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1. Introduction:

Product [1. ] TP MEDICAL FACE MASK |

Classification accord. to Annex IX | |

Rule according to Annex IX I




2. Essential Requirements Checklist:

Essential Requirement/Essential Principle Applicable to | Method used to demonstrate Conformity Referenceto supporting
Device controlled Documents
Chapter | | General Requirements
1. Devices shall achieve the performance intended bytheir Yes 1. The devicesare designed and Risk analysis
manufacturer and shall be designed and manufactured in manufactured under a full quality )
such a way that, during normal conditions of use, they are managementsystem in accordance with ISO
suitable for their intended purpose. Theyshall be safe and 13485 and presently not certified _
effective and shall notcompromise the clinical condition or 2. The products are tested to comply with 1SO-

the safety of patients, orthe safety and health of users or, 10993 standard. _

where applicable, other persons, provided that any risks 3. Risk analysis has been performed in accordance
which may be associated with their use constitute with 1ISO 14971.

acceptable risks when weighed againstthe benefits to the
patientand are compatible with a high level of protection of
health and safety, taking into account the generally
acknowledged state ofthe art.

2. The requirementsin this annexto reduce risks as far as Yes - Ditto - - Ditto -
possible mean reduce risks as far as possible without
adversely affecting the risk benefit ratio.

3. The manufacturer shall establish,implement, documentand | Yes - Ditto - - Ditto -
maintain arisk managementsystem.

Riskmanagementshall be understood as a continuous
iterative process throughoutthe entire lifecycle of a device,
requiring regular systematic updating. In carrying out risk
management manufacturers shall:

a) establish and documentarisk managementplan foreach Yes - Ditto - - Ditto -
device;

b) identify and analyse the known and foreseeable hazards Yes - Ditto - - Ditto -
associated with each device;

c) estimate and evaluate the risks associated with, and Yes - Ditto - - Ditto -

occurring during, the intended use and during reasonably
foreseeable misuse;

d) eliminate or control the risks referred to in point (c) in Yes - Ditto - - Ditto -
accordance with the requirements of Section 4;

e) evaluate the impactof information from the production Yes - Ditto - - Ditto -
phase and, in particular, from the post-marketsurwveillance
system, on hazards and the frequency of occurrence
thereof, on estimates oftheir associated risks, as well as on
the overall risk, benefit-risk ratio and risk acceptability, and




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

based on the evaluation of the impactof the information
referred to in point (e), if necessaryamend control
measuresin line with the requirements of Section 4.

Yes

- Ditto -

- Ditto -

Risk control measures adopted bymanufacturers for the
design and manufacture ofthe devices shall conform to
safety principles, taking accountof the generally
acknowledged state ofthe art. To reduce risks,
Manufacturers shall manage risks so thatthe residual risk
associated with each hazard as well as the overall residual
riskis judged acceptable. In selecting the mostappropriate
solutions, manufacturers shall, in the following order of

priority:

Yes

- Ditto -

- Ditto -

a)

eliminate orreduce risks as faras possible through safe
design and manufacture;

Yes

- Ditto -

- Ditto -

b)

where appropriate, take adequate protection measures,
including alarms ifnecessary, in relation to risks thatcannot
be eliminated; and

Yes

- Ditto -

- Ditto -

c)

provide information for safety (warnings/precautions/contra-
indications) and, where appropriate, training to users.

Yes

- Ditto -

- Ditto -

Manufacturers shall inform users ofany residual risks.

Yes

- Ditto -

- Ditto -

In eliminating or reducing risks related to use error, the
manufacturer shall:

Yes

- Ditto -

- Ditto -

a)

reduce as far as possible the risks related to the ergonomic
features of the device and the environmentin which the
device is intended to be used (design for patientsafety), and

Yes

- Ditto -

- Ditto -

b)

give consideration to the technical knowledge, experience,

education, training and use environment, where applicable,
and the medical and physical conditions ofintended users

(designforlay, professional, disabled or other users).

Yes

- Ditto -

- Ditto -

The characteristics and performance ofa device shall notbe
adversely affected to such a degree that the health or safety
of the patient or the userand, where applicable, of other
persons are compromised during the lifetime ofthe device,
as indicated by the manufacturer, when the device is
subjected to the stresses which can occur during normal
conditions ofuse and has been properlymaintained in
accordance with the manufacturer's instructions.

Yes

- Ditto -

- Ditto -




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

Devices shall be designed, manufactured and packagedin
such a way that their characteristics and performance during
their intended use are notadversely affected during
transportand storage, for example, through fluctuations of
temperature and humidity, taking account of the instructions
and information provided by the manufacturer.

Yes

- Ditto -

- Ditto -

All known and foreseeable risks, and any undesirable side-
effects, shall be minimised and be acceptable when
weighed againstthe evaluated benefits to the patient and/or
userarising from the achieved performance ofthe device
during normal conditions of use.

Yes

- Ditto -

- Ditto -

For the devices referred to in Annex XVI, the general safety
requirements setoutin Sections 1 and 8 shall be
understood to mean thatthe device, when used under the
conditions and for the purposes intended, does notpresent
ariskatall or presents ariskthatis no more than the
maximum acceptable risk related to the product's use which
is consistentwith a high level of protection for the safety and
health of persons.

Yes

- Ditto -

- Ditto -

Chap

ter Il

Requirements regarding design and manufacture

10.

Chemical, physical and biological properties

10.

Devices shall be designed and manufactured in such away
as to ensure that the characteristics and performance
requirements referred to in Chapter | are fulfilled. Particular
attention shall be paid to:

Yes

1. The materials used to manufacture the device
have been subjectto physical evaluationin

accordance with manufacturing internal standards.

2. Risk analysishas been performedin
accordance with ISO 14971.

Material test report
Risk analysis report

a)

the choice of materials and substances used, particularlyas
regards toxicity and, where relevant, flammability;

Yes

- Ditto -

- Ditto -

b)

the compatibilitybetween the materials and substances
used and biological tissues, cells and bodyfluids, taking
accountof the intended purpose ofthe device and, where
relevant, absorption, distribution, metabolism and excretion;

Yes

- Ditto -

- Ditto -

c)

the compatibilitybetween the different parts of a device
which consists of more than one implantable part;

Yes

- Ditto -

- Ditto -

d)

the impactof processes on material properties;

Yes

- Ditto -

- Ditto -

e)

where appropriate, the results of biophysical or modelling
research the validity of which has been demonstrated
beforehand;

Yes

- Ditto -

- Ditto -




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

the mechanical properties ofthe materials used, reflecting,
where appropriate, matters such as strength, ductility,
fracture resistance, wearresistance and fatigue resistance;

Yes

- Ditto -

- Ditto -

g)

surface properties; and the confirmation thatthe device
meets any defined chemical and/or physical specifications.

Yes

- Ditto -

- Ditto -

Devices shall be designed, manufactured and packaged in
such a way as to minimise the risk posed by contaminants
and residues to patients, taking account of the intended
purpose ofthe device, and to the persons involved in the
transport, storage and use of the devices. Particular
attention shall be paid to tissues exposed tothose
contaminants and residues and to the duration and
frequency of exposure.

