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Checklist according to annex | of the Medical Device

A/

Standards, other

Documentation (test

Regulation (MDR) NA directives and other rules | reports, protocols, literature
BREFREMmEM (MDR) W x—m &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EAERNAE X REm| #IEw s Bbag, Lk applicability) CCHTERER )
A B SRS (RS, TR,
SCERERANIE A B )
CHAPTER 1 General Requirements
F-EEHEX
Devices shall achieve the performance intended by their EN ISO 15223-1:2021 Risk analysis report
manufacturer and shall be designed and manufactured in EN I1SO 20417:2021 (FC-RS-BPM)
such a way that, during normal conditions of use, they are EN ISO Manufacturing information
suitable for their intended purpose. They shall be safe 14971:2019/A11:2021 (FC/CE02-05)
and effective and shall not compromise the clinical ISO/TR 24971:2020 Clinical evaluation report
condition or the safety of patients, or the safety and ISO 10993-1:2018 (FC/ICE02-14)
health of users or, where applicable, other persons, ISO 10993-5:2009 Usability Evaluation
provided that any risks which may be associated with ISO 10993-10:2010 (FC/CE02-10)
their use constitute acceptable risks when weighed ASTM D4169-22 Software validation report
against the benefits to the patient and are compatible with EN 60601-1:2006/A2:2021 (FC/ICE02-09)
a high level of protection of health and safety, taking into IEC 80601-2-30:2018, ISO Periodic safety update report
account the generally acknowledged state of the art. 81060-2:2018+A1:2020 (FC/ICE02-16)
AP L G R BUH IR RS, R ORI BT AN S R A IR EN 60601-1- Electrical safety test report
AR MIGH T AU IR SN2 AR HA | 2:2015/A1:2021 (Annex 08) R&D Debpt
19 B I PR IR B 22 4 B 1 P B A B (i IEC 60601-1- EMC test report (Annex 08) Pt
FHD 224 Ffe BE s s s, 78 B PR B2 4 f B Al 22 4 11:2015+A1:2020 Bio-compatibility report
TR, 55 DR G P T T B K 5 LT A A3 A EN 62366-1:2015 (FC/CE02-08)
WIFE T EE P, 9 e B A B KT EN 60601-1- EN 60601-1:2006/A2:2021
6:2010+A1:2015 report 64.66T.22.332.01
EN 62304:2006+A1:2015 IEC 60601-1-
ETSI EN 300 328 11:2015+A1:2020 report
V2.2.2(2019-07) 64.66T7.22.334.01
EN 62479:2010 IEC 80601-2-30:2018 report
EN 50663:2017 64.66T.22.336.01
ETSI EN 301 489-1 EN 60601-1-2:2015/A1:2021
V2.2.3(2019-11> report
ETSI EN 301 489-17 68.730.22.0120.01
V3.2.4(2020-09)
The requirement in this Annex to reduce risks as far as EN ISO Risk analysis report
possible means the reduction of risks as far as possible A 14971:2019/A11:2021 (FC-RS-BPM) R&D Dept.

without adversely affecting the benefit-risk ratio.

ISO/TR 24971:2020

Clinical evaluation report
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Checklist according to annex | of the Medical Device

A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
BETEMBREM (MDR) WM& — W &/ applied by manufacturer or reason for no Location
EAERRAR TEm| #ER R AR, Hehk applicability) (CLHEAEBERI)
2 BN SRS (RS, TR,
SCERERANIE A B )
AR B 35 A R AT R R AT XU SR i T i A RS 14 [ s EN ISO 14155:2011 (FC/CE02-14)
AL 35 RS B 72 AR AR R Periodic safety update report
(FC/CEQ2-16)
Manufacturers shall establish, implement, document and
maintain a risk management system.
Risk management shall be understood as a continuous
iterative process throughout the entire lifecycle of a
device, requiring regular systematic updating. In carrying
out risk management manufacturers shall:
(a) establish and document a risk management plan for
each device;
(b) identify and analyse the known and foreseeable
hazards associated with each device;
(c) estimate and evaluate the risks associated with, and Risk analysis report
occurring during, the intended use and during reasonably EN ISO ~ (FC-RS-BPM)
foreseeable misuse; A 14971:2019/A11:2021 Clinical evaluation report R&D Dept.

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

(e) evaluate the impact of information from the production
phase and, in particular, from the post-market
surveillance system, on hazards and the frequency of
occurrence thereof, on estimates of their associated risks,
as well as on the overall risk, benefit-risk ratio and risk
acceptability; and

(f) based on the evaluation of the impact of the
information referred to in point (e), if necessary amend
control measures in line with the requirements of Section
4. G N ST O SR ANGES RS EAA R

RS A7 TR L LA g 7 5 R A o o 0] b O sk A

ISO/TR 24971:2020

(FC/CEO02-14)
Periodic safety update report
(FC/CEO02-16)
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Checklist according to annex | of the Medical Device
Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al

NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

M2, T WIHEAT R B . HEAT XU PR 3 o 5 (e 3«

() il 5E I T8 2 AR XS 7 B TR

(b) RN 3 A 5 25 45 MR 5 1 2R AT L B 5

(c) AhTHAIVEAN LE UM T K A2 7T 5 BE TR B T AN 2
I 7 A R A G UG 5

(d) HRAEER 4 5 A RIS BR B B () mUFT I I LB XU 5

(e) VPMEAEMETBL FenlE iR RERRNEE. %
LR AIE . VAL AR 5GBS A S AR R XU A
i LA RS T % 52 1

WA (e) RO IR AR DR PPAL, 6 B AR 2R 4 5 (1 2K
(et

Risk control measures adopted by manufacturers for the
design and manufacture of the devices shall conform to
safety principles, taking account of the generally
acknowledged state of the art. To reduce risks,
Manufacturers shall manage risks so that the residual risk
associated with each hazard as well as the overall
residual risk is judged acceptable. In selecting the most
appropriate solutions, manufacturers shall, in the
following order of priority:

(a) eliminate or reduce risks as far as possible through
safe design and manufacture;

(b) where appropriate, take adequate protection
measures, including alarms if necessary, in relation to
risks that cannot be eliminated; and

(c) provide information for safety

EN ISO
14971:2019/A11:2021
ISO/TR 24971:2020

Risk analysis report
(FC-RS-BPM)
Clinical evaluation report
(FC/CEO02-14)
Periodic safety update report
(FC/CEO02-16)

R&D Dept.

Page 4 of 63




Checklist according to annex | of the Medical Device
Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

(warnings/precautions/contra-indications) and, where
appropriate, training to users. Manufacturers shall inform
users of any residual risks.

) T e 1S R ) 36 >R DA RS 2 i 5 B N 5

Za G, IR RPA BRI BEGRSE,  filig

e INLXek AU EAT B B, S % 1 A O R R A PR B o A%

IR P2 £ T4 S Y Bl Y o R R B A I AR R T 8 I

i 3 e I A AR RSB S U

(a) IEIE 22 T AT 3E ST RE T Bk B XU 5

(b) WA, SREBOEH ORI, ST iR BRA XS ,
B LENKRE; H

(c) RfteeERE CER/MPITERAAS) » JHEE A HR
A R A

i 3 PP A R A XU 75 R A P

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

(a) reduce as far as possible the risks related to the
ergonomic features of the device and the environment in
which the device is intended to be used (design for
patient safety), and

(b) give consideration to the technical knowledge,
experience, education, training and use environment,
where applicable, and the medical and physical
conditions of intended users (design for lay, professional,
disabled or other users).

FEH R ma A5 AN 2 A OGBS I 136 TR ¢

EN ISO
14971:2019/A11:2021
ISO/TR 24971:2020

Risk analysis report
(FC-RS-BPM)
Clinical evaluation report
(FC/CEO02-14)
Periodic safety update report
(FC/CE02-16)

R&D Dept.
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Checklist according to annex | of the Medical Device Al Standards, other Documentation (test
Regulation (MDR) NA directives and other rules | reports, protocols, literature
WESFEMKES (MDR) W — M &/ applied by minufacturer or real_sonbfr_)tr' no Loca‘tlon‘
EAERME S NG| BT S A RbRE, ek applicability) (AR ])
2 BRFL SRS (B R . TR,
SCERERANIE H 12 )

(@) S BRI DR AN AR T 2 i B L TS 4 A 858 B

I CBER B 2 AT, UK
(b) EXEARFIH, 4. HAE. FHINEHTE, MUK

TR I3 BT B S A2 A (& DD i)V e 0

CEFRAEL . Ell, SRR A A T )
The characteristics and performance of a device shall not EN ISO Rls(I?:gr_w;Ié?gpr'\eﬂp))ort
be adversely affgcted to such a degree that the health or 14971:2019/A11:2021 Manufacturing information
safety of the patient or the user and, where applicable, of ISO/TR 24971:2020 (FC/CE02-05)
other persons are compromised during the lifetime of the ISO 10993-1:2018 Clinical evaluation report
device, as indicated by the manufacturer, when the ISO 10993-5:2009 (FCICE02-14)
device is subjected to the stresses which can occur ISO 10993-10:2010 Usability Evaluation
during normal conditions of use and has been properly ASTM D4169-22 (FC/CE02-10)
maintained in accordance with the manufacturer's EN 60601-1:2006/A2:2021 Clinical evaluation report
instructions. IEC 80601-2-30:2018, ISO (FC/CE02-14)

" s . . . N 81060-2:2018+A1:2020 Periodic safety update report
T et =

IBEBAE E 5 IS S 1 B T 048 738 EN 60601-1- (FO/CR02.16)
SYESRIR, AR I8 R RR AR A8 P SUTRIE P 25 B A AR A A 2:2015/A1:2021 Electrical safety test report
AN B, EAIZ B S ISR RS | A IEC 60601-1- (Annex 08) R&D Dept.

ST

11:2015+A1:2020
EN 62366-1:2015
EN 60601-1-
6:2010+A1:2015
EN 62304:2006+A1:2015
ETSI EN 300 328
V2.2.2(2019-07)
EN 62479:2010
EN 50663:2017
ETSI EN 301 489-1
V2.2.3(2019-11)
ETSI EN 301 489-17
V3.2.4(2020-09)

EMC test report (Annex 08)
Bio-compatibility report
(FC/CE02-08)
Package transport report
(Annex 09)

Use life study (Annex 10)
EN 60601-1:2006/A2:2021
report 64.66T.22.332.01
IEC 60601-1-
11:2015+A1:2020 report
64.66T.22.334.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
EN 60601-1-2:2015/A1:2021
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present a risk at all or presents a risk that is no more than
the maximum acceptable risk related to the product's use
which is consistent with a high level of protection for the
safety and health of persons.

XVI.

Checklist according to annex | of the Medical Device Al Standards, other Documentation (test
Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EAERBNE S FiEm| HERE R KR, ek applicability) CCHFFHRT)
A BN SRS (RS, TR,
SCERERANIE A B )
report
68.730.22.0120.01
Devices shall be designed, manufactured and packaged
in such a way that their characteristics and performance
during their intended use are not adversely affected
during transport and storage, for example, through
fluctuations of temperature and humidity, taking account Package transport report
of the instructions and information provided by the A ASTM D4169-22 (Annex 09) R&D Dept.
manufacturer.
AP BE T L o) A 2R N PR 7 AR 0 o 3 e e R P 25
MG BT iz A AR Canls AR FE sl A
26 B TS FE 3901 0 A i AR RS
All known and foreseeable risks, and any undesirable
side-effects, shall be minimised and be acceptable when ) ,
weighed against the evaluated benefits to the patient Risk analysis report
and/or user arising from the achieved performance of the EN ISO CIinic;ﬁi;zﬁJﬁEw)report
device during normal conditions of use. A 14971:2019/A11:2021 R&D Dept.
\ \ ISO/TR 24971:2020 _ (FC/ICE02-14)

55 IS F 2 AT A b PRI f ok 28 o R A A P AR Periodic safety update report
B E RS AL E AT LR T LR A 7 B B (FC/CE02-16)
8L d5 /N T A L AT 2 L Y
For the devices referred to in Annex XVI, the general
safety requirements set out in Sections 1 and 8 shall be
under§tood to mean that the devlice, when used under the The device does not belongs
conditions and for the purposes intended, does not NA to device defined in Annex

Page 7 of 63




Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al

NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

XEFAE e XV RS 1, g R A AR T B 3 0
A BIFEr T ARAEEE A TIANES 8 THLE A 4
K, RIFETUIZEAE T 3 000 H i (s 2, A
P BUE T RS, s BUAS L 5 7 A A S d KT
B S, IXAF G AT OREE N 5122 4 A e J I — 2.

