);LC&;HE Reference
aq & g
protection against INSO 3368-1-12
hazardous outputs 11394
Clause 9
IEC 60601-1-12
. :2020
Construction of ME
EQUIPMENT |Nso_f§§2-1-12
Clause 10
Extraction Test procedure INSOCIZaZUigoéMM
equipment of Soecifi
encrypted pectiic energy
- consumption criteria INSO 22800:1401
38 processing v . -
groups ranking Clause 7
products of lati
cryptocurrencies regufations .
(miners) Energy label INS%?;&(;%MM

1- Product Oriented: Laboratory is accredited to meet all requirements of the product specification standard.
2- Test Oriented: Laboratory is accredited for carrying out the tests mentioned in the above table.
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