Yes

The devices are packagedin accordance
with a system in compliance with ISO

11607.

Devices shall be designed and manufactured in such away
that they can be used safelywith the materials and
substances, including gases, with which they enterinto
contact during theirintended use;if the devices are intended
to administer medicinal products they shall be designed and
manufactured in such away as to be com patible with the
medicinal products concerned in accordance with the
provisions and restrictions governing those medicinal
products and that the performance of both the medicinal
products and of the devices is maintained in accordance
with their respective indications and intended use.

Yes

1. The materials used to manufacture the device
have been subjectto physical evaluationin
accordance with manufacturing internal standards.
2. Risk analysishasbeen performedin
accordance with 1SO 14971.

Material test report
Risk analysis report

10.

Subs

tances

10.

Design and manufacture of devices

Devices shall be designed and manufactured in such a way
as to reduce as far as possible the risks posed by
substances or particles, including wear debris, degradation
products and processing residues, thatmay be released
from the device.

Devices, or those parts thereof or those materials used
therein that:

No

Not applicable

Not applicable

are invasive and come into direct contact with the human
body,

No

Not applicable

Not applicable

(re)administer medicines, bodyliquids or other substances,
including gases, to/from the body, or

No

Not applicable

Not applicable

transportor store such medicines, body fluids or
substances, including gases, to be (re)administered to the
body,

No

Not applicable

Not applicable




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

shall onlycontain the following substances in a
concentration thatis above 0,1 % weightby weight (w/w)
where justified pursuantto Section 10.4.2:

No

Not applicable

Not applicable

a)

substances which are carcinogenic, mutagenic or toxic to
reproduction (CMR’), of category 1A or 1B, in accordance
with Part 3 of Annex VI to Regulation (EC) No 1272/2008 of
the European Parliamentand of the Council, or

No

Not applicable

Not applicable

b)

substances having endocrine-disrupting properties for which
there is scientific evidence of probable serious effects to
human health and which are identified eitherin accordance
with the procedure setoutin Article 59 of Regulation (EC)
No 1907/2006 ofthe European Parliamentand ofthe
Council2 or,once a delegated acthas been adopted by the
Commission pursuantto the firstsubparagraph of Article
5(3) of Regulation (EU) N0 528/2012 of the European
Parliamentand the Council3, in accordance with the criteria
that are relevant to human health amongstthe criteria
established therein.

No

Not applicable

Not applicable

10.
4.2

Justification regarding the presence of CMR and/or
endocrine-disrupting substances

The justification for the presence of such substances shall
be based upon:

No

Not applicable

Not applicable

a)

an analysis and estimation of potential patientor user
exposure to the substance;

No

Not applicable

Not applicable

b)

an analysis of possible alternative substances, materials or
designs,including, where available, information about
independentresearch, peer-reviewed studies, scientific
opinions from relevantscientific committees and an analysis
of the availability of such alternatives;

No

Not applicable

Not applicable

c)

argumentation as to why possible substance and/or
material substitutes, ifavailable, or design changes, if
feasible, are inappropriate in relation to maintaining the
functionality, performance and the benefit-risk ratios ofthe
product; including taking into account if the intended use of
such devices includes treatmentof children or treatment of
pregnantor breastfeeding women ortreatment of other
patientgroups considered particularlywulnerable to such
substances and/or materials; and

No

Not applicable

Not applicable

d)

where applicable and available, the latestrelevant scientific
committee guidelinesin accordance with Sections 10.4.3.
and 10.4.4.

No

Not applicable

Not applicable




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

10.
4.3

Guidelines on phthalates

For the purposes of Section 10.4., the Commission shall, as
soon as possible and by ... [one year after the date of entry
into force of this Regulation], provide the relevant scientific
committee with a mandate to prepare guidelines thatshall
be ready before ... [date of application ofthis Regulation].
The mandate for the committee shall encompass atleasta
benefit-risk assessmentofthe presence of phthalates which
belong to either of the groups of substancesreferredtoin
points (a) and (b) of Section 10.4.1. The benefit-risk
assessmentshall take into account the intended purpose
and context of the use of the device, as well as any
available alternative substances and alternative materials,
designs or medical treatments. When deemed appropriate
on the basis ofthe latestscientificevidence, but at least
every five years, the guidelines shall be updated.

No

Not applicable

Not applicable

10.
4.4

Guidelines on other CMR and endocrine-disrupting
substances

Subsequently,the Commission shall mandate the relevant
scientificcommittee to prepare guidelines as referred to in
Section 10.4.3. also for other substances referred to in
points (a) and (b) of Section 10.4.1., where appropriate.

No

Not applicable

Not applicable

Labelling

Where devices, parts thereof or materials used therein as
referred to in Section 10.4.1. contain substances referred to
in points (a) or (b) of Section 10.4.1. in a concentration
above 0,1 % weightby weight (w/w), the presence ofthose
substances shall be labelled on the device itselfand/or on
the packaging for each unit or, where appropriate, on the
sales packaging, with the listof such substances. If the
intended use of such devices includes treatment of children
or treatmentof pregnantor breastfeeding women or
treatmentof other patientgroups considered particularly
wilnerable to such substances and/or materials, information
on residual risks for those patientgroups and, if applicable,
on appropriate precautionarymeasures shall be givenin the
instructions foruse.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to reduce as far as possible the risks posed bythe
unintentional ingress of substances into the device taking
into accountthe device and the nature of the environmentin
whichitis intended to be used.

Yes

1. The devices are designed and

manufactured under a full quality
managementsystem in accordance with 1ISO
13485 and presently not certified

2. Risk analysishasbeen performedin accordance
with 1SO 14971.

Risk analysis




Essential Requirement/Essential Principle Applicable to | Method used to demonstrate Conformity Referenceto supporting
Device controlled Documents
10. Devices shall be designed and manufactured in suchaway | NO Not applicable Notapplicable
6 as to reduce as far as possible the risks linked to the size
and the properties of particles which are or can be released
into the patient's oruser's body, unless theycome into
contact with intact skin only. Special attention shall be given
to nanomaterials.
11. | Infection and microbial contamination
11. Devices and their manufacturing processes shall be Yes 1. The devices are produced understrictly Riskanalysis report
1 designedinsuchawayas to eliminate or to reduce as far controlled conditions to minimize contamination. 2.
as possible the risk of infection to patients, users and, where Risk analysis hasbeen performedin accordance
applicable, other persons. The design shall: with 1SO 14_1971. _ _
3. The devices are packaged in accordance with a
system in compliance with ISO 11607.
a) reduce as far as possible and appropriate the risks from Yes - Ditto - - Ditto -
unintended cuts and pricks, such as needle stick injuries,
b) allow easyand safe handling, Yes - Ditto - - Ditto -
c) reduce as far as possible anymicrobial leakage from the Yes - Ditto - - Ditto -
device and/or microbial exposure during use, and
d) prevent microbial contamination ofthe device or its content Yes - Ditto - - Ditto -
such as specimens or fluids.
11. Where necessarydevices shall be designed to facilitate No Not applicable
2 their safe cleaning, disinfection, and/or re-sterilisation.
11. Devices labelled as having a specific microbial state shallbe | Yes 1. The devices are produced under strictly Risk analysis report
3 designed, manufactured and packaged to ensure thatthey controlled conditions to minimize contamination. 2.
remain in that state when placed on the marketand remain Risk analysis has been performed in accordance
sounderthe transportand storage conditions specified by with ISO 14971.
the manufacturer. 3. The devices are packaged in accordance
with a system in compliance with ISO 11607.
11. Devices delivered in a sterile state shall be designed, Yes -Ditto-
4 manufactured and packaged in accordance with appropriate
procedures,to ensure thatthey are sterile when placed on
the marketand that, unless the packaging whichis intended
to maintain their sterile condition is damaged, theyremain
sterile, underthe transportand storage conditions specified
by the manufacturer, until that packaging is opened atthe
pointof use. It shall be ensured thatthe integrity of that
packagingis clearlyevident to the final user.
11. Devices labelled as sterile shall be processed, No Not applicable
5 manufactured, packaged and, sterilised bymeans of