CHAPER Il REQUIREMENTS REGARDING DESIGN AND MANUFACTURE

BEIHRIA = B BR

10.

Chemical, physical and biological properties .22, )34 Y24tk

10.1

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

PRI BEUE AN AR N 2 BERA DR AT & 55 | 52 7 i B R A
PEREZR . Rl :

ISO 10993-1:2018
ISO 10993-5:2009
ISO 10993-10:2010
ASTM D4169-22
EN 60601-1:2006/A2:2021

Usability Evaluation
(FC/CEO02-10)
Clinical evaluation report
(FC/CE02-14)
Electrical safety test report
(Annex 08)

EMC test report (Annex 08)
Bio-compatibility report
(FC/CE02-08)
Periodic safety update report

A IEC 80601-2-30:2018, ISO (FC/CEO02-16) R&D Dept.
81060-2:2018+A1:2020 EN 60601-1:2006/A2:2021
EN 60601-1- report 64.66T.22.332.01
2:2015/A1:2021 IEC 60601-1-
IEC 60601-1- 11:2015+A1:2020 report
11:2015+A1:2020 64.66T.22.334.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
EN 60601-1-2:2015/A1:2021
report
68.730.22.0120.01
(a) the choice of materials and substances used, A 1:2%36?262310210-2 1, EIeCtr'Ca(‘L;if:)t(yotg)St report R&D Dept.

particularly as regards toxicity and, where relevant,

ISO 10993-1:2018, I1ISO

Bio-compatibility report
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Checklist according to annex | of the Medical Device

A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
BREFREMmEM (MDR) W x—m &/ applied by manufacturer or reason for no Location
EAERME S RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BN SRS (RS, TR,
SCERERANIE A B )
flammability; 10993-5:2009, (FC/CE02-08)
ISO 10993-10:2010,
MR k5, Ryl 2t B Cani& A
(b) the compatibility between the materials and
substances used and biological tissues, cells and body
fluids, taking account of the intended purpose of the
device and, where releyant, absorption, distribution, A ISO 10993-1:2018, Bio-compatibility report R&D Dent
metabolism and excretion; ISO 10993-5:2009, (FC/CE02-08) pL
I FEL AR RO 5 A D AL, B T A (AT 1S 10993-10:2010,
N SR H ) SRR, A BT IR AR A
HEE
(c) the compatibility between the different parts of a
device which consists of more than one implantable part; The device is used
I . e o N N N.A independently and no
S 35 2 I e 2 P B e A PR B 4L connected parts
Fis
(d) the impact of processes on material properties; A :28 lgggg:ggggg Bio-compatibility report R&D Dept.
SRR RS B ISO 10993-10:2010, (FC/CE02-08)
(e) where appropriate, the results of biophysical or
modelling research the validity of which has been ISO 10993-1:2018, Bi tibilit )
demonstrated beforehand; A ISO 10993-5:2009, O oY ToPOr R&D Dept.
‘ S N s ISO 10993-10:2010 (FC/CE02-08)
UEH], AR R A U AU A A R O e R ARE ' :
(f) the mechanical properties of the materials used, Electrica'lb\safetyotsest report
reflecting, where appropriate, matters such as strength, IEC 80601-2-30:2018, ISO EN 60601( 1h;§8(6/A;'2021
ductility, fracture resistance, wear resistance and fatigue A 81060-2:2018+A1:2020, . ’ R&D Dept.

resistance;

P AR RONLIRPE R, AEIE 1500 T S s . S

EN 60601-1:2006/A2:2021

report 64.66T.22.332.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
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Checklist according to annex | of the Medical Device

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
EAERME X RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BRFL SRS (B R . TR,
SCERERANIE H 12 )
JRNE . PR L B PR 55 55 R 55 i)
(g) surface properties; and Electrlc?kiifee)t(yotg)s treport
F M FFE A EN 60601-1:2006/A2:2021 | EN 60601-1:2006/A2:2021 R&D Dept.
report 64.66T.22.332.01
(h) the confirmation that the device meets any defined _ Electrical safety test report
chemical and/or physical specifications. A IEC 80601-2-30:2018, ISO (Annex 08) R&D Dept.
‘ i 81060-2:2018+A1:2020, | IEC 80601-2-30:2018 report
BV AZ A A2 AT AT R A 2 A/ ) B SR 64.66T.22.336.01
10.2 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 of the device, and to the persons
involved in the transport, storage and use of the devices. ) .
Particular attention shall be paid to tissues exposed to _ EN ISO _ Risk analysis report
those contaminants and residues and to the duration and | A 14971:2019/A11:2021, (FC'RS'BPM) . R&D Dept.
frequency of exposure. ISO/TR 24971:2020 Manufacturing information
o ISO 13485:2016 (FC/CE02-05)
EEy iR e NI S K D VAN Nt R B 7/ R E 4 kD)
S TG B AR, ) I 25 8 38 g T 3k DA K 2 15 4
B4 SEAEAE AN SR o IR T R R T X s
YIRS BRI O 2L 2R DL e e i I 1] 5 400
10.3 Devices shall be designed and manufactured in such a
way that the){ can pe used safe!y with_ the materials_and EN ISO Risk analysis report
substances, including gases, with which they enter into 14971:2019/A11:2021, (FC-RS-BPM)
contact during their intended use; if the devices are A R&D Dept.

intended to administer medicinal products they shall be
designed and manufactured in such a way as to be
compatible with the medicinal products concerned in

ISO/TR 24971:2020
ISO 13485:2016

Manufacturing information
(FC/CE02-05)
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Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

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.

R A N DA RE A AT 22 gt S AR (6
A R, BB, XEMRm R~
Al A5 SR T BB T, AR A X
BEPRT 7 dh B 2RI A U R A 3 N A e s 5
FHRIIBRTT 7™ AR I I AT AR A8 HLAR B (14 5 7= AN T80
IRAEY BRI 7 b AN SRR VR BE -

10.4

Substances ¥/

10.4.1

Design and manufacture of devices #sii ft) i it A4 =

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, that may
be released from the device.

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

PRI BE T AN 3 RS T RE BRI F A B SRR (LA J
JE - BRI TR B 38 A U, T A 5 B
UKL AT RE £B A0 A

PR B AR B A AR

EN ISO
14971:2019/A11:2021,
ISO/TR 24971:2020
ISO 13485:2016

Risk analysis report
(FC-RS-BPM)
Manufacturing information
(FC/CE02-05)

R&D Dept.

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

N.A

The device is non-invasive
device
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effects to human health and which are identified either in

these substances

Checklist according to annex | of the Medical Device Al Standards, other Documentation (test
Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WMETEMEM (MDR) W £ — &/ applied by manufacturer or reason fc_>r no Location
EAERBNE S RiEA| BIER S A R, e applicability) (CLHFFBLREI)
A BN SRS (RS, TR,
SCERERANIE A B )
HARNME, JF5 AR EEESAL, =X
— (re)administer medicines, body liquids or other
substances, including gases, to/from the body, or
(B0 N A2 R BT (RS
%, 8L The device doesn’t administer
— transport or store such medicines, body fluids or N.A medicines, body liquids or
substances, including gases, to be (re)administered to the other substances
body,
et D AR ZGY) . e (B
A
shall only contain the following substances in a
concentration that is above 0,1 % weight by weight (w/w)
where justified pursuant to Section 10.4.2:
FERRYESE 10.4.2 REAT S EEIEIRUERS, AL SR E = T
0.1%E LI L N -
(a) substances which are carcinogenic, mutagenic or toxic ) )
to reproduction (‘CMR’), of category 1A or 1B, in NA ;Zigi\ﬁgztgﬁszsmt includes
accordance with Part 3 of Annex VI to Regulation (EC) No
1272/2008 of the European Parliament and of the
Council, or
1A B 1B KA #E . BSR4 FEHE(CMR) WY, K
o BRI 2 AN EE 3 22 55 1272/2008 A% VI 5 3 364>
FIWr, =
(b) substances having endocrine-disrupting properties for The device does not includes
which there is scientific evidence of probable serious N.A
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Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

accordance with the procedure set out in Article 59 of
Regulation (EC) No 1907/2006 of the European
Parliament and of the Council (2) or, once a delegated act
has been adopted by the Commission pursuant to the first
subparagraph of Article 5(3) of Regulation (EU) No
528/2012 of the European Parliament and the Council (3),
in accordance with the criteria that are relevant to human
health amongst the criteria established therein.
ARFAUEHEE ] AT BEXT N S A B i B ™ E SR 1) EAT A 23
W RYE B P 5T,  AR A W 2 AT 22 55 1907/2006
FIERER 59 SFHEREF A, B 2 A SRR R I 2 A
S 528/2012 SEHD 5 (3) KH—Bolld K ALE
FIa, WAL E < 5N A2 R RAE N R .

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:

(a) an analysis and estimation of potential patient or user
exposure to the substance;

(b) an analysis of possible alternative substances,
materials or designs, including, where available,
information about independent research, peer-reviewed
studies, scientific opinions from relevant scientific
committees and an analysis of the availability of such
alternatives;

(c) argumentation as to why possible substance and/ or

N.A

The device does not includes
these substances
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Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —

EAERMER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

material substitutes, if available, or design changes, if
feasible, are inappropriate in relation to maintaining the
functionality, performance and the benefit-risk ratios of
the product; including taking into account if the intended
use of such devices includes treatment of children or
treatment of pregnant or breastfeeding women or
treatment of other patient groups considered particularly
vulnerable to such substances and/or materials; and

(d) where applicable and available, the latest relevant
scientific committee guidelines in accordance with
Sections 10.4.3. and 10.4.4.

KTAFAE CMR FI/BL N 73 W TR B, A7 AE 2R o
AR 3 H N T

(@

(b)

©

(d)

Xof P AE BB 3 B o R B T S Lk AT o A A
1 5

WA RERI BRI . MR G TR TR AT, (FEE]
) BFEA RIS T . RSP s . MRl
TR R R WG B, DA I B 5 AR 5 mT
15T 5

WUE A Be W) AN R AR (D Bk AR
(A AT) AE R T 440 7= S Thg . PERERIFR) 6 - XU
bR IR R s A6 2 2 R I S B A 1) U FH i& e 35 L 46
JLFEIRYT, BRI B AL A iRy, SO AR A 2
5y 5 2 WS S5 AR RS M ) £ AR R T
& AT N, BT AR YRS 10.4.3 51 10.4.4.775 1
SE IR BB AR R RN & R Fa M

10.4.3

Guidelines on phthalates For the purposes of Section

N.A

The device does not includes
these substances
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&R 5| AR e, et
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reports, protocols, literature
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applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

10.4., the Commission shall, as soon as possible and by
26 May 2018, provide the relevant scientific committee
with a mandate to prepare guidelines that shall be ready
before 26 May 2020. The mandate for the committee
shall encompass at least a benefit-risk assessment of the
presence of phthalates which belong to either of the
groups of substances referred to in points (a) and (b) of
Section 10.4.1. The benefit-risk assessment shall 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 of the
latest scientific evidence, but at least every five years, the
guidelines shall be updated.

PR R AR

NIEFZME 5104550 H B, & R4 NS R IFT-20184F
5126 H [mAH KB 2R A IR AMESS DAt E T, Hixd8r
% 7202045 H 26 H i g il 4F « 2= 53 23 HIAE 55 2 /0 A 5
Xof &0 2R R T A7 AE B M) 2 XURS: PPAty, e rb 41K — H R IR
BT 1044 E 5 (a) A (b)) T Ak 45 4 b AT
i —2H o ) G KU VE A 225 R A b, m] AR A s A AR
MOREL BTt NI EZ IR T A FH R LT H AR . EARAR
I SO R AR A A28 2, S 2 TR BT — IR
IR .

10.4.4

Guidelines on other CMR and endocrine-disrupting
substances Subsequently, the Commission shall mandate
the relevant scientific committee to prepare guidelines as
referred to in Section 10.4.3. also for other substances

N.A

The device does not includes
these substances
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SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

referred to in points (a) and (b) of Section 10.4.1., where
appropriate.

H& CMR A1 23 36T I o ) 1
BiJa, IR NZAEMRR AR B 21107 .4 .39 ik

MR, BNH10.417E S (@) M (b) Fpprid
Al 5t 1 52 P

10.4.5

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 % weight by weight (w/w), the presence of
those substances shall be labelled on the device itself
and/or on the packaging for each unit or, where
appropriate, on the sales packaging, with the list of such
substances. If the intended use of such devices includes
treatment of children or treatment of pregnant or
breastfeeding women or treatment of other patient groups
considered particularly vulnerable to such substances
and/or materials, information on residual risks for those
patient groups and, if applicable, on appropriate
precautionary measures shall be given in the instructions
for use.

P2

104 PR EDSR, AR pr e B astl. Lo
PRkl 5510419 R TR K E R T0.1% HE L

N.A

The device does not includes
these substances
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BETEMBREM (MDR) WM& — W &/ applied by manufacturer or reason for no Location
EAERKMEE RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BRFL SRS (B R . TR,
SCERERANIE H 12 )
FIDISL, DU SLAE 38 A Sy A B Bos B BER, (&Y
) A& e ISR BURE BARICIE 2 . A7 LR AR
PR E, B4 LERYT, BAEEMILE 20T, B
SRR AR ) 5 52 380 s S0 Jo R BS54
HEYT, WG T XL A AR R AR . (&) il
Brteitfs S, BN B b g
10.5 Devices shall be designed and manufactured in such a
way as to reduce as far as possible the risks posed by the
unintentional ingress of substances into the device taking EN ISO Risk analvsi .
: . . isk analysis repor
!nto a.cco.ur.1t .the device and the nature of the environment A 14971:2019/A11:2021, (FC-RS-BPM) R0 Deot
in which it is intended to be used. ISO/TR 24971:2020 Manufacturing information pL.
I FERE A B, DU W I R A N 58 IS0 13485:2016 (FCICE02-05)
AT 3 RSP RS, I LS 2% 8 381 S b A H T FH 3 5 £
PR .
10.6 Devices shall be designed and manufactured in such a
way 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 or user's body, unless they EN SO Risk e
; T ; ; : isk analysis report
come mtol contact with mtacj[ skin only. Special attention 14971:2019/A11:2021, (FC-RS-BPM)
shall be given to nanomaterials. A R&D Dept.

PRI T A3 R B/ 5 R RS AT REAR S )
PR s Rl ORI 42 i ) (14 72 SE I Y BB, 753 U 28 350
R 27 T BUATRE B R A B AR A o RERETE AR
B

ISO/TR 24971:2020
ISO 13485:2016

Manufacturing information
(FC/CE02-05)
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EAERRAR TEm| #ER R AR, Hehk applicability) (CLHEAEBERI)
2 BRFL SRS (B R . TR,
SCERERANIE A B )
1. Infection and microbial contamination 3% & 14 ¥yis e
11.1 Devices and their manufacturing processes shall be
designed in such a way as to eliminate or to reduce as far
as possible the risk of infection to patients, users and,
where applicable, other persons. The design shall:
(a) reduce as far as possible and appropriate the risks
from unintended cuts and pricks, such as needle stick
injuries,
(b) allow easy and safe handling,
(c) reduce as far as possible any microbial leakage from
the device and/or microbial exposure during use, and . .
Risk analysis report
(d) prevent microbial contamination of the device or its 14971 2%’;];2?1 2021 (FC-RS-BPM)
A - : ’ Manufacturing information R&D Dept.

content such as specimens or fluids.

SRR I TR (K e T MR AT BETH BR BB G B L A
A GERIR) HA R RS . it N

(@) ST RENRD IR RS BT UD R AR R R ) RS
(I IE RN

(b) fE 4,

() JRT HEFAAIG AR Y ol 25 Wy it e A0 /A P e A v ) el
U ST

(d) ByibasE &2y (FIInEAR BRI 231
DG G

ISO/TR 24971:2020
ISO 13485:2016

(FC/CE02-05)
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WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
HABERNE £ Rigf| IR 5 e, He applicability) CCHAFTRIT)
2 BRFL SRS (B R . TR,
SCERERANIE A B )
11.2 Where necessary devices shall be designed to facilitate
their safe cleaning, disinfection, and/or re-sterilisation. EN I1SO 20417:2021 :
) |A | 1EC80601-2-30:2018, IO | InStruction o vise (Annex R&D Dept.
DB, NGBS T R T AT R B . T R AECE 81060-2:2018+A1:2020
K o
11.3 Devices labelled as having a specific microbial state shall
be designed, manufactured and packaged to ensure that
they remain in that state when placed on the market and
remallr.1 so under the transport and storage conditions NA The device does not have
specified by the manufacturer. : specific microbial.
X AR AE N B A R PR A VDRI ) e Bt AT BT L IS A
e, DURORERIREIT A, S AEHI]IE A E iz Al
AR, SRR IF DR KRR
11.4 Devices delivered in a sterile state shall be designed,
manufactured and packaged in accordance with
appropriate procedures, to ensure that they are sterile
when placed on the market and that, unless the
packaging which is intended to maintain their sterile
condition is damaged, they remain sterile, under the NA The device is not sterile

transport and storage conditions specified by the
manufacturer, until that packaging is opened at the point
of use. It shall be ensured that the integrity of that
packaging is clearly evident to the final user.

IR IEE MR, XHETC PR N g% i S AT Bt
HlGE AR, DI IRAESTR R T, SAER]IE 18 2 1

device
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Location

(AR 1)

IBRIAEAE AT, SSPRERFFERUIRG, BRIE S IR
HERIRSHRURE BIBUR, RFFLE, Rk
AR B T AT T T I o K it e L R e 2%
AT T AT R A e R

Devices labelled as sterile shall be processed,
manufactured, packaged and, sterilised by means of
appropriate, validated methods.

[ & 2 ) 2 B E R TR AR EE L i ALK bR
LA TC R A

N.A

The device is not sterile
device

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

P K PR N R 3 24 L AT 4% 2% AR AN s & 14T 1 i AN
3.

N.A

The device is not sterile
device

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

A A A AT, AR TC T8 A ) B 20 2R G L ORFF 7
I S BEPE AT L, DU BB A TS S S
b, AR AR GENLIE 22 R I R 4R E 1K R T i

N.A

The device is not sterilized
before use

11.8

The labelling of the device shall distinguish between

N.A

The device is not sterile
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identical or similar devices placed on the market in both a
sterile and a non-sterile condition additional to the symbol
used to indicate that devices are sterile.

AR IR BT A KT SRR RS 4, B R A] X T
R [ EAR AL S8k ) K R A KBRS

device

12

Devices incorporating a substance considered to be a medicinal product and devices that are composed of substances or of combinations
of substances that are absorbed by or locally dispersed in the human body.

BERINAREL YRR, Kl N BaR)m RS FE\ A4 _b 990 J5 3R 53 20 65 4 R T 2 A

121

In the case of devices referred to in the first subparagraph
of Article 1(8), the quality, safety and usefulness of the
substance which, if used separately, would be considered
to be a medicinal product within the meaning of point (2)
of Article 1 of Directive 2001/83/EC, shall be verified by
analogy with the methods specified in Annex | to Directive
2001/83/EC, as required by the applicable conformity
assessment procedure under this Regulation.

XS 1(8) K5 — T BT i as i, A5 A, Wiz
JREBR S AR YRRy & 75 5 5% 2001/83/EC
TR 1 AR Q)RR Z T i, U NLAZ AR & Y
FEEVEVHS R K E , {3 525 2001/83/EC 51 4 I
3K | FTAE T AR A TR AT B

N.A

The device does not include
these materials.

12.2

Devices that are composed of substances or of
combinations of substances that are intended to be
introduced into the human body, and that are absorbed
by or locally dispersed in the human body shall comply,
where applicable and in a manner limited to the aspects
not covered by this Regulation, with the relevant
requirements laid down in Annex | to Directive

N.A

The device does not include
these materials.
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Location
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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 assessment
procedure under this Regulation.

FREIREAN BN, LR i A AR ST s fo B gt 2 N A - 1)
YR SR AL AR A, OB, GERTID JF3Z IR
TAIER S5 2001/83/EC S5 | HhRLE AR R ER
ARIATE T, TR LA G BRI FHE AR IS I 75
PEVPARARAE, XU, ZrEe. BTRACHE . fRt. RN 2
Phy Btk HHAMEM. BE257 G IR A ) 5 A o
Wi, e BRI AR S AT VA -

13.

Devices incorporating materials of biological origin &

&

EXY/P S

TR R 23

13.1

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

(a) donation, procurement and testing of the tissues and
cells shall be done in accordance with Directive
2004/23/EC;

(b) processing, preservation and any other handling of
those 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

N.A

The device does not include
these materials.
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EXAERBER REm| #IEw s Bbag, Lk applicability) (CCHAFTER )
A BHE ) XSRS, TR,
SCERERANIE F 3 )

implementation of validated methods of elimination or
inactivation in the course of the manufacturing process;

(c) the traceability system for those devices shall be
complementary and compatible with the traceability and
data protection requirements laid down in Directive
2004/23/EC and in Directive 2002/98/EC.

Xof {8 FH ER A2 5 1 35 1 Ak B A ARVt N TR AE )

ZH 2 B0 M e R R, AR 56 1(6) 2% () s, &L T

FHE :

(@) X F g A i N VR 2R A e e e e . ) SIS RD
RN ARYE %5 2004/23/EC 535458 /.

(b)  RiXfASLELH SN B AT AE Y HEAT A B . ORAFFIAT:
T HABIRME, MM EE . HE. GEHR) Hih
N G2 A R . R, MBI IE S rskIE
e, DA BB 7 i) ddh Job R I it 8 BAIE 1) PR B R
T3 A B 5 R A Y DR - 22 A PR AE DG A 1)

(c) IXLLIHR I ATIE WA RN 5 28 2004/23/EC 545 4 Al
55 2002/98/EC 5411 4 BTl & W il 5 14 R A5 4 {4 22
KA AN HE 2R

13.2 For devices manufactured utilising tissues or cells of
animal origin, or their derivatives, which are non-viable or
rendered non-viable the following shall apply:

The device does not include

(a) where feasible taking into account the animal species, | N.A these materials.

tissues and cells of animal origin, or their derivatives,

shall originate from animals that have been subjected to
veterinary controls that are adapted to the intended use of
the tissues. Information on the geographical origin of the
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animals shall be retained by manufacturers;

(b) sourcing, processing, preservation, testing and
handling of tissues, cells and substances of animal 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 by
implementation of validated methods of elimination 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 benefit of the device;

(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.

Xt A AR PR B PR AR TS MR S VIR A S e A e, AT

WIS R AR ROE H BA R E -

(2) FEAATIEO T, BERZYH, sHVIRA LM
MEBEAT EYINOR B 2232 [ R, BE & 44
TORAE I Bah4. e i i O B S BEORIEAS 2

(b) MiZREEHMIRHE LA MRS HAT A, IR
BEATARER . ORAE . DNBUANERAE, AN, fEHH
AN B CHE D) SR A R Rk T
B AL RE R 7 22 etk NoE ARG,
SJC it 2 56 A 19 o B B G T IR OR AR R, BRARIESR
THERE 2 S BUR T2 IR AR, 45335 2 0 i R
fiAk.
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EXAERBER REm| #IEw s Bbag, Lk applicability) (CCHAFTER )
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SCERERANIE F 3 )

(c) FE 8 3h W SR U 1Y 20 23 s 4 i s AT A W i s 11 4%
ik, W% 722/2012 SIERUITIAR, & HZ IR E I
R EER

13.3 For devices manufactured utilising non-viable biological
substances other than those referred to in Sections 13.1
and 13.2, the processing, preservation, testing and
handling of those substances shall be carried out so 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 by appropriate
methods of sourcing and by implementation of validated The device does not include
methods of elimination or inactivation in the course of the | N-A these materials.
manufacturing process.