appropriate, validated methods.




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

Devices intended to be sterilised shall be manufactured and
packaged in appropriate and controlled conditions and
facilities.

No

Not applicable

Packaging systems for non-sterile devices shall maintain the
integrity and cleanliness ofthe productand, where the
devices are to be sterilised priorto use, minimise the risk of
microbial contamination; the packaging system shall be
suitable taking account of the method of sterilisation
indicated by the manufacturer.

No

Not applicable

Not applicable

The labelling ofthe device shall distinguish between
identical or similar devices placed on the marketin both a
sterile and a non-sterile condition additional to the symbol
used to indicate that devices are sterile.

No

Not applicable

Devices incorporating a substance considered to be a medicinal productand devices

of substancesthatare absorbed by or locally dispersed in the human body.

thatare composed of substances or ofcomb inations

In the case of devices referred to in the first subparagraph of
Article 1(8), the quality, safety and usefulness ofthe
substance which, ifused separately, would be considered to
be a medicinal productwithin the meaning of point (2) of
Article 1 of Directive 2001/83/EC, shall be verified by
analogywith the methods specified in Annex| to Directive
2001/83/EC, as required by the applicable conformity
assessmentprocedure under this Regulation.

No

Not applicable

Not applicable

Devices that are composed of substances or of
combinations of substances thatare intended to be
introduced into the human body, and that are absorbed by
or locally dispersed in the human bodyshall comply, where
applicable and inamannerlimited to the aspects not
covered by this Regulation, with the relevant requirements
laid down in Annex | to Directive 2001/83/EC for the
evaluation of absorption, distribution, metabolism, excretion,
local tolerance, toxicity, interaction with other devices,
medicinal products or other substances and potential for
adverse reactions, as required by the applicable conformity
assessmentprocedure under this Regulation.

No

Not applicable

Not applicable

13.

Devices incorporating materials of biological origin

13.

For devices manufactured utilising derivatives of tissues or
cells of human origin which are non-viable or are rendered
non-viable covered by this Regulationin accordance with
point(g) of Article 1(6), the following shall apply:

No

Not applicable

Not applicable

a)

donation, procurementand testing ofthe tissues and cells
shall be done in accordance with Directive 2004/23/EC;

No

Not applicable

Not applicable




Essential Requirement/Essential Principle

Applicable to
Device

Method used to demonstrate Conformity

Referenceto supporting
controlled Documents

b)

processing, preservation and anyother handling ofthose
tissues and cells or their derivatives shall be carried out so
as to provide safety for patients, users and, where
applicable, other persons. In particular, safety with regard to
viruses and other transmissible agents shall be addressed
by appropriate methods of sourcing and by implementation
of validated methods of elimination or inactivation in the
course of the manufacturing process;

No

Not applicable

Not applicable

c)

the traceability system forthose devices shall be
complementaryand compatible with the traceability and
data protection requirements laid down in Directive
2004/23/EC and in Directive 2002/98/EC.

No

Not applicable

Not applicable

Ford

evices manufactured utilising tissues or cells ofanimal origin, o

following shall apply:

rtheirderivatives

, which are non-viable or rendered non-viable the

a)

where feasible taking into accountthe animal species,
tissues and cells ofanimal origin, or their derivatives, shall
originate from animals thathave been subjected to
veterinary controls that are adapted to the intended use of
the tissues. Information on the geographical origin ofthe
animals shall be retained bymanufacturers;

No

Not applicable

Not applicable

b)

sourcing, processing, preservation, testing and handling of
tissues, cells and substances ofanimal origin, or their
derivatives, shall be carried out so as to provide safety for
patients, users and, where applicable, other persons. In
particular safety with regard to viruses and other
transmissible agents shall be addressed byimplementation
of validated methods ofelimination or viral inactivation in the
course of the manufacturing process, except when the use
of such methods would lead to unacceptable degradation
compromising the clinical benefitofthe device;

No

Not applicable

Not applicable

c)

in the case of devices manufactured utilising tissues or cells
of animal origin, or their derivatives, as referred to in
Regulation (EU) No 722/2012 the particular requirements
laid down in that Regulation shall apply.

No

Not applicable

Not applicable




Essential Requirement/Essential Principle
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Device
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Referenceto supporting
controlled Documents

For devices manufactured utilising non-viable biological
substances otherthan those referred to in Sections 13.1
and 13.2, the processing, preservation, testing and handling
of those substances shall be carried outso as to provide
safety for patients, users and, where applicable, other
persons,including in the waste disposal chain. In particular,
safety with regard to viruses and other transmissible agents
shall be addressed byappropriate methods of sourcing and
by implementation of validated methods of elimination or
inactivation in the course of the manufacturing process.

No

Not applicable

Not applicable

14.

Construction of devices and interaction with their environment

14.

If the device is intended for use in combination with other
devices or equipmentthe whole combination, including the
connection system shall be safe and shall notimpair the
specified performance ofthe devices. Any restrictions on
use applying to such combinations shall be indicated on the
label and/orin the instructions foruse. Connections which
the userhas to handle, such as fluid, gas transfer, electrical
or mechanical coupling, shall be designed and constructed
in suchaway as to minimise all possible risks, such as
misconnection.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to remove or reduce as far as possible:

Yes

1. The products is tested to comply with [ISO-10993
2. Risk analysis hasbeen performedin accordance
with 1ISO 14971.

Risk Analysis Report

a)

the risk of injury, in connection with their physical features,
including the volume/pressure ratio, dimensional and where
appropriate ergonomic features;

Yes

- Ditto -

- Ditto -

b)

risks connected with reasonablyforeseeable external
influences or environmental conditions, such as magnetic
fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with diagnostic
or therapeutic procedures, pressure, humidity, temperature,
variations in pressure and acceleration or radio signal
interferences;

Yes

- Ditto -

- Ditto -

c)

the risks associated with the use of the device when it
comes into contactwith materials, liquids, and substances,
including gases, towhich itis exposed during normal
conditions ofuse;

Yes

- Ditto -

- Ditto -

d)

the risks associated with the possible negative interaction
between software and the IT environmentwithin which it
operates andinteracts;

Yes

- Ditto -

- Ditto -

the risks ofaccidental ingress of substancesinto the device;

Yes

- Ditto -

- Ditto -
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the risks ofreciprocal interference with other devices
normallyused in the investigations or forthe treatment
given; and

Yes

- Ditto -

- Ditto -

g)

risks arising where maintenance or calibration are not
possible (as with implants), from ageing of materials used or
loss ofaccuracy of any measuring or control mechanism.