X AR AR S VEAE D B HE ARG AR5 13.1 1
13.2 WA IITEOLN , RO IX e AT AN L ORAF
MEMALRE, DMENEE . EAFHEMEMA g 42
oz tE, BAREKRMAC . R, NIEE 2
HIFTT ik, P i 7 A 7= i R Hh S 28 36 E AV R BRI
TIEAE B 5 95 1 AR G 1 22 A VAR 5% (1 )

14. Construction of devices and interaction with their environment 2143t & H 53 &E 2 FKAHE/ER
14.1 If the device is intended for use in combination with other
devices or equipment the whole combination, including o
the connection system shall be safe and shall not impair The device is used
N.A independently and no

the specified performance of the devices. Any restrictions
on use applying to such combinations shall be indicated
on the label and/or in the instructions for use.
Connections which the user has to handle, such as fluid,

connected parts
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gas transfer, electrical or mechanical coupling, shall be
designed and constructed in such a way as to minimise
all possible risks, such as misconnection.
e ITIUE 5 HAR e el i — i lic S A, i fRIE%
MRG (OIREERS) ARt RNARSREASR
W EVERE . BLSRZH G S5 A AR A Ao FH R ok S AE B B2 1/
SR U EAR B o B DU B BT AT RE B R (A
WREERD) W7 BT AL A& A 2 A AL B ), B
LR NN % (Tp SN R W 1R 4P R E I
14.2 Devices shall be designed and manufacturled in such a Usability Evaluation
way as to remove or reduce as far as possible: EN 60601-1:2006/A2:2021 _(FC/CE02—10)
(a) the risk of injury, in connection with their physical IEC 80601-2-30:2018, ISO | Electrical safety test report
fezz[uris, including f[hte vqume/presfsu:e rat?o, dimensional 8106%%260016804-1,6_\11_:2020 N 60601(:??;;8(6?,3:2021
and where appropriate ergonomic features, A 11:2015+A1:2020 report 64.66T.22.332.01 R&D Dept.
J8 2R e 24 07 BRI 3 S, DR AT R b il A s ' : IEC 60601-1-
EN 62366-1:2015 ) .
RN 11:2015+A1:2020 report
oo . EN 60601-1- 64.66T.22.334.01
(a) 5%&*&%}§¢%’Tﬁﬁ3§m1ﬁ%M|}ﬁ, @;{—:’l\ﬁ:@:l/gjj te. 6:2010+A1:2015 IEC 80601-2-30:2018 report
RSPy AR LR SAHE CAERD 64.66T.22.336.01
(b) risks connected with reasonably foreseeable external EN 60601-1:2006/A2:2021 Usability Evaluation
influences or environmental conditions, such as magnetic IE8C; ggg?Z%fgiTSOIZ%O Elect _(F?/CfE(t)Zﬂot) "
) : . -2: +A1: ectrical safety test repo
fields, extelrna.l electrical an.d <.alectromalgnet|c e.szects, EN 60601-1- (Annex 08)
electrostatic discharge, radiation associated with 2:2015/A1:2021 EN 60601-1:2006/A2:2021
diagnostic or therapeutic procedures, pressure, humidity, A IEC 60601-1- report 64.66T.22.332.01 R&D Dept

temperature, variations in pressure and acceleration or
radio signal interferences;

5T BT A4 A0 RS2 M SO 2 AR DG O XU, i
Yyv AN R EEBON . i ETCE  2 W EGR T I R R

11:2015+A1:2020
EN 62366-1:2015
EN 60601-1-
6:2010+A1:2015
ETSI EN 300 328
V2.2.2(2019-07)

IEC 60601-1-
11:2015+A1:2020 report
64.66T7.22.334.01

IEC 80601-2-30:2018 report
64.66T.22.336.01

EN 60601-1-2:2015/A1:2021

Page 26 of 63




Checklist according to annex | of the Medical Device Al Standards, other Documentation (test
Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
HABERNE £ Rigf| IR 5 e, He applicability) CCHAFTRIT)
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SN R WREEL R R i B T4k EN 62479:2010 report
S BT EN 50663:2017 68.730.22.0120.01
a ’ ETSI EN 301 489-1
V2.2.3(2019-11)
ETSI EN 301 489-17
V3.2.4(2020-09)
(c) the risks associated with the use of the device when it
comes mtol cor?tact with ma.terlgl.s, liquids, gnd EN ISO Risk analysis report
substances, .|r.10Iud|ng gases, to which it is exposed during A 14971:2019/A11:2021, (FC-RS-BPM) R&D Deot
normal conditions of use; ISO/TR 24971:2020 Manufacturing information Pt
55 AR AR A O B RV, 2 LB Al b RE L A R ) 5 ISO 13485:2016 (FC/CE02-05)
I, AL A LE WA S T 2 e e Ak A
(d) the risks associated with the possible negative R&D Dept
interaction between software and the IT environment EN 62304:2006+A1:2015 Usability Evaluation
within which it operates and interacts; A ENE?\12:6383611:21015 Soft (FC/CFé)th1O) "
e . . o -1- oftware validation repo
KA I FRBEIT G SO AR, B 5:2010+A1:2015 (FCICE02-00)
2 1T I8 48 A HAE
(e) the risks of accidental ingress of substances into the ENISO Risk analysis report
device Ao | MeTi2olmnzen | (FCRSEPM) R&D Dept.
ot s Y ” : anufacturing information
VUSRI GEIRHY A ISO 13485:2016 (FCICE02-05)
(f) the risks of reciprocal interference with other devices EN 60601-1:2006/A2:2021
normally used in the investigations or for the treatment IEC 80601-2-30:2018, ISO
given; and 81 06%@'%%16%:'?‘11_'2020 Electrical safety test report
FERE AL R IR A A RS Tt ), SIhas A E T | A . . (Annex 08) R&D Dept.
N 2:2015/A1:2021 EMC test report (Annex 08)
T B R KU 5 IEC 60601-1-
11:2015+A1:2020
(9) risks arising where maintenance or calibration are not A EN 60601-1:2006/A2:2021 | Electrical safety test report R&D Dept
possible (as with implants), from ageing of materials used IEC 80601-2-30:2018, ISO (Annex 08) pL.
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Regulation (MDR) NA | directives and other rules | reports, protocols, literature
BETEMBREM (MDR) WM& — W &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EABERNESR REA| IR iR, Hek applicability) (CCHAFTER )
A B SRS (RS, TR,
SCERERANIE A B )
or loss of accuracy of any measuring or control 81060-2:2018+A1:2020 EMC test report (Annex 08)
mechanism. EN 60601-1-
T 5B 5 R S A . IR S L A 2@(’;2{)’;10-120121
RS T R VAR IE B IE AN ARG ) 28 11:2015+A1:2020
14.3 Devices shall be designed and manufactured in such a Electrical safety test report
way as to minimise the risks of fire or explosion during (Annex 08)
normal use and in single fault condition. Particular EMC test report (Annex 08)
attention shall be paid to devices the intended use of 55%6800660011-12:23?82/0'6%28:2%01 EN 6329116231?(;%6@33?21
iah i i - ; -2-30: ; repo .66T.22.332.
which includes equsure to or use in association Wlth. 81060-2:2018+A1:2020 IE% 60601-1-
flammable or explosive substances or substances which | 5 EN 60601-1- 11:2015+A1:2020 report R&D Dept.
could cause combustion. 2:2015/A1:2021 64.66T.22.334.01
AJFESE 4 M 3 B, R I £ P S0 A IEC 60601-1- IEC 80601-2-30:2018 report
BT R R TR o S ) M 2 11:2015+A1:2020 | D001 22830 D o A12021
W HAUN RSO R ER T 805 58 5 B 5 8n] 51 kYY) report
T 5 [ S 68.730.22.0120.01
14.4 Devices shall be designed and manufactured in such a Electrical safety test report
' way that adjustment, calibration, and maintenance can be (Annex 08)
done safely and effectively EMC test report (Annex 08
' EN 60601-1:2006/A2:2021 | EN 60601-1:2006/A2:2021
PRI T R I N R T 2 A B RO T R R HE |IEC 80601-2-30:2018, ISO | report 64.66T.22.332.01
R 81060-2:2018+A1:2020 IEC 60601-1-
A EN 60601-1- 11:2015+A1:2020 report R&D Dept.
2:2015/A1:2021 64.66T.22.334.01
IEC 60601-1- IEC 80601-2-30:2018 report
11:2015+A1:2020 64.66T.22.336.01
EN 60601-1-2:2015/A1:2021
report
68.730.22.0120.01
145 Devices that are intended to be operated together with NA The device does not intended

use with other devices during
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A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WMETEMEM (MDR) W £ — &/ applied by manufacturer or reason fc_>r no Location
EAERBNE S FiEm| HERE R KR, ek applicability) CCHFFHRT)
A BN SRS (RS, TR,
SCERERANIE A B )
other devices or products shall be designed and clinical use.
manufactured in such a way that the interoperability and
compatibility are reliable and safe.
FEF 5 A = 5 R 1 £ 58 R L 08 I 1
LB A A e v L
146 Any measurement, monitoring or display scale shall be Electrical safety test report
designed and manufactured in line with ergonomic (Annex 08)
principles, taking account of the intended purpose, users EN 60601-1:2006/A2:2021 EM%;?&E?EC;@QE% 08)
and the environmental conditions in which the devices are IEC 80601-2-30:2018, 1SO (FC/ICE02-10)
intended to be used. A 81060-2:2018+A1:2020 EN 60601-1:2006/A2:2021 R&D Dept
IR A AR R o R AE AT, MR o 62366-1:2015+AC:2015 | report 64.66T.22.332.01 '
SHRREOTEOE, FL ISR UM i 2 DL B2 s O | aoteent:2020 report
PRITHIAE F BT IR 5 26 A 64.66T.22.334.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
14.7 Devices shall be designed and manufactured in such a
way as to facilitate their safe disposal and the safe
disposal of related waste substances by the user, patient
or other person. To that end, manufacturers shall identify
and test procedures and measures as a result of which
their devices can be safely disposed after use. Such A EN ISO 15223-1:2021, Label (Annex 02) R&D Dept.
procedures shall be described in the instructions for use. EN ISO 20417:2021, Instruction for use (Annex 03)
LA T7 sRBTH A IE 2 b, DME TR . B Bt
fib N 22 4 b B AT BRSSP . D, i3 LT AT O
MR A, DME SR rl 22 e AbE . X
JS2AE A FH B rh s e
15. Devices with a diagnostic or measuring function B2 ¥ 50 12 ThAE i) 2418
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Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason fc_>r no Loca‘tion
EAERME X RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BN SRS (RS, TR,
SCERERANIE A B )
15.1 Diagnostic devices and devices with a measuring Electrlcz?'ll\sne:]f:)t(yotg)s treport
function, shall be designed and manufactured in such a Usability Evaluation
way as to provide sufficient accuracy, precision and EN 60601-1:2006/A2:2021 (FC/CE02-10)
stability for their intended purpose, based on appropriate IEC 80601-2-30:2018, ISO EN 60601-1:2006/A2:2021
scientific and technical methods. The limits of accuracy A 81060-2:2018+A1:2020 report 64.66T.22.332.01 R&D Dept.
shall be indicated by the manufacturer. 62366-1:2015+AC:2015 | |\E~'60601-1-
) b SR LT T s 5 5 EN 60601-1- 11:2015+A1:2020 report
Iz DA 2 T B AN 3 B I 8 D) BE B2 W s Ao 2 6:2010+A1:2015 64.66T 22.334 01
B SIREE AR A BRI B 0 L 1SO 80601.2.30-2018 report
FPVREAIE « S PR s Y 60 L7 e 5 R 2 64667 22.336.01
The measurements made by devices with a measuring
152 function shall be expressed in legal units conforming to EN 60601-1:2006/A2:2021
0 N P S, 9 SOMB1ELC 9 IEC 80601-2-30:2018, ISO | Electrical safety test report
€ provisions ot Louncil Lirective : A 81060-2:2018+A1:2020 (Annex 08) R&D Deot
HA W Th e (28 bR AT B CL-E 2 B 3R R R 2 B AF 62366-1:2015+AC:2015 Usability Evaluation pL.
ErELH 25 80/181/EEC 54456 T i 5 FE T3 B Lt EN 60601-1- (FC/CEO2-10)
HROAR D B B 45 71/354/EEC B 4 MU 6:2010+A1:2015
16. Protection against radiation & &1 B3
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Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

16.1

General

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

WAE BT G AR, B RTETIUE HIE TR
D B R AN B AR, (AR T A
2T H AT AN RLE & B R AT PR

N.A

The device does not create
radiation

(b) The operating instructions for devices emitting
hazardous or potentially hazardous radiation shall contain
detailed information as to the nature of the emitted
radiation, the means of protecting the patient and the
user, and on ways of avoiding misuse and of reducing the
risks inherent to 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.

e AT T BUEAE G SRR 28 R A R A BB A R TR
SHRSSVERT . ORI EE AL 1059, DR S ik F AN
JE AT REAMIE 250/ 2 2R [ A AU P VRS B BEAL, IR N
feE AR . PERERES . BUlhritE DL 4EB TR IR AR
IS UEEPSE

N.A

The device does not create
radiation
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Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

16.2

Intended radiation i {34 5t

(a) Where devices are designed to emit hazardous, or
potentially hazardous, levels of ionizing and/or non-
ionizing radiation necessary for a specific medical
purpose the benefit of which is considered to outweigh
the risks inherent to the emission, it shall be possible for
the user to control the emissions. Such devices shall be
designed and manufactured to ensure reproducibility of
relevant variable parameters within an acceptable
tolerance.