Yes

- Ditto -

- Ditto -

Devices shall be designed and manufactured in such a way
as to minimize the risks offire or explosion during normal
use and in single faultcondition. Particular attention shall be
paid to devices the intended use of which includes exposure
to or use in association with flammable or explosive
substances or substances which could cause combustion.

Yes

1. The products is tested to comply with ISO-10993
2. Risk analysis has been performedin accordance

with 1SO 14971.

Risk Analysis Report

Devices shall be designed and manufactured in such a way
that adjustment, calibration, and maintenance can be done
safely and effectively.

No

Not applicable

Not applicable

Devices that are intended to be operated together with other
devices or products shall be designed and manufacturedin
such a way that the interoperabilityand com patibilityare
reliable and safe.

No

Not applicable

Not applicable

Any measurement, monitoring or displayscale shall be
designed and manufactured in line with ergonomic
principles, taking accountofthe intended purpose, users
and the environmental conditions in which the devices are
intended to be used.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to facilitate their safe disposal and the safe disposal of
related waste substances bythe user, patientor other
person. To that end, manufacturers shall identifyand test
procedures and measures as aresultofwhich their devices
can be safely disposed after use. Such procedures shall be
described in the instructions for use.

No

Not applicable

Not applicable

15.

Devices with a diagnostic or measuring function

15.

Diagnostic devices and devices with a measuring function,
shall be designed and manufactured in such away as to
provide sufficientaccuracy, precision and stabilityfor their
intended purpose, based on appropriate scientificand
technical methods. The limits ofaccuracy shall be indicated
by the manufacturer.

No

Not applicable

Not applicable

The measurements made bydevices with a measuring
function shall be expressed inlegal units conforming to the
provisions of Council Directive 80/181/EEC1.

No

Not applicable

Not applicable
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16.

Protection againstradiation

16.

General

a)

Devices shall be designed, manufactured and packagedin
such a way that exposure of patients, users and other
persons to radiation is reduced as faras possible,andina
manner thatis compatible with the intended purpose, whilst
not restricting the application of appropriate specified levels
for therapeutic and diagnostic purposes.

No

Not applicable

Not applicable

b)

The operating instructions for devices emitting hazardous or
potentiallyhazardous radiation shall contain detailed
information as to the nature of the emitted radiation, the
means of protecting the patientand the user,and on ways
of avoiding misuse and ofreducing the risks inherentto
installation as far as possible and appropriate. Information
regarding the acceptance and performance testing, the
acceptance criteria, and the maintenance procedure shall
also be specified.

No

Not applicable

Not applicable

16.

Intended radiation

a)

Where devices are designed to emithazardous, or
potentiallyhazardous, levels of ionizing and/or non-ionizing
radiation necessaryfor a specific medical purpose the
benefitof whichis considered to outweigh the risks inherent
to the emission, itshall be possible forthe userto control
the emissions. Such devices shall be designed and
manufactured to ensure reproducibility of relevant variable
parameters within an acceptable tolerance.

No

Not applicable

Not applicable

b)

Where devices are intended to emithazardous, or
potentiallyhazardous, ionizing and/or non-ionizing radiation,
they shall be fitted, where possible, with visual displays
and/or audible warnings of such emissions.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
that exposure of patients, users and other persons to the
emission ofunintended, strayor scattered radiation is
reduced as far as possible. Where possible and appropriate,
methods shall be selected which reduce the exposure to
radiation of patients, users and other persons who maybe
affected.

No

Not applicable

Not applicable

lonising radiation
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a)

Devices intended to emitionizing radiation shall be
designed and manufactured taking into accountthe
requirements ofthe Directive 2013/59/Euratom laying down
basic safety standards for protection againstthe dangers
arising from exposure to ionising radiation.

No

Not applicable

Not applicable

b)

Devices intended to emitionising radiation shall be
designed and manufactured in such away as to ensure that,
where possible, taking into accountthe intended use, the
quantity, geometryand quality of the radiation emitted can
be varied and controlled, and, if possible, monitored during
treatment.

No

Not applicable

Not applicable

c)

Devices emitting ionising radiation intended for diagnostic
radiologyshall be designed and manufacturedin such a
way as to achieve animage and/or output quality that are
appropriate to the intended medical purpose whilst
minimising radiation exposure ofthe patientand user.

No

Not applicable

Not applicable

d)

Devices that emitionising radiation and are intended for
therapeutic radiologyshall be designed and manufacturedin
suchawayas to enable reliable monitoring and control of
the delivered dose, the beam type, energy and, where
appropriate, the quality of radiation.

No

Not applicable

Not applicable

17. | Electronic programmable systems — devices that incorporate electronic programmable systems and s oftware thatare devices in
themselves
17. Devices that incorporate electronic programmable systems, | No Not applicable Not applicable
1 including software, or software that are devices in
themselves, shall be designed to ensure repeatability,
reliabilityand performance in line with theirintended use. In
the event of a single faultcondition, appropriate means shall
be adopted to eliminate orreduce as far as possible
consequentrisks orimpairmentof performance.
17. For devices that incorporate software or for software that No Not applicable Notapplicable
2 are devices inthemselves, the software shall be developed

and manufactured in accordance with the state of the art
taking into accountthe principles ofdevelopmentlife cycle,
risk management, including information security, verification
and validation.
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Software referred to in this Section that is intended to be
used in combination with mobile com puting platforms shall
be designed and manufactured taking into accountthe
specific features ofthe mobile platform (e.g. size and
contrastratio of the screen) and the external factors related
to their use (varying environmentas regards level of lightor
noise).

No

Not applicable

Not applicable

Manufacturers shall setoutminimum requirements
concerning hardware, IT networks characteristicsand IT
security measures, including protection against
unauthorised access, necessaryto run the software as
intended.

No

Not applicable

Not applicable

Active

devices and devices connected to them

For non-implantable active devices, in the event of a single
fault condition, appropriate means shall be adopted to
eliminate orreduce as far as possible consequentrisks.

No

Not applicable

Not applicable

Devices where the safety of the patientdepends onan
internal power supplyshall be equipped with a means of
determining the state of the power supplyand an
appropriate warning or indication for when the capacity of
the power supplybecomes critical. If necessary, such
warning or indication shall be given prior to the power
supplybecoming critical.

No

Not applicable

Not applicable

Devices where the safety of the patientdepends on an
external power supplyshallinclude an alarm system to
signal anypower failure.

No

Not applicable

Not applicable

Devices intended to monitorone or more clinical parameters
of a patient shall be equipped with appropriate alarm
systems to alertthe user of situations which could lead to
death or severe deterioration ofthe patient's state of health.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to reduce as far as possible the risks of creating
electromagnetic interference which could impair the
operation of the device in question or other devices or
equipmentinthe intended environment.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to provide a level of intrinsicimmunityto electromagnetic
interference such thatis adequate to enable them to operate
as intended.

No

Not applicable

Not applicable
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Devices shall be designed and manufactured in such away
as to awoid, as far as possible, the risk of accidental electric
shocks to the patient, userorany other person, both during
normal use ofthe device and in the event of a single fault
conditionin the device, provided the device is installed and
maintained as indicated bythe manufacturer.

No

Not applicable

Not applicable

Devices shall be designed and manufactured in such a way
as to protect, as far as possible, againstunauthorised
access thatcould hamper the device from functioning as
intended.

No

Not applicable

Not applicable

19.

Particular requirements for active implantable devices

19.

Active implantable devices shall be designed and
manufactured in such away as to remove or minimize as far
as possible:

No

Not applicable

Not applicable

a)

risks connected with the use of energy sources with
particular reference, where electricity is used, to insulation,
leakage currents and overheating of the devices,

No

Not applicable

Not applicable

b)

risks connected with medical treatment, in particular those
resulting from the use of defibrillators or high-frequency
surgical equipment, and

No

Not applicable

Not applicable

c)

risks which mayarise where maintenance and calibration
are impossible, including:

No

Not applicable

Not applicable

excessive increase ofleakage currents,

No

Not applicable

Not applicable

ageing of the materials used,

No

Not applicable

Not applicable

excess heatgenerated by the device,

No

Not applicable

Not applicable

decreased accuracyof any measuring or control
mechanism.

No

Not applicable

Not applicable

Active implantable devices shall be designed and
manufactured in such away as to ensure

No

Not applicable

Not applicable

if applicable, the compatibilityof the devices with the
substancestheyare intended to administer, and

No

Not applicable

Not applicable

the reliability of the source of energy.

No

Not applicable

Not applicable

Active implantable devices and, ifappropriate, their
componentparts shall be identifiable to allow any necessary
measure to be taken following the discovery of a potential
riskin connection with the devices or their componentparts.

No

Not applicable

Not applicable
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Active implantable devices shall bear a code by whichthey | No Not applicable
and their manufacturer can be unequivocallyidentified
(particularlywith regard to the type of device and its year of
manufacture);it shall be possible to read this code, if
necessary, withoutthe need for a surgical operation.

Not applicable

20.

Protection againstmechanical and thermal risks

20.

Devices shall be designed and manufactured insuchaway | No Notapplicable
as to protect patients and users againstmechanical risks
connected with, for example, resistance to movement,
instabilityand moving parts.

Not applicable

Devices shall be designed and manufactured insuchaway | No Not applicable
as to reduce to the lowestpossible level the risks arising
from vibration generated by the devices, taking account of
technical progress and ofthe means available for limiting
vibrations, particularlyat source, unless the vibrations are
part of the specified performance.

Not applicable

Devices shall be designed and manufactured insuchaway | No Not applicable
as to reduceto the lowestpossible level the risks arising
from the noise emitted, taking accountof technical progress
and of the means available to reduce noise, particularlyat
source, unless the noise emitted is partof the specified
performance.

Not applicable

Terminals and connectors to the electricity, gas or hydraulic | No Not applicable
and pneumatic energysupplies which the user or other
person has to handle, shall be designed and constructed in
such a way as to minimise all possible risks.

Not applicable

Errors likely to be made when fitting or refitting certain parts | No Not applicable
which could be a source ofrisk shall be made impossible by
the design and construction of such parts or, failing this, by
information given on the parts themselves and/or their
housings.

The same information shall be given on moving parts and/or
their housings where the direction of movementneeds to be
known in orderto avoid a risk.

Not applicable

Accessible parts of devices (excluding the parts or areas No Not applicable
intended to supplyheator reach given temperatures) and
their surroundings shall notattain potentially dangerous
temperatures under normal conditions ofuse.

Not applicable

21.

Protection againstthe risks posed to the patientor user by devices supplying energyor substances
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Devices for supplying the patient with energy or substances
shall be designed and constructed in such away thatthe
amountto be delivered can be setand maintained
accurately enoughto ensure the safety of the patientand of
the user.

No

Not applicable

Not applicable

Devices shall be fitted with the means of preventing and/or
indicating any inadequacies in the amountofenergy
delivered or substances delivered which could pose a
danger. Devices shall incorporate suitable means to
prevent, as far as possible, the accidental release of
dangerous levels ofenergyor substances from an energy
and/or substance source.

No

Not applicable

Not applicable

The function of the controls and indicators shall be clearly
specified onthe devices. Where a device bears instructions
required for its operation or indicates operating or
adjustmentparameters bymeans ofa visual system, such
information shall be understandable to the userand, as
appropriate, the patient.

No

Not applicable

Not applicable

22

Protection againstthe risks posed by medical devices intended byth

e manufacturerfor use by lay persons

22.

Devices for use by lay persons shall be designed and
manufactured in such a way that they perform appropriately
for their intended purpose taking into accountthe skills and
the means available to lay persons and the influence
resulting from variation that can be reasonablyanticipated in
the lay person's technique and environment. The
information and instructions provided by the manufacturer
shall be easyfor the lay person to understand and apply.

No

Not applicable

Not applicable

Devices for use by lay persons shall be designed and
manufactured in such away as to:

No

Not applicable

Not applicable

ensure thatthe device can be used safelyand accurately by
the intended useratall stages ofthe procedure, if
necessaryafterappropriate training and/or information,

No

Not applicable

Not applicable

reduce, as far as possible and appropriate, the risk from
unintended cuts and pricks such as needle stickinjuries,
and

No

Not applicable

Not applicable

reduce as far as possible the risk oferror by the intended
userinthe handling ofthe device and, if applicable,in the
interpretation of the results.

No

Not applicable

Not applicable

Devices for use by lay persons shall, where appropriate,
include a procedure by which the lay person:

No

Not applicable

Not applicable
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- can verify that, at the time of use, the device will performas | No Not applicable Not applicable
intended by the manufacturer,and
- if applicable, is warned ifthe device has failed to provide a No Not applicable Notapplicable

valid result.

Chap

ter Il

Requirements regarding the information supplied with the device

23.

Label and instructions for use

23.

General requirements regarding the information supplied bythe manufacturer

Each device shall be accompanied bythe information
needed to identify the device and its manufacturer, and by
any safety and performance information relevantto the user,
or any other person, as appropriate. Such information may
appearon the device itself, on the packaging orin the
instructions foruse, and shall, ifthe manufacturer has a
website, be made available and kept up to date on the
website, taking into account the following:

Yes

The information supplied with the device
complieswith the labelling requirements

The medium, format, content, legibility, and location of the
label and instructions for use shall be appropriate to the
particular device, its intended purpose and the technical
knowledge, experience, education or training of the intended
user(s). In particular, instructions foruse shall be written in
terms readilyunderstood bythe intended userand, where
appropriate, supplemented with drawings and diagrams.