A e DU SE BRSS9 H ARV T S T e A M B T B A
SEFE TR AR i AR Y, JF B — v
REAZHR S A A RS, AR e AR AR A . K
PR BT AN 3 N ORAH OC PT AR S RE TR 3 A 22V
I

N.A

The device does not create
radiation

(b) Where devices are intended to emit hazardous, or
potentially hazardous, ionizing and/or non-ionizing
radiation, they shall be fitted, where possible, with visual
displays and/or audible warnings of such emissions.

2 T RS T B A S R ) PR B AT B R A
I, LR AT R 2235 S S I T S 7 5 A B W A

=

o

N.A

The device does not create
radiation

16.3

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

N.A

The device does not create
radiation

Page 32 of 63




Checklist according to annex | of the Medical Device
Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al

NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

radiation of patients, users and other persons who may be
affected.

iR I 24 7 vk Al 2, i ORJS RT R PRI R
{50 B A AT N G SZ AR T I8 4 S B R S 2 R
FER]REAIIE M IGO0 T, ROEHER/D B &R
2 5] 1) FC A N ) S 2 R T v

16.4

lonising radiation H 2§48 5f

(a) Devices intended to emit ionizing radiation shall be
designed and manufactured taking into account the
requirements of the Directive 2013/59/Euratom laying
down basic safety standards for protection against the
dangers arising from exposure to ionising radiation.
(b) Devices intended to emit ionising radiation shall be
designed and manufactured in such a way as to ensure
that, where possible, taking into account the intended
use, the quantity, geometry and quality of the radiation
emitted can be varied and controlled, and, if possible,
monitored during treatment.

(@) BTERGT FE BRSBTS 2
2013/59/Euratom 55 & ME K, HAME 17 HiikH
TR BT PR S T AR S P B AN e A

(b) ETERGT HL B S B0 0 B AN R AR Cann]
A8 BRI LE VR YT WA SR AR HIR CAnmTRe)
MFT R SRS I T IE . B, LR A & .

N.A

The device does not create
radiation

(c) Devices emitting ionising radiation intended for
diagnostic radiology shall be designed and manufactured
in such a way as to achieve an image and/or output
quality that are appropriate to the intended medical

N.A

The device does not create
radiation
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Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

purpose whilst minimising radiation exposure of the
patient and user.

(d) Devices that emit ionising radiation and are intended
for therapeutic radiology shall be designed and
manufactured in such a way as to enable reliable
monitoring and control of the delivered dose, the beam
type, energy and, where appropriate, the quality of
radiation.

(c) BRI THRA SMIUE N THUN EZ2 W,
IR A 2 5 A v Al A, B ORERAS 75 & Y]
P27 FH i 0 1 3 P AR AN i L o, ) e R g2
BB ANE 3 R -

(d) RS T I UE FI T U B i Has il 0 R
38 207 BT AT I, DR T PR AN ) 2
SRR OEARRAMBER LR R (& .

17. Electronic programmable systems — devices that incorporate electronic programmable systems and software that are devices in themselves
WRIERTRE—B S HRER T RE R SME A S B2 S A3
171 Devices that incorporate electronic programmable

systems, including software, or software that are devices
in themselves, shall be designed to ensure repeatability,
reliability and performance in line with their intended use.

shall be adopted to eliminate or reduce as far as possible
consequent risks or impairment of performance.

BEREL T RS (WM KIS 8 5 8
A, ot BRI A R s R AR R AT R W]

In the event of a single fault condition, appropriate means

EN 62304:2006+A1:2015

Software validation report
(FC/CE02-09)

R&D Dept.
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Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
HABERNE £ Rigf| IR 5 e, He applicability) CCHAFTRIT)
2 BRFL SRS (B R . TR,
SCERERANIE H 12 )
FEVEMPERE . AR — R, RERBUE 2 T B LU
RETH R B ARAIC EH Ih 3 8 10 AU, B e A 5
17.2 For devices that incorporate software or for software that
are devices in themselves, the software shall be
developed and manufactured in accordance with the state
of the art taking into account the principles of EN 62304:2006+A1:2015 Software validation report
development life cycle, risk management, including _ EN ISO ) ) (FC/CE02-09)
information security, verification and validation. A 14971:2019/A11:2021 Risk analysis report R&D Dept.
- ‘ ISO/TR 24971:2020 (FC-RS-BPM)
BRSO B RS ER B By s B, SRR A 4
ARIF RN ERAT, [R5 RO A A i A R 0L XU 4
H, ARG e BRI .
17.3 Softwgre referred_ to inlthis Se_ction that i_s intended to be The device is not used with
used in combination with mobile computing platforms mobile computing platforms
shall be designed and manufactured taking into account
the specific features of the mobile platform (e.g. size and
contrast ratio of the screen) and the external factors
related to their use (varying environment as regards level
of light or noise). N.A
KPR A T 5%t Er G A &, Bt A
VERLE B 31 & I BARRHE (i, B AR NFIXS L
B2 DRSS KRR R AL, aot ek
MK
17.4 Manufacturers shall set out minimum requirements
concerning hardware, IT networks characteristics and IT . . Software validation report
security measures, including protection against EN 62304&'@%260*-'6‘1 2015 (FC/CE02-09)
unauthorised access, necessary to run the software as A Risk analysis report R&D Dept.

intended.
il 1 P LA B B SRR L 1T PRI AT 1T 22 448 it 1 B A1
FR, AAEBTIEAEF AL A 1% IS AT LR Y b 2

14971:2019/A11:2021
ISO/TR 24971:2020

(FC-RS-BPM)
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Regulation (MDR) NA directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
EAEZRKBE X RiEf| IR A e, Hed applicability) LA IR T)
2 BN SRS (RS, TR,
SCERERANIE A B )
.
18. Active devices and devices connected to them IR 21 5 H B K 25
18.1 For non-implantable active devices, in the event of a Electrica(l'll\safetyotg)st report
single fault condition, appropriate means shall be adopted nnex
. : EN 60601-1:2006/A2:2021 | EN 60601-1:2006/A2:2021
to el t d f bl t
e e OTTECHice 85 faT 8 possible conseqten IEC 80601-2-30:2018, ISO | report 64.66T.22.332.01
' . i . . _ A 81060-2:2018+A1:2020 IEC 60601-1- R&D Dept.
XA RAT A, 7 B — SO LN, R EG 606011 11:2015+A1-2020 report P
T2 24 [ 4 It S AT RV ok s E O A R R 11:2015+A1:2020 64.66T.22.334.01
IEC 80601-2-30:2018 report
64.66T7.22.336.01
18.2 Devices where the safety of the patient depends on an .
internal power supply shall be equipped with a means of Electrlca'll\safetyOtBest report
determining the state of the power supply and an EN 60601( 1?;088(6/’6\;_2021
appropriate warning or indication for when the capacity of EN 60601-1:2006/A2:2021 report 64 éGT 22 332'01
the power supply becomes critical. If necessary, such IEC 80601-2-30:2018, ISO IE% 6060.1-1-. DA
warning or indication shall be given prior to the power A 81060-2:2018+A1:2020 11:2015+A1:2020 report R&D Dept.
SUpp'y becoming critical. IEC 60601-1- 64.66T.22.334.01
4 R I % A I T P S ERLUS S A A 4 T 11:2015+A1:2020 IEC 80601-2-30:2018 report
FE BRI TR, Jf B AR A Tl A AT, 0% 64.66T.22.336.01
) N AE YR A B AR I P R, SR il B midE R .
18.3 Devices where the safety of the patient depends on an
external power supply shall include an alarm system to
signal any power failure. NA The device does not depend
BRI T AN, BRI S M R on external power supply
gt, HTHeARq e .
18.4 Devices intended to monitor one or more clinical NA The device is not to monitor
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A/

Standards, other

Documentation (test

Regulation (MDR) NA directives and other rules | reports, protocols, literature
BREFREMmEM (MDR) W x—m &/ applied by manufacturer or reason fc_>r no Location
EAERNAE X REm| #IEw s Bbag, Lk applicability) CCHTERER )
A B SRS (RS, TR,
SCERERANIE A B )
parameters of a patient shall be equipped with clinical parameter
appropriate alarm systems to alert the user of situations
which could lead to death or severe deterioration of the
patient's state of health.
A UE T R N AR IR S, A
MG SR E RS, H TR K] SR E T 8
RRERA = BB B UG B a2 .
185 Devices shall be designed and manufactured in such a EN 60601-1-
' way as to reduce as far as possible the risks of creating 2:2015/A1:2021
electromagnetic interference which could impair the ETSI EN 300 328
operation of the device in question or other devices or V2.2.2(2019-07) EMC test report (Annex 08)
equipment in the intended environment. A E“ ggggggg}g EN rt60601'1'2:2015/A1:2021 R&D Dept.
SR AN T A 6 2 PR 4R S DA ETSIEN 301 4801 | 68 730.22.0120.01
SR FH G S A FH PR T oAt 2 b B e 4 O #AE V2.2.3(2019-11)
ETSI EN 301 489-17
V3.2.4(2020-09)
18.6 Devices shall be designed and manufactured in such a EN 60601-1-
' way as to provide a level of intrinsic immunity to 2:2015/A1:2021
electromagnetic interference such that is adequate to ETSI EN 300 328
enable them to operate as intended. \éiizégfg g(')(%) EMC test report (Annex 08)
BRI AR SR OUE R LR TR | A EN 206639017 anort 1 220T0ATZ02T | RaD Dept.
S, R DA B8 b R . ETSI EN 301 489-1 68.730.22.0120.01
V2.2.3(2019-11)
ETSI EN 301 489-17
V3.2.4(2020-09)
18.7 Devices shall be designed and manufactured in such a Electrical safety test report
way as to avoid, as far as possible, the risk of accidental 4. . (Annex 08)
electric shocks to the patient, user or any other person, A FEr\é)6800660011 _12_2%)@23/0,0%2?823 EN 60601-1:2006/A2:2021 R&D Dept.

both during normal use of the device and in the event of a
single fault condition in the device, provided the device is
installed and maintained as indicated by the

81060-2:2018+A1:2020

report 64.66T.22.332.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
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A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WMETEMEM (MDR) W £ — &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EAERBNE S FiEm| HERE R KR, ek applicability) CCHFFHRT)
A BN SRS (RS, TR,
SCERERANIE A B )
manufacturer.
AR BT AN 3 NI R e TRE G 7 LE A S Y ) R A
BRI O SR R L Al R AT H At A& R A
HEI, AEHT 3R AL AR AT 4 HE 1 3 7o 1) 88 22 e RN 4 4 IR
It
18.8 Devices shall be designed and manufactured in such a
way as to protect, as far as possible, against
unauthorised access that could hamper the device from NA The device does not need
functioning as intended. ' unauthorised access
A BB T R S AT B PR AP0 B8k ) A e A 1]
PAGe 2 TGV IR 81T .
19. Particular requirements for active implantable devices A EF] 15\ 539 4G BR E R
19.1 Active implantable devices shall be designed and

manufactured in such a way as to remove or minimize as
far as possible:

(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,

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

(c) risks which may arise where maintenance and
calibration are impossible, including: — excessive
increase of leakage currents, — ageing of the materials
used, — excess heat generated by the device, —
decreased accuracy of any measuring or control
mechanism.

JSER Fad 24 75 AT G A PR T RN BB 1 DR S TT E

N.A

The device is not active
implantable device
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BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

Y
() HURESESE R, S AR SE R K,
iy, BB, TR R HUR
(b) SSBEFF A SRRy, R 2 B B U R
R 1 R
() TEARTI AT b A HERT FT A LUK RS, 4%
el e BN
- AR,
S BRI,
S RSB A

19.2

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

— if applicable, the compatibility of the devices with the
substances they are intended to administer, and

— the reliability of the source of energy.

AT YRR RE N AR BE TR ] 3 5 7t O
- W&, AR T R AR
- RER A TT FEVE -

N.A

The device is not active
implantable device

19.3

Active implantable devices and, if appropriate, their
component parts shall be identifiable to allow any
necessary measure to be taken following the discovery of
a potential risk in connection with the devices or their
component parts.

HURAT RIS (&) e LR 4 8 iR B, DUE
FOVFLE R I 5 i b s LA 8 R SR 1R 9 £ XU 2 )5 SRR

N.A

The device is not active
implantable device
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A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ a[?plled by mir‘wfacturer or real_sonbfr_)tr' no Loca‘tlon‘
EEAERRNER NERM| HIER S AR, HEek appricanti y) (CCHFETERIT)
2 BN SRS (RS, TR,
SCERERANIE H 12 )
FEAT o F) T
19.4 Active implantable devices shall bear a code by which
they and their manufacturer can be unequivocally
identified (particularly with regard to the type of device
and its year of manufacture); it shall be possible to read o )
this code, if necessary, without the need for a surgical NA The device is not active
operation. implantable device
AR AT RN SRS B T BR A U0 1 B B ) e AR
CREAR T Sl R AN & E 4y ) 5 A e B, WIATEE
BOZARRY, AT AT AR AR
20. Protection against mechanical and thermal risks HUBA1# XU B 47
20.1 Devices shall be designed and manufactured in such a
way as to protect patients and users a.gainst mechanical Electrical safety test report
risks connected with, for example, resistance to ) . (Annex 08)
movement, instability and moving parts. EN 60601-1:2006/A2:2021 EN 60601-1:2006/A2:2021
N —— A IEC 80601-2-30:2018, I1ISO report 64.66T.22.332.01 R&D Dept.
2 HHUMREA RO, Bl BshE . f8E 64.66T.22.336.01
PEEZ R A5 .
20.2 Devices shall be designed and manufactured in such a
way as to reduce to the lowest possible level the risks
arising from vibrgtion generated by the devices, takipg Electrical safety test report
account of technical progress and of the means available EN 60601-1:2006/A2:2021 (Annex 08)
for limiting vibrations, particularly at source, unless the o : 1: .
N P 4 A | IEC 80601-2-30:2018, ISO | T\ 60601-1:2006/A2:2021 R&D Dept.

vibrations are part of the specified performance.
IR FH e 24 07 BT A 3 e DR B PR R 2 AR
GRS K, 175 A H e BRI B R R 5)
OUHARBNIFAL) , BRAEIRS) 2R E VEREH — & 77

81060-2:2018+A1:2020

report 64.66T.22.332.01
IEC 80601-2-30:2018 report
64.66T.22.336.01
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WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason for no Location
EAERME X RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BN SRS (RS, TR,
SCERERANIE A B )
20.3 Devices shall be designed and manufactured in such a
way as to reduce to the lowest possible level the risks
arising from the noise emitted, t.aking account of t(_achnical Electrical safety test report
progress and of the means available to reduce noise, (Annex 08)
particularly at source, unless the noise emitted is part of EN 60601-1:2006/A2:2021 - JA2:

i A | IEC 80601-2-30:2018, 1SO | EN 60601 1:2006/A2:2021 R&D Dept
the specified performance. 81060 2'20184-A1 _2620 report 64.66T.22.332.01 '
IR FH 3 2 7 QBT A A 2R, A ORI R M o - : IEC 80601-2-30:2018 report
JRET 7 A2 B RS 7K 25 8 M e O AN T By /D g 64.66T.22.336.01
B UM EUEAL)  BRARX AR & 2 A€ 1t BE b 2 R0
IFe

20.4 Terminals and connectors to the electricity, gas or
hydraulic and pneumatic energy supplies which the user )
or other person has to handle, shall be designed and Electrlce(lksafetyotg)st report
constructed in such a way as to minimise all possible -1: . nnex
o y p EN 60601 1.2096/A2.2021 EN 60601-1:2006/A2:2021
rsSKs. A IEC 80601-2-30:2018, ISO R&D Dept.
. ) N i o 81060-2:2018+A1:2020 report 64.66T.22.332.01
A8 B N D B i g AR R BB : ) IEC 80601-2-30:2018 report
A B GLA VRIS TR R RS, MR AIE 277 B A 64.66T.22.336.01
i S IBE 7 B ik RS 4 (WA R CIR a8

205 Errors likely to be made when fitting or refitting certain
parts which could be a source of risk 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 N A The device does not need

and/or their housings where the direction of movement
needs to be known in order to avoid a risk.

272 A B R e BE G F I T RE L IR R R A R RE B X
SRR Sk, SR A BT AR 38 8L 58 At G i R,
P/t I JaG U e G T e A A PSSR

installation
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2 BRFL SRS (B R . TR,
SCERERANIE H 12 )
2T EERNTE RS B 7 ) ARE S AU, H A B R AE VS s B
A/ IHLANFE U o
20.6 Accessible parts of devices (excluding the parts or areas
intended to supply heat or reach given temperatures) and Electrical safety test report
their surroundings shall not attain potentially dangerous _ ) (Annex 08)
temperatures under normal conditions of use. EN 60601-1:2006/A2:2021 EN 60601-1:2006/A2:2021
i A IEC 80601-2-30:2018, ISO report 64.66T.22.332.01 R&D Dept.
W R ’ S % fi N D ,\M\E‘ _9- . . . . .
ffE %@E %ﬁ:f %ﬁﬂmﬂ AR O @fﬁ)f & 81060-2:2018+A1:2020 | |Ec"80601-2-30:2018 report
I8 )45 58 il BB B DX ) R ) L T i B A A 2k 64.66T.22.336.01
B3 B SE R R L
21. Protection against the risks posed to the patient or user by devices supplying energy or substances
TSR AL R R B R T By L R B A s R
211 Devices for supplying the patient with energy or N.A
substances shall be designed and constructed in such a
way that the amount to be delivered can be set and
maintained accurately enough to ensure the safety of the The device does not supply
patient and of the user. the patient with energy or
e IUE T v 3 ftan e E s e, SR G 2477 50 substances
BerH MG AR, A OR RE RS AL M U B A 4E RS, A
M 2 AERE 538 A 38 1R 22 4
212 Devices shall be fitted with the means of preventing N.A

and/or indicating any inadequacies in the amount of
energy 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 of energy or substances from an energy
and/or substance source.

PR E 5 17 L M B S s T 7 AR S ) RE R B R

The device does not supply
the patient with energy or
substances
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EXERRAR M| BIERS F AT, M applicability) (CCHFERHRT])
2B SRR S, TR,
SCHERERANE A I E H)

B 5 T AN . bR DR RS ST B, s ]
e i 57 11 2 I 55 0% 1) R R i e AN R /400 57 ST o
=

213 The function of the controls and indicators shall be clearly | N a
specified on the devices. Where a device bears
instructions required for its operation or indicates
operating or adjustment parameters by means of a visual ]
system, such information shall be understandable to the The device does not supply
user and, as appropriate, the patient. the patient with energy or

substances
AR AHE 7~ 28 Th e 0 AU Af Ly BHAE 2o bl b o A7 A bilde
A 0B B — N TR S e s R E B S
WRIEE R ZE MRS (ER) 5 THEIXEER.

22, Protection against the risks posed by medical devices intended by the manufacturer for use by lay persons

iy L 1) 3 7R U A T 3R % M N 3R 68 P B T AR BIT i PR T S

22 1 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
account the skills and the means available to lay persons
and the influence resulting from variation that can be
reasonably anticipated in the lay person's technique and

environment. The information and instructions provided EN 62366-1:2015 Usability Evaluation

by the manufacturer shall be easy for the lay person to A EN 60601-1- _ R&D Dept.
. . (FCICE02-10)

understand and apply. 6:2010+A1:2015

T AR N B3 P PR A 10 o A i 3 2 3 P 1 39
Hlig, Hrp B8R TN R RIEREM T U AE AR
T N BRI o & B U 2 7 S B R . i
SRR IRIE DAL 5 AR Ml A G BRAR AN
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EAERME S RER| GRS A RiRE, e applicability) (CCAFFRHRT)
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229 Devices for use by lay persons shall be designed and
manufactured in such a way as to:
— ensure that the device can be used safely and
accurately by the intended user at all stages of the
procedure, if necessary after appropriate training and/or
information,
— reduce, as far as possible and appropriate, the risk
from unintended cuts and pricks such as needle stick
injuries, and
— reduce as far as possible the risk of error by the EN 62366-1:2015 - .
intended user in the handling of the device and, if A EN 60601-1- Usablh/té Evaluation R&D Dept.
applicable, in the interpretation of the results. 6:2010+A1:2015 (FC/CE02-10)
FH A TP N G AR S A P T T R i 3 1«
- IR B AR S S I SR AN EUE B3RS S I BT
A EIRIT I B T 2 4x Bk i ] Sl A0
- RATREDRAD I R R AN H T TR R A ) R
W, Blingt kg A
- JRATRERCD TS A AR AL B AR DL K (B )
TE 45 TR T R R IR o
223 Devices for use by lay persons shall, where appropriate,
include a procedure by which the lay person: — can verify
that, at the time of use, the device will perform as
intended by the manufacturer, and — if applicable, is EN 62366-1:2015
warned if the device has failed to provide a valid result. -l ili i
P A EN 60601-1- Usability Evaluation R&D Dept.

MR A AT A st (& =) MRS IEL I A S8

IR

- FEAEFII,  T 56 IR 4% BCRE 22 HE i e 7 10 R P T
&, JFH

6:2010+A1:2015

(FC/CE02-10)
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SCERERANIE F 3 )

- WG, EARWOR BEFRUEA IR, A H &

Pa =N
= o

il CHAPER Il REQUIREMENTS REGARDING THE INFORMATION SUPPLIED WITH THE DEVICE

B RBIERHE RREXR
23. Label and instructions for use FrZH{s F i B
23 1 General requirements regarding the information supplied

by the manufacturer

Each device shall be accompanied by the information
needed to identify the device and its manufacturer, and
by any safety and performance information relevant to the
user, or any other person, as appropriate. Such
information may appear on the device itself, on the
packaging or in the instructions for use, and shall, if the
manufacturer has a wepsite, t_)e n_1ade available and kept EN ISO 15223-1:2021, Label (Annex 02)
up to date on the website, taking into account the A EN 1SO 20417:2021
following: ’

i3 e s PR AL A 2 — R

o ML PR A TR B A LIS R TR AR S, IR A
LG R BRI B . HRAE B AT RE

DUEAS A 5 . 0% EulfE Wb, Aihlig A ™)

uli, U NIEE R ot SRR BB RO (5 2, RIS 25 & 3
U

Instruction for use (Annex 03) R&D Dept.

(a) The medium, format, content, legibility, and location of
the label and instructions for use shall be appropriate to
EN ISO 15223-1:2021, Label (Annex 02)

the particular device, its intended purpose and the A EN 1SO 20417:2021 Instruction for use (Annex 03)
technical knowledge, experience, education or training of ’

the intended user(s). In particular, instructions for use

R&D Dept.
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BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

shall be written in terms readily understood by the
intended user and, where appropriate, supplemented with
drawings and diagrams.