Yes

- Ditto -

- Ditto -

b)

The information required on the label shall be provided on
the device itself. If this is not practicable or appropriate,
some or all of the information mayappear on the packaging
for each unit, and/or on the packaging of multiple devices.

Yes

- Ditto -

- Ditto -

c)

Labels shall be provided in a human-readable formatand
may be supplemented bymachine-readable information,
such as radio-frequencyidentification (RFID') or bar codes.

Yes

- Ditto -

- Ditto -

d)

Instructions for use shall be provided together with devices.
By way of exception, instructions foruse shall notbe
required for class land class lla devices if such devices can
be used safelywithoutany such instructions and unless
otherwise provided for elsewhere in this Section.

Yes

- Ditto -

- Ditto -

e)

Where multiple devices are supplied to a single userand/or
location, a single copyof the instructions foruse maybe
provided if so agreed by the purchaserwhoin any case may
requestfurther copies to be provided free of charge.

Yes

- Ditto -

- Ditto -
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Instructions foruse may be provided to the userin non-
paperformat(e.g. electronic) to the extent, and only under
the conditions, setoutin Regulation (EU) No 207/2012 or in
any subsequentimplementing rules adopted pursuantto this
Regulation.

Yes

- Ditto -

- Ditto -

9)

Residual risks which are required to be communicated to
the userand/or other person shall be included as limitations,
contra-indications, precautions or warnings in the
information supplied bythe manufacturer.

Yes

- Ditto -

- Ditto -

h)

Where appropriate, the information supplied bythe
manufacturer shall take the form of internationally
recognised symbols. Any symbol oridentification colour
used shall conform to the harmonised standards or CS. In
areas for which no harmonised standards or CS exist, the
symbols and colours shall be described in the
documentation supplied with the device.

Yes

- Ditto -

- Ditto -

Information on the label

The label shall bear all of the following particulars:

Yes

a)

the name ortrade name of the device;

Yes

b)

the details strictlynecessaryfor a userto identify the device,
the contents of the packaging and, where it is not obvious
for the user,the intended purpose ofthe device;

Yes

c)

the name, registered trade name or registered trade mark of
the manufacturer and the address ofits registered place of
business;

Yes

d)

if the manufacturer has its registered place ofbusiness
outside the Union, the name of the authorised
representative and address ofthe registered place of
business ofthe authorised representative;

No

Not applicable

Not applicable

e)

where applicable, an indication thatthe device contains or
incorporates:

No

Not applicable

Not applicable

a medicinal substance, including a human blood or plasma
derivative, or

No

Not applicable

Not applicable

tissues or cells, ortheir derivatives, of human origin, or

No

Not applicable

Not applicable

tissues or cells ofanimal origin, or their derivatives, as
referred to in Regulation (EU) No 722/2012;

No

Not applicable

Not applicable

where applicable, information labelled in accordance with
Section10.4.5.;

Yes
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9)

the lot number orthe serial number ofthe device preceded
by the words LOT NUMBER or SERIAL NUMBER or an
equivalentsymbol, as appropriate;

Yes

h)

the UDI carrierreferred to in Article 27(4) and Part C of
Annex VII;

No

Not applicable

Not applicable

an unambiguousindication oft the time limitfor using or
implanting the device safely, expressed atleastin terms of
year and month, where this is relevant;

No

Not applicable

Not applicable

where there is noindication of the date untilwhen it may be
used safely, the date of manufacture. This date of
manufacture maybe included as partof the lot number or
serial number, provided the date is clearly identifiable;

No

Not applicable

Not applicable

an indication ofany special storage and/or handling
condition that applies;

No

Not applicable

Not applicable

if the device is supplied sterile, an indication ofits sterile
state and the sterilisation method;

No

Not applicable

warnings or precautions to be taken that need to be brought
to the immediate attention ofthe user of the device, and to
any other person. This information maybe keptto a
minimum in which case more detailed information shall
appearinthe instructions foruse, taking into accountthe
intended users;

No

Not applicable

Not applicable

n)

if the device is intended for single use, an indication of that
fact. A manufacturer's indication of single use shall be
consistentacrossthe Union;

Yes

0)

if the device is a single-use device that has been
reprocessed, an indication ofthat fact, the number of
reprocessing cycles alreadyperformed, and any limitation
as regards the number ofreprocessing cycles;

No

Not applicable

Not applicable

p)

if the device is custom-made, the words ‘custom-made
device’;

No

Not applicable

Not applicable

a)

an indication thatthe device is a medical device. If the
device is intended for clinical investigation only, the words
‘exclusively for clinical investigation’;

No

Not applicable

Not applicable
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n

in the case of devices that are composed of substances or
of combinations of substances thatare intended to be
introduced into the human body via a body orifice or applied
to the skin and that are absorbed by or locally dispersed in
the human body, the overall qualitative composition ofthe
device and quantitative information on the main constituent
or constituents responsible for achieving the principal
intended action;

No

Not applicable

Not applicable

s)

for active implantable devices, the serial number, and for
other implantable devices, the serial number or the lot
number.

No

Not applicable

Not applicable

Information on the packaging which maintains the sterile condition of a device (‘sterile packaging’)

The following particulars shall appear on the sterile
packaging:

a)

an indication permitting the sterile packaging to be
recognised as such,

Yes

Show on packaging

b)

a declaration thatthe device is in a sterile condition,

Yes

Show on packaging

c)

the method of sterilization,

Yes

Show on packaging

d)

the name and address ofthe manufacturer,

Yes

Show on packaging

e)

a description ofthe device,

Yes

Show on packaging

if the device is intended for clinical investigations, the words
‘exclusively for clinical investigations',

No

Not applicable

Not applicable

if the device is custom-made, the words ‘custom-made
device',

No

Not applicable

Not applicable

the month and year of manufacture,

Yes

Show on packaging

an unambiguousindication ofthe time limitfor using or
implanting the device safely expressed atleastin terms of
year and month, and

Yes

Show on packaging

an instruction to check the instructions for use forwhat to do
if the sterile packaging is damaged or unintentionally
opened before use.

Yes

Show on packaging

Information in the instructions for use

The instructions for use shall contain all of the following
particulars:

a)

the particulars referred to in points (a), (c), (e), (f), (k), (), (n)
and (r) of Section 23.2;

Yes

b)

the device's intended purpose with a clear specification of
indications, contra-indications, the patient target group or
groups, and of the intended users, as appropriate;

No

Not applicable

Not applicable
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c)

where applicable, a specification ofthe clinical benefits to be
expected.