PRAEFE BN BT X WA BitE e 8 N &
G THREE A H T B A SR A 3 AR AT
2. HEsE. JUHA, U R DL
BHHMNIES®RE, JFHAAE AN, fhREAMEE.

(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 may appear on
the packaging for each unit, and/or on the packaging of
multiple devices.

PRZE LI AR (5 B RLE SR oA B BRI, A WAT EANE
2, RSP A {E BT R AR A PR T A AR BN/ A
A b,

EN ISO 15223-1:2021,
EN ISO 20417:2021,

Label (Annex 02)
Instruction for use (Annex 03)

R&D Dept.

(c) Labels shall be provided in a human-readable format
and may be supplemented by machine-readable
information, such as radio-frequency identification
(‘RFID’) or bar codes.

PRAE LA NS RT 3L (ks R AL, IF R L 35 5
B SEARR S CRFID”) BTG KA T8 .

EN 1SO 15223-1:2021

Label (Annex 02)

R&D Dept.

(d) Instructions for use shall be provided together with
devices. By way of exception, instructions for use shall
not be required for class | and class lla devices if such
devices can be used safely without any such instructions
and unless otherwise provided for elsewhere in this
Section.

EN ISO 20417:2021,

Instruction for use (Annex 03)

R&D Dept.
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EXAERBER REm| #IEw s Bbag, Lk applicability) (CCHAFTER )
A BHE ) XSRS, TR,
SCERERANIE F 3 )

I UE R g — A 4R it . BIAMETE: X T 1 360 Hla 26
W A ETCAE A B RS R R T 22 2o fik Y 4%
il TR ISR A A I 45 . BRARA T HoAth it J5 5545 KL
5E o

(e) Where multiple devices are supplied to a single user
and/or location, a single copy of the instructions for use
may be provided if so agreed by the purchaser who in

any case may request further copies to be provided free
of charge. A EN ISO 20417:2021, Instruction for use (Annex 03) R&D Dept.

2] FAME A A/ B B SR 2 A R, A S (R
. AT SRALAE R A BN EUA, (EI SEE AR 5 0
AR A B SR A A A

(f) Instructions for use may be provided to the user in non-
paper format (e.g. electronic) to the extent, and only
under the conditions, set out in Regulation (EU) No

207/2012 or in any subsequent implementing rules
adopted pursuant to this Regulation. A EN ISO 20417:2021, Instruction for use (Annex 03) R&D Dept.

5 A5 55207/201 2 5 i L SR B A i LI FR) 4 A )i 492 5K
TR RERE B2 A, T T P 2 e AR R A 2K (43
s WD R .

(g) Residual risks which are required to be communicated
to the user and/or other person shall be included as
limitations, contra-indications, precautions or warnings in
the information supplied by the manufacturer.

i B AT TR 2 A P A A B EL A P S XGRS I B 5 4 DA i
TSR OEAE S R I PR ZESORE L 9T i e A

A EN ISO 20417:2021, Instruction for use (Annex 03) R&D Dept.
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EHI
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Standards, other
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&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

(h) Where appropriate, the information supplied by the
manufacturer shall take the form of internationally
recognised symbols. Any symbol or identification 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.

Wi, G R S AR BRI B A RS TR .

TABRAEEE CS. 74 5 AU 5175 B I B Bt S 1
i,

A FH AR AT A SR B AT & D R E R CS . 45 R 7

EN ISO 15223-1:2021,
EN ISO 20417:2021,

Label (Annex 02)
Instruction for use (Annex 03)

R&D Dept.

23.2

Information on the label #7245 L5 B
The label shall bear all of the following particulars:
R A8 W 2B T THI 42 70 5 L

EN 1SO 15223-1:2021

Label (Annex 02)

R&D Dept.

(a) the name or trade name of the device;

A0 44 PR B i 44

EN 1SO 15223-1:2021

Label (Annex 02)

R&D Dept.

(b) the details strictly necessary for a user to identify the

device, the contents of the packaging and, where it is not
obvious for the user, the intended purpose of the device;
A5 FH 2 Rl 2T 0 TR B TEARAE B R N AR DA AR A
FH A B S B S ok TS0 e

EN I1SO 15223-1:2021

Label (Annex 02)

R&D Dept.

(c) the name, registered trade name or registered trade
mark of the manufacturer and the address of its
registered place of business;

38 P A R RS 5 B PR AR A R b R
Hodk

EN I1SO 15223-1:2021

Label (Annex 02)

R&D Dept.
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EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

(d) if the manufacturer has its registered place of
business outside the Union, the name of the authorised
representative and address of the registered place of
business of the authorised representative;

ARG B 4k A4 R SR T T E b bl o il i
P E RR L DLAMAT A M E b O

EN ISO 15223-1:2021

Label (Annex 02)

R&D Dept.

(e) where applicable, an indication that the device
contains or incorporates:

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

— tissues or cells, or their derivatives, of human origin,
or

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

g, S S BCRH RS E R

— 25%), AR N MBS AT A e

— NIE I B i s AT A el

— SR A A M B AT A, s 722/2012 5
AP -

N.A

The device does not contain
these substance or materials

(f) where applicable, information labelled in accordance
with Section 10.4.5,;

WiEY, MG RNATEE510.4. 57 HUE

N.A

The device does not includes
these substances

(g) the lot number or the serial number of the device
preceded by the words LOT NUMBER or SERIAL
NUMBER or an equivalent symbol, as appropriate;

5 BCHT T A A 115 LOT NUMBER &) SERIAL NUMBER

EN ISO 15223-1:2021

Label (Annex 02)

R&D Dept.
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Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WMETEMEM (MDR) W £ — &/ applied by manufacturer or reason fc_>r no Loca‘tion
EAERBNE S FiEm| HERE R KR, ek applicability) CCHFFHRT)
A BN SRS (RS, TR,
SCERERANIE A B )

FR 2SR PP 915 BRSO S (Ani&E D
(h) the UDI carrier referred to in Article 27(4) and Part C
of Annex VII; A EN ISO 15223-1:2021 Label (Annex 02) R&D Dept.
LA 55 27 (4) 2 A% VI 28 C #43 1) UDI;
(i) an unambiguous indication of t the time limit for using
or implanting the device safely, expressed at least in
terms of year and month, where this is relevant; NA The (iﬁvice ldg(las ?Ot need
O 2 4 P SR A S DA AR, b B ese Indleation
5 2R B A H 3
(j) where there is no indication of the date until when it
may be used safely, the date of manufacture. This date of
manufacture may be included as part of the lot number or
serial number, provided the date is clearly identifiable; A EN 1SO 15223-1:2021 Label (Annex 02) R&D Dept.
HRATRYI AT 22 A H 0, e G H . 2 H
TEMTRTHE, G H BT it S B A1 S B —
(k) an indication of any special storage and/or handling
condition that applies; A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.
T W T8 FH 0 AR AR5 A i A7 A A 2R A
(I) if the device is supplied sterile, an indication of its
sterile state and the sterilisation method; o ]
SRR R, BRI R R R | The device is not sterile
s
(m) warnings or precautions to be taken that need to be
brought to the immediate attention of the user of the A EN 1SO 15223-1:2021 Label (Annex 02) R&D Dept.

device, and to any other person. This information may be
kept to a minimum in which case more detailed
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Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

information shall appear in the instructions for use, taking
into account the intended users;

7 BN R 5| AR A B AT AR N R T R
(R B TR E . 1% M5 B IR Bl /N R, FEIX PR L
N, SETEAE R BT U [ B RS 3
R # s

(n) if the device is intended for single use, an indication of
that fact. A manufacturer's indication of single use shall
be consistent across the Union;

A T — AR, TUAR G B o o3 e ) — IR
FHAE 7R L AE BN BR A R R — B

N.A

The device is for repeated
use

(o) if the device is a single-use device that has been
reprocessed, an indication of that fact, the number of
reprocessing cycles already performed, and any limitation
as regards the number of reprocessing cycles;

Hi ae O AT FEAC B — PR S, 3R SR SE
TRRE R CHAT I AL BRIE IR B LA S KT PR AL B AE FR
A AT B 1

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

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

A e DA R R 5 DO B T ) 2

N.A

The device is not customized
device

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

TR E R, HTIRRSWONEST st & ARSI TE
TIRRBEFE,  REbR W Im R 5L

N.A

The device is not for clinical
investigation use.
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Standards, other
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Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WMETEMEM (MDR) W £ — &/ applied by manufacturer or reason fc_>r no Location
EAERBNE S RiEA| BIER S A R, e applicability) (CLHFFBLREI)
A BN SRS (RS, TR,
SCERERANIE A B )
(r) in the case of devices that are composed of
substances or of combinations of substances that are
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 of the device and quantitative The device is non-invasive
information on the main constituent or constituents N.A (device, and no substances
. L N . introduced into human body
responsible for achieving the principal intended action;
AL S T 22 Hh S AR AL 5N AR BN E Bk L
TN AR STl ) B 7 72 A _E R s s B &,
PR BRI 1) BE AR 5 B s o0 A A7 5T S RO E F i 2
3 ) E B A IR
(s) for active implantable devices, the serial number, and
for other implantable devices, the serial number or the lot
number. A EN ISO 15223-1:2021 Label (Annex 02) R&D Dept.
T AV AN, RALFFHS, X T HAl A
SIS IR R s
233 Information on the packaging which maintains the sterile
condition of a device (‘sterile packaging’) The following
particulars shall appear on the sterile packaging: N.A The device is not sterile
KT RIS H KM ARER CREER) -
PRk VAL AN
a) an indication permitting the sterile packaging to be o ;
f’el:ognised as supch, TEW%T:@”%%UE‘\), o NA The device is not sterile
(b) a declaration that the device is in a sterile condition, L .
N.A The device is not sterile

P2 B AL T T AR
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Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason fc_>r no Loca‘tion
EAERME X RiG| w5 A RbRe, Hek applicability) CCHFBERI)
2 BN SRS (RS, TR,
SCERERANIE A B )

(c) the method of sterilisation, Kt 777%, N.A The device is not sterile
(d) the name and address of the manufacturer, L .

. N.A The d t steril
3 5 4 BT e device is not sterile
(e) a description of the device, #$#ii B, NA The device is not sterile
(f) if the device is intended for clinical investigations, the
words ‘exclusively for clinical investigations’, N.A The device is not sterile
A A M TE T I R AT 9T, AR Bl R AT 78 %
(g) if the device is custom-made, the words ‘custom-made L .
device’, 4+ T B, AR5 1 B 0 NA The device is not sterile
(h) the month and year of manufacture, #li& A AR, | Ny A The device is not sterile
(i) an unambiguous indication of the time limit for using or
implanting the device safely expressed at least in terms of
year and month, and N.A The device is not sterile
A A BN A5 WP I ) R 1 ) A 4R R A5 B, JRROR
N5 Z R R B A 3
(i) an instruction to check the instructions for use for what
to do if the sterile packaging is damaged or
unintentionally opened before use. N.A The device is not sterile
KA A BT RS T, B 0 B 6 e A O B A FH AN
OFTIF, Zufar b,

23.4 Information in the instructions for use

The instructions for use shall contain all of the following
particulars: A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.
ISR R AR B

5 P 5 B 5 DA A R AR R -
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Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by minufacturer or reason fc_>r no Loca‘tion‘
HEAERBER TEm| #ER R AR, Hehk app!lcab"'tv) (CLHEAEBERI)
2 BN SRS (RS, TR,
SCERERANIE mm@m)

(a) the particulars referred to in points (a), (c), (e), (f), (k),
(), (n) and (r) of Section 23.2; _
52328 (a) . (0) . (&)« (P . (K - A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.
(M~ () F () FFTIRITEGHRLUE ;
(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: A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.
A B DS BATIE RE . ARSI B B AR AR
W & D R
(c) where applicable, a specification of the clinical benefits
to be expected. A EN I1SO 20417:2021 Instruction for use (Annex 03) R&D Dept.
s Ay, SRS I R R R
(d) where applicable, links to the summary of safety and
clinical performance referred to in Article 32; N.A No need for the device
WEH], SRAEEIE S 32 % 2 A R AR Gl 4 B
(e) the performance characteristics of the device; .

. . A EN ISO 20417:2021 Instruction for use (Annex 03 R&D Dept.
B2 R0 P A AHAE ( ) P
(f) where applicable, information allowing the healthcare
professional to verify if the device is suitable and select
the corresponding software and accessories; N.A No need for the device
wE ], $RAHME B T BT RME T N A RAIES R &
T, JRIEREAH R A AP SR
(g) any residual risks, contra-indications and any
undesirable side-effects, including information to be
conveyed to the patient in this regard; A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.

TR 2R B AEREATAS REIEH], Biffhikss &
HWRTIXTTHEIE R
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A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EAERBNE S REA| HER S bR, HEk applicability) (CCHAFRGRIT)
A BN SRS (RS, TR,
SCERERANIE A B )

(h) specifications the user requires to use the device
appropriately, e.g. if the device has a measuring function,
the degree of accuracy claimed for it; A EN ISO 20417:2021 Instruction for use (Annex 03) R&D Dept.
A8 F 5 3 2 M A S SR BT, an, A AR AR D
FELNRE, TRAEIL T ER K HER L ;
(i) details of any preparatory treatment or handling of the
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 patient safety and
all available methods for achieving those levels of
disinfection: A EN I1SO 20417:2021 Instruction for use (Annex 03) R&D Dept.
FERER AT 2 AT A A (ol K e, R
HESE) TR A bk ) AT A AR B B AL B ) 20, L A R AR
A TR (P KT R0 SIS e 9 23 7K P 75 B i )
75
(j) any requirements for special facilities, or special
training, or particular qualifications of the device user
and/or other persons; N.A No special requirements
JIT AT R SR BTt ) A AT SR RS SR 55 1 Il A FH 8 R/l
b N FRVRE SE B4
(k) the information needed to verify whether the device is
properly installed and is ready to perform safely and as
intended by the manufacturer, together with, where
relevant:
— details of the nature, and frequency, of preventive and The device does not need
regular maintenance, and of any preparatory cleaning or N.A

disinfection,

— identification of any consumable components and how
to replace them,

— information on any necessary calibration to ensure that
the device operates properly and safely during its

install

Page 55 of 63




Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

intended lifetime, and

— methods for eliminating the risks encountered by
persons involved in installing, calibrating or servicing
devices;

BAIE A AL 15 1L 22 R HE A I 2 A DA R A% o
BPATIE R CGEHSR -

=75 M0 5 ST AP AR A Ao 5 T 3 v 7 A AT R
EaZIERSE

AR AE AR A B AR IR AN S 45 75 5

AT EAIRHEAS B, e DABA ORAS WA EL U1 A7 i 301 1)
IEH A2 4 TAR

-HERZ S 2 IAE B RS P8 B AU R T i

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

AR MRS MOE T R, T BB R AR A T I e 4 A BOE
RATTFRIEOL T, RS AU ;

N.A

The device is not sterile

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

LIt EOE AR I, JF R A AT T K,
R Fi (it T 24 ) R TR P

N.A

The device does not need

sterilization before use

(n) if the device is reusable, information on the
appropriate processes for allowing 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 no longer be reused,
e.g. signs of material degradation or the maximum

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.
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Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

number of allowable reuses;
o AT, PR E T 0 T S S A B R A O
FR, OGS, HE. BEUA (WEY) Sd8iEr
I FH T 38 RO 3 B e B 3 B P B KRR A v . LR
&S LLRANZ A AT A A, B, MRS R
AR E SRR RHE.

(o) an indication, if appropriate, that a device can be
reused only if it is reconditioned under the responsibility
of the manufacturer to comply with the general safety and
performance requirements;

VERHRRE R, $Ra ARG i 0 T AT SR R S
Fral 2 S5 IERE KR, Tl H B A A k.

N.A

The device does not need
reconditioned

(p) if the device bears an indication that it is for single
use, information on known characteristics and technical
factors known to the manufacturer that could pose a risk if
the device were to be re-used. This information shall be
based on a specific section of the 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
for use are required, this information shall be made
available to the user upon request;

AT A — RO, FEE AT SIS TR T
I3 PR R B AR R R 5 AR PR 3R A S5 JE PT BE 2 XL
WA 5 5 i s o R 5 B SRS (R S 300y, B TR
WX LS RME BRI 3R . 4 5 23,1 75 (d) s G R AR
VLR, 105 Bl i BRI 4 T 3 .

N.A

The device is for repeated
use

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

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

N.A

The device is for independent

use

Page 57 of 63




Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

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

X B AR5 HA A5 SR/ B 52— RS A A 2
-fE B TR BIX LA B %, MRS 2 el s, M/
A R AR Ve 2 A A AT RN PR A A5 R

(r) if the device emits radiation for medical purposes:

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

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

i an O VR A T T BT R &

KT R ARSI AR (Umi&E ) SR RS
gm{% A%‘;

-5 1k R A A N A P A A0 1] 52 21 R A e A
7%

N.A

The device does not emit

radiation

(s) information that allows the user and/or patient to be
informed of any warnings, precautions, contra-
indications, measures to be taken and limitations of use
regarding the device. That information shall, where
relevant, allow the user to brief the patient about any
warnings, precautions, contra-indications, measures to be
taken and limitations of use regarding the device. The
information shall cover, where appropriate:

— warnings, precautions and/or measures to be taken
in the event of malfunction of the device or changes in its
performance that may affect safety,

— warnings, precautions and/or measures to be taken
as regards the exposure to reasonably foreseeable
external influences or environmental conditions, such as

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.
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Checklist according to annex | of the Medical Device
Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

magnetic fields, external electrical and electromagnetic

effects, electrostatic discharge, radiation associated with
diagnostic or therapeutic procedures, pressure, humidity,
or temperature,

A IR O IR A 3 R B B AT AT s, TR HE . 4%
BAE L AR I DL K 5 A SS R A I RS B . EAR
KIGOUN, BAF BN Fo VR 3 0] S TR A 8, Tl
Bifiihti . RS e BRIt DL A 5 8 A 5 458 BR

file %A B A

— e IR A A T 2 SR 22 4 A AP AR A I P

T~ TS A it R B SR LA it 5

—EE T, T Tt AN e R R TS E AT AL ) AR R
2T S O N TG IR IE 777N St 92 SLEER 3 AN
EEICR . SIS EOR T IR SRR R TR
B A s

— warnings, precautions and/or measures to be taken
as regards the risks of interference posed by the
reasonably foreseeable presence of the device during
specific diagnostic investigations, evaluations, or
therapeutic treatment or other procedures such as
electromagnetic interference emitted by the device
affecting other equipment,

—FERFE I, PG BT A B B A AR (41
. RS A e A B ST A KRR TH0D WATEL, 8%
A4 5 BT TUALATAE P 3 Jl 00 -0 RS, PR i 97 44 i
AN B I it

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

— if the device is intended to administer medicinal
products, tissues or cells of human or animal origin, or
their derivatives, or biological substances, any limitations
or incompatibility in the choice of substances to be
delivered,

N.A

The device doesn’t contain

these substance or materials
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Checklist according to annex | of the Medical Device

A/

Standards, other

Documentation (test

Regulation (MDR) NA | directives and other rules | reports, protocols, literature
WEFRMBEM (MDR) W — 0 &/ applied by manufacturer or reason fc_>r no Loca‘tion‘
EAERBNE S REA| HER S bR, HEk applicability) (CCHAFRGRIT)
A BN SRS (RS, TR,
SCERERANIE A B )
—#5 e MO T8 BN BREh P SRVR B AE M B 2 . AL
R MR BT AN, WA 6 % S AS W o N 75 2% S AT AR ) E
FRY R #1) B AN AR 2
— warnings, precautions and/or limitations related to
the medicinal substance or biological material that is ) , ,
incorporated into the device as an integral part of the The device doesn't contain
device; and N.A these substance or materials
— 255 BIFR A R AR LR R 4 R 25 AR AR A
FRBVET TR 13 e A B o 5
— precautions related to materials incorporated into the
device that contain or consist of CMR substances or
endocrine-disrupting substances, or that could result in The device doesn’t contain
sensitisation or an allergic reaction by the patient or user; | N.A )
— SR RI) OMR SLEAT 434S T4 7 T e these substance or materials
B BT 00 B B80S L R R R 5 B BT Fi
it 5
(t) in the case of devices that are composed of
substances or of combinations of substances that are
intended to be introduced into the human body and that
are absorbed by or 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 NA The device does not introduce

products and other substances as well as contra-
indications, undesirable side-effects and risks relating to
overdose;

AL G AR T oy N AR A5 54 BOAE AR A 42 5
VI SR s, e B A AR 7 il 5 AT 25
24y ot A0 AR ) T TR AR ELAE T — SO OL DA R ZE = A R A
A R A I B RS F) AN TR 16 . (A& HD .

substance into human body
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Checklist according to annex | of the Medical Device
Regulation (MDR)
BRETHEBER (MDR) M —H
EEAERRNER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

(u) in the case of implantable devices, the overall
qualitative and quantitative information on the materials
and substances to which patients can be exposed;

X AT AR, A7 0 8 T 2 B AR5 (4 S AR 1

AE A5

N.A

The device is not implantable
device

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

— infection or microbial hazards such as explants,
needles or surgical equipment contaminated with
potentially infectious substances of human origin, and

— physical hazards such as from sharps. If in
accordance with the point (d) of Section 23.1 no
instructions for use are required, this information shall be
made available to the user upon request;

AT 22 AR BRER I LB s AN 5 H— A BAEA (i
A NEOREURVE TP . 205 SN G 4

—RBGEE e E (N, N LR G T
By MER . BT RSO

—PyEvEfEE (BlaskERED .

HATEIEEE 231 7 (d) BRI, N AR 4 2
R I LAE BRI H &

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

(w) for devices intended for use by lay persons, the
circumstances in which the user should consult a
healthcare professional;

X AR SE I8 0, 8 8 R B 47 ek A

VA

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

(x) for the devices covered by this Regulation pursuant to
Article 1(2), information regarding the absence of a

N.A

The device does not need

Page 61 of 63




Checklist according to annex | of the Medical Device

Regulation (MDR)

BEISTRBMZEM (MDR) Mt & —
ERAERRER

Al
NA
EHI
A&

Standards, other
directives and other rules
applied by manufacturer

&R 5| AR e, et
2B

Documentation (test
reports, protocols, literature
or reason for no
applicability)

SRS (AR S, TR,
SCHRERANIE F K3 )

Location

(AR 1)

clinical benefit and the risks related to use of the device;
X FARIEAVERN R 1(2) K T A, O T Bk Z i PRUR 25
DL 55 2 A AR DG R A S 5

(y) date of issue of the instructions for use or, if they have
been revised, date of issue and identifier of the latest
revision of the instructions for use;

{EH AR AT H B, #5231, SeshRAE FH U B R
A1 H #AFIFR IR A

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

(z) a notice to the user and/or patient that any serious
incident that has occurred in relation to the device should
be reported to the manufacturer and the competent
authority of the Member State in which the user and/or
patient is established;

[e A5 P 3 R/ B8R 3 A Ok T 5 A AT SR AR il ™ B AR
TN, AR R 45 FH A R B R BT A i I R o e A 2
CEIGE

EN ISO 20417:2021

Instruction for use (Annex 03)

R&D Dept.

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

MRS 18 2% [ B TR AT ST 15 5

N.A

The device is not implantable

device

(ab) for devices that incorporate electronic programmable
systems, including software, or software that are devices
in themselves, minimum requirements concerning
hardware, IT networks characteristics and IT security
measures, including protection against unauthorised
access, necessary to run the software as intended.

XTS5 E T gMiE T R A, OIE A B A 5
BAE, AOREENE T AR IT 22 4 1 A B R 25K
CEAERT L RGBT D XT38 47 BRAT R i i 4 22
ih]

EN ISO 20417:2021

Instruction for use (Annex 03)
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The methods used to demonstrate conformity with each applicable general safety and performance requirement:
The company implement pre-clinical study and clinical evaluation to demonstrate conformity to GSPR,
For the pre-clinical study, see: section 3.2, Product performance master verification plan of Design Description (FC/CE02-04);

For the clinical evaluation, see Clinical Evaluation Plan (FC/CE02-13), and Clinical Evaluation Report (FC/CE02-14).
As for manufacturing control, see annex 05 Manufacturing information.
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