No

Not applicable

Not applicable

d)

where applicable, links to the summaryof safety and clinical
performance referred toin Article 32;

No

Not applicable

Not applicable

the performance characteristics ofthe device;

No

Not applicable

Not applicable

where applicable, information allowing the healthcare
professional to verify if the device is suitable and selectthe
corresponding software and accessories;

No

Not applicable

Not applicable

9)

any residual risks, contra-indications and anyundesirable
side-effects, including information to be conveyed to the
patientin this regard;

No

Not applicable

Not applicable

h)

specificationsthe userrequires to use the device
appropriately, e.g. if the device has a measuring function,
the degree of accuracy claimed for it;

No

Not applicable

Not applicable

details ofany preparatory treatmentor handling ofthe
device before it is ready for use or during its use, such as
sterilisation, final assembly, calibration, etc., including the
levels of disinfection required to ensure patientsafetyand
all available methods for achieving those levels of
disinfection;

No

Not applicable

Not applicable

any requirements for special facilities, or special training, or
particular qualifications ofthe device userand/or other
persons;

No

Not applicable

Not applicable

k)

the information needed to verify whetherthe device is
properlyinstalled and is readyto perform safely and as
intended by the manufacturer, together with, where relevant:

No

Not applicable

Not applicable

details ofthe nature, and frequency, of preventive and
regular maintenance, and of any preparatorycleaning or
disinfection,

No

Not applicable

Not applicable

identification ofany consumable components and how to
replace them,

No

Not applicable

Not applicable

information on any necessarycalibration to ensure thatthe
device operates properlyand safely during its intended
lifetime, and

No

Not applicable

Not applicable

methods for eliminating the risks encountered bypersons
involved in installing, calibrating or servicing devices;

No

Not applicable

Not applicable

if the device is supplied sterile, instructions in the event of
the sterile packaging being damaged or unintentionally
opened before use;

Yes

Show on packaging
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m)

if the device is supplied non-sterile with the intention that it
is sterilised before use, the appropriate instructions for
sterilisation;

No

Not applicable

Not applicable

n)

if the device is reusable, information on the appropriate
processes forallowing reuse, including cleaning,
disinfection, packaging and, where appropriate, the
validated method of re-sterilisation appropriate to the
Member State or Member States in which the device has
been placed on the market. Information shall be provided to
identify when the device should nolongerbereused, e.g.
signs of material degradation orthe maximum number of
allowable reuses;

No

Not applicable

Not applicable

0)

an indication, ifappropriate, that a device can be reused
onlyif itis reconditioned under the responsibility of the
manufacturer to comply with the general safety and
performance requirements;

No

Not applicable

Not applicable

p)

if the device bears anindication thatitis for single use,
information on known characteristics and technical factors
known to the manufacturer that could pose ariskif the
device were to be re-used. This information shall be based
on a specific section ofthe manufacturer's risk management
documentation, where such characteristics and technical
factors shall be addressed in detail. If in accordance with
point (d) of Section 23.1. no instructions foruse are
required, this information shallbe made available to the user
upon request;

No

Not applicable

Not applicable

a)

for devices intended for use together with other devices
and/or general purpose equipment:

No

Not applicable

Not applicable

information to identify such devices or equipment, in orderto
obtain a safe combination, and/or

No

Not applicable

Not applicable

information on any known restrictions to combinations of
devices and equipment;

No

Not applicable

Not applicable

if the device emits radiation for medical purposes:

No

Not applicable

Not applicable

detailed information as to the nature, type and where
appropriate, the intensity and distribution ofthe emitted
radiation,

No

Not applicable

Not applicable

the means of protecting the patient, user, or other person
from unintended radiation during use ofthe device;

No

Not applicable

Not applicable
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s)

information thatallows the userand/or patientto be
informed ofany warnings, precautions, contra-indications,
measuresto be taken and limitations of use regarding the
device. That information shall, where relevant, allow the
userto brief the patientabout any warnings, precautions,
contra-indications, measures to be taken and limitations of
useregarding the device. The information shall cover,
where appropriate:

No

Not applicable

Not applicable

warnings, precautions and/or measures to be takenin the
event of malfunction ofthe device or changes inits
performance thatmay affect safety,

No

Not applicable

Not applicable

warnings, precautions and/or measures to be taken as
regards the exposure to reasonablyforeseeable external
influences or environmental conditions, such as magnetic
fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with diagnostic
or therapeutic procedures, pressure, humidity, or
temperature,

No

Not applicable

Not applicable

warnings, precautions and/or measures to be taken as
regards the risks ofinterference posed by the reasonably
foreseeable presence ofthe device during specific
diagnosticinvestigations, evaluations, ortherapeutic
treatmentor other procedures such as electromagnetic
interference emitted by the device affecting other
equipment,

No

Not applicable

Not applicable

if the device is intended to administer medicinal products,
tissues or cells ofhuman oranimal origin, or their
derivatives, or biological substances, any limitations or
incompatibilityin the choice of substancesto be delivered,

No

Not applicable

Not applicable

warnings, precautions and/or limitations related to the
medicinal substance or biological material thatis
incorporated into the device as an integral partof the
device; and

No

Not applicable

Not applicable

precautions related to materials incorporated into the device
that contain or consistof CMR substances orendocrine-
disrupting substances, or that could resultin sensitisation or
an allergicreaction by the patient or user;

No

Not applicable

Not applicable
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Y

in the case of devices that are composed of substances or
of combinations of substances thatare intended to be
introduced into the human body and that are absorbed byor
locally dispersed in the human body, warnings and
precautions, where appropriate, related to the general
profile of interaction of the device and its products of
metabolism with other devices, medicinal products and
other substances as well as contra-indications, undesirable
side-effects and risks relating to overdose;

No

Not applicable

Not applicable

u)

in the case of implantable devices, the overall qualitative
and quantitative information on the materials and
substancesto which patients can be exposed;

No

Not applicable

Not applicable

warnings or precautions to be taken in order to facilitate the
safe disposal ofthe device, its accessories and the
consumables used with it, if any. This information shall
cover, where appropriate:

No

Not applicable

Not applicable

infection or microbial hazards such as explants, needles or
surgical equipmentcontaminated with potentiallyinfectious
substances ofhuman origin, and

No

Not applicable

Not applicable

physical hazards such as from sharps.

No

Not applicable

Not applicable

If in accordance with the point(d) of Section 23.1 no
instructions foruse are required, this information shall be
made available to the user upon request;

No

Not applicable

Not applicable

for devices intended for use by lay persons, the
circumstancesin which the user should consulta healthcare
professional;

No

Not applicable

Not applicable

for the devices covered by this Regulation pursuantto
Article 1(2), information regarding the absence of a clinical
benefitand the risks related to use of the device;

No

Not applicable

Not applicable

Y)

date of issue ofthe instructions for use or, if they have been
revised, date of issue and identifier ofthe latestrevision of
the instructions foruse;

No

Not applicable

Not applicable

a notice to the userand/or patientthat any serious incident
that has occurred in relation to the device should be
reported to the manufacturer and the competentauthority of
the Member State in which the userand/or patientis
established;

No

Not applicable

Not applicable

aa)

information to be supplied to the patient with an implanted
device in accordance with Article 18;

No

Not applicable

Not applicable
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for devices that incorporate electronic programmable No Not applicable Not applicable

systems, including software, or software that are devices in
themselves, minimum requirements concerning hardware,
IT networks characteristics and IT security measures,
including protection againstunauthorised access, necessary
to run the software as intended.




3. Risk Analysis

The ISO 14971 defines a framework for the systematic risk management on the development and
use of medical devices. The standard provides a definition of specific terminology used in such
processes and suggests methods to initially quantify and finally minimize the risks of the device
usage. The risk management process as defined in the ISO 14971 is shown in Figure 1.
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Figure 1 — A schematic representation of the risk management process



Risk Analysis, Evaluation and Control

Following the ISO 14971’s rationale, the risks are evaluated by estimating the severity of harm, the
probability of occurrence of the hazard and on the detectability of the hazardous situation. Typically,
the probabilities cannot be quantified credibly and therefore they are organized in levels of
estimation.

It should be noted that these risks when applying risk management typically refer to harm to patients,
health care professionals or environment.

Risk Table

This section contains the risk table depicting the identified risks, the mitigation steps and the overall
evaluation of the residual risk. Due to document layout issues and for easier maintenance, this table
is normally kept and updated in an independent file.

Risks that may oL
No. | Problem happen to users dangerou | Corrective action (CA)
s levels
1 Industrial hygiene is | Risk of wound High risk Cause: Industrial hygiene at all stages and
not guaranteed and | infection. workshops is not guaranteed.
production CA: Strictly comply with regulations, guide
environment industrial hygiene and increase inspection
condition in the frequency.
workshop.
2 Dust Risk of wound Low risk
infection.
3 Extra fibers, hair. Risk of falling Risky Cause: Due to machinery, hygiene and
pieces clinging to worker consciousness.
the wound.
4 Insects stuck in the | Cause infection, High risk Cause: Factory hygiene and worker
products. bacteria consciousness.
contamination.
5 Cross-infection Risk of infection. Risky Cause: Do not strictly follow the process and
ensure industrial hygiene.
6 Number of products | Cause difficulties | High risk Cause: Due to worker consciousness when
/ pack, box (excess/ | while using. packaging gauze bags.
shortage)
7 Confusion of Improper use High risk Cause: Due to worker consciousness when
categories (product packaging gauze bags.
inside and outside
package)
8 Appearance Risks making it Low risk Cause: Due to worker consciousness when
difficult to use. packaging.
Clean
9 Humidity after Fabrics may be Low Cause: The temperature is insufficient when
drying. moldy dangerous drying.
Ex: Humidity is level CA: Check, supenise and adjust the
higher than 7.2% temperature to ensure that the fabric after
drying gets the right humidity.




10 | Fabric breadth. The sizeis not Low Cause: The fabric shrinks during drying
Ex: Fabric breadth big enough to dangerous process due to bleached fabric lot
is missing split up into small | level CA: Increase the rolling vapor pressure to

sizes in the prevent the fabric from falling when bleaching.
finished
workshop.

11 | Color. Causing Low Cause: Chemicals or water are not enough or
Example: Fabric difficulties during dangerous have poor quality.
color gets dark after | direct use. level CA: Ensure the chemical and water quality
drying. meets the standard.

12 Ph is not Turn the fabric’s Low Cause: Do not reach the neutral environment.
guaranteed. color into yellow. dangerous CA: Adjust and check the chemicals.
Example: Ph> 7 level
(alkaline
environment)

13 Humidity is not Cause stains on High risk Cause: High humidity leads to steam

guaranteed.

the products

condensation, fall onto the roll after drying.
CA: Add extractor fans.




4. Product — Specifications:

No. |Heading Content
1 [Medical device description
1.1 |Medical device 1. Product name: TP MEDICAL FACE MASK
description 2. Ingredients: The product is composed of 1 pair of elastic straps, 1 stiff
edge and 1 mask body:
- The elastic straps are made of soft elastic, which is flexible to enable the
wearing and removing masks easily.
- The stiff edge is made of plastic or metal which is adjustable to fit the mask
on the wearers’ noses.
- The mask body (non-woven, non-absobent, 20g/m2, 25g/m2, 30g/m2)
consists of:
+ Non- absobent micro-filtration layer.
+ Non- absobent antibacterial layer.
3. Specification:
3.1. General requirements:
- The product must not create skin irrtations to the wearers.
- The surface of the product is clean, no bonded errors.
- Straps are firmly sewed on four corners.
- Face masks’ edges fit the wearers' faces.
3.2. Design:
- Appropriate design and elastic straps enable the mask to fit the face, tightly
cover nose and mouth.
4. Packaging: are packaged as as the request of customers.
1.2 |List of components and |None.
spare parts
1.3 |Application/ Intended Used in factories, industrial field, companies and other fields in everyday life
uses to prevent dust, odors and respiratory infectious diseases.
1.4 [Directions for use - The shelf-life of the product is 5 years from the date of manufacturing.
- For use:
+ Pull the two sides of the mask over the sides of the face and press
against the face.
+ Use 2 fingertips of each of your hand to place the two straps on your ears
and adjust the straps so that they fit your face.
- After use: remove the mask and dispose as medical waste.
1.7 [ Warning and caution - Use the product only once.

- Do not use the product that is expired, do not place the product in the
humid or high temperature environment,

- Do not use the product when the package is damaged.
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Adverse effect

None.




1.9

Product pictures
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5. QS (ISO EN 9001, ISO 13485) Certificate of design facility: Find the attached file.

T
N PRGN

CHUNG NHAN
CERTIFICATE

CHUNG NHAN HE THONG QUAN LY CUA/ THIS CERTIFIES THE MANAGEMENT SYSTEM OF:

CONG TY TNHH DET TAN PHUONG
TAN PHUONG TEXTILE COMPANY LIMITED

PIA CHI/ ADDRESS:

Thon Phwong La, xi Thai Phwong, huyén Hung Ha, tinh Thai Binh, Viét Nam/
Phuong La village, Thai Phuong commune, Hung Ha district, Thai Binh province,
Vietnam

PUQC PANH GIA PHU HQP VOI CAC YEU CAU CUA TIEU CHUAN/
- HAS BEENASSESSED AND FOUND TO COMPLY WITH THE REQUIREMENTS OF:

"« CHO PHAM VU FOR SCOPE:

Sin xult thiét bj y té: khiu trang y té, khiu trang y té khéng khun/

S6 dang ky/ Registration No: 03/CN-TDC % cHUNG N '{ AN 5 ll_—
Chimg chi s6/ Certification No.:  201379.MMS.CN20 \ . 0U0C TE {//

Ngay cAp/ Issued date: 23/04/2020 ‘NGUYEN THANH TUNG
Ngay hét han/ Expired date: 22/04/2023 GIAM POC/ DIRECTOR

Chimg chi s¢ mit higu lyc néu hé Mngqlil Iy ciia khich hiang khong vuygt qua cufc dinh gié giam sit hing niim cia 1CB/
This certificate will be invalid if the customer’s management system does not pass the surveillance of ICB.

CONG TY CO PHAN CHUNG NH
INTERNATIONAL CERTIFICATI

Try sé: So 10, To 7, phwing Tuwong Mai, quin Hoang Mai, Thinh Pho H
VPGD: €9, Lo 8 Khu do thi méi Dinh Cong, quin Hoang Mai, Thanh Pho Ha N
Website: chungnhanquocte.vn Email: cert.chungnhanquocte@ gmail.c

6. Tests reports: Find the attached file.

7. Sterilization process: Not applicable.
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