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The test results presented in this report relate only to the object tested.

AR A R I G RAN P S A RIS R
This report shall not be reproduced, except in full, without the written approval of the Issuing testing
laboratory.

RZETFAEN 12 S50 5 1) 5 I HE, AR B AR B 1R A8 Fi vk
"(see Enclosure #)" refers to additional information appended to the report.

“C(SWMEHD 7 AR R HARE R
"(see appended table)" refers to a table appended to the report.
COORPTIINE) 7 JRARMEIN R R
Throughout this report, a point (coma) is used as the decimal separator.
A, —A e (R NN T .
List of test equipment must be kept on file and available for review.
TR V45 175 B A ZBAFAY it a2

This Test Report contains the general safety requirements as related to the usability of Medical
Equipment.
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General product information:
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4 GENERAL REQUIREMENTS
—MRER (JFIH)
4.1 General Requirements
—RER
41.1 USABILITY ENGINEERING PROCESS
Al TR AR
Has the MANUFACTURER established, documented
and maintained a USABILITY ENGINEERING PROCESS t0
provide SAFETY for the PATIENT, USER and others
related to USABILITY for the product?
38 7R 57, I SR IR AT I AR AR, A AR At
A PR AD S AT R PR OGP 2
Does the PROCESS addressed USER INTERACtiONS
with the MEDICAL DEVICE according to the
ACCOMPANYING DOCUMENT including, but not limited
to transport, storage, installation, operation,
maintenance, repair and disposal?
TR AR A 75 42 R Ja SCA o R0 Aeg s P 27 i
%o MRS RAR, HEART: &4, i
17, 2%, BE, %9, fBRLE?
41.2 RESIDUAL RISK
Tl 2 AR
Are RESIDUAL RISKs associated with USABILITY of the
MEDICAL DEVICE presumed to be acceptable, unless
there is OBJECTIVE EVIDENCE to the contrary and
documented?
AR A 5 197 2% R AT PP A 9 2 AT AR 32 1),
BRAEA A B 1) 2 A4 A SR ?
41.3 Information for SAFETY
B A
MANUFACTURER subject the information for safety
used as a RISK CONTROL to the USABILITY
ENGINEERING PROCESS (e.g., warnings or limitation
of use in the ACCOMPANYING DOCUMENTS, marking,
etc.) in the UE file and Accompanying documents.
A5 BRI fe i, H1iE i Mt 2 25
B Can R P e o B PR A B B S, ) R
SCAF ARG A ) R S ) SO AN AT R E AR
o
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Disregarding such information for SAFETY is
considered beyond any further reasonable means of
RISK CONTROL

TR I LA B 22 ANy e AT AT 1 — 2D i) 3
{10 DAL 4 i) T B

4.2

USABILITY ENGINEERING FILE
A] M AR A

The results of the USABILITY ENGINEERING PROCESS
are recorded in the USABILITY ENGINEERING FILE

A AR AR 0 45 R A W] A AR S

The records and other documents that make up the
USABILITY ENGINEERING FILE form part of other
documents and files (e.g., @ MANUFACTURER’S
product design file or RISK MANAGEMENT FILE), (SEE
List of documents make up the UE file)

AT AR R ) 4 R % AT A 7T I TR S
o TR RCAT R AR SO T SR A A SRS T DL
ESCREANSCA CAndil 3 e 07 i v SO Bl 7 B
SCAED 0. (VEWSTAFRI IR T i RS RS AF)

4.3

Scaling of the USABILITY ENGINEERING effort
AT AR R

The USABILITY ENGINEERING PROCESS is scaled based
on the significance of any modifications depending
on the results of the RISK ANALYSIS and documented

FEBRTT SR BB G DU, AR KU o A & R By
B B BB L, AT TR AR R AT K]

USABILTY ENGINEERING PROCESS
A TR RS

51

Application specification
RS
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Application of MEDICAL DEVICE in the USABILITY
ENGINEERING FILE is specified by the MANUFACTURER
and includes

) 3 7 S22 T FH P R SR AR T 4 B ) L
YL, N A

— intended medical indication (e.g., conditions(s)
or disease(s) to be screened, monitored,
treated, diagnosed, or prevented);

BRI T H7s (U 25 () BRI (s) e, M 4% 16 )T, 12
Hfr, = T )

— intended PATIENT population (e.g., age, weight,
health, condition);

AN (naEES . RE . A R)

— intended part of the body or type of tissue
applied to or interacted with;

A5 PR 22 T 0 B A FR AN By A SR

— intended conditions of use (e.g.. environment
including hygienic requirements, frequency of
use, location, mobility);

TR TS AE (A 36 PAREE SR . i AR
AE. Bah);

— operating principle(s)

AR 2

5.2

Frequently used functions
W ThRE

Are frequently used functions that involve USER
interaction with the MEDICAL DEVICE are determined
and recorded in the USABILITY ENGINEERING FILE?

i 345 7R A 5 R E 0 S S R T AR AT P S L R
Thie, IR HACSAE AT I TR ?

53

Identification of HAZARDS and HAZARDOUS SITUATIONS related to USABILITY

S0 R A SR 6 2 AN 3 Ak g

53.1

Identification of characteristics to SAFETY

S %A R

Identification of characteristics related to SAFETY
(part of a RISK ANALYSIS) that focuses on USABILITY
performed according to ISO 14971:2007, 4.2.

WU 5 22 4 AH 2R O REAE OXURS: 23 BT ) — 34 43°) AR 31 1S O
14971:2007 4.25<73 v FIPER I
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During the identification characteristics related to
SAFETY, the following are considered:

FESE S A R R R e, 2% 8 DR Uy TH

— application specification, including USER
PROFILE(S); and

R FTE, E4EH PR, A
—frequently used functions.
DR

Results of this identification characteristics related to
SAFETY recorded in the USABILITY ENGINEERING FILE
B 5 2 A R IR PE 1 85 R izl A T v AR
AR

5.3.2

Identification of known or foreseeable HAZARDS and HAZARDOUS SITUATIONS

S0 L BT UL ) 06 7 A0 5 3 AL 85

MANUFACTURER has identified known or foreseeable
HAZARDS (part of a RISK ANALYSIS) related to
USABILITY according to 1ISO 14971:2007, 4.3.

)35 T S 1Z 4 R 10S14971:2007 4.3.% 51 & i ]
LA e m] FITERIEE XS AT i) — 3843

Identification of HAZARDS considered HAZARDS to
PATIENTS, USERS and other persons

e S R R R P AAR N R e

Reasonably foreseeable sequences or
combinations of events involving the USER
INTERFACE that can result in a HAZARDOUS SITUATION
associated with the MEDICAL DEVICE were identified.
The SEVERITY of the resulting possible HARM is
determined.

12 5 5 e FH P IR BT 0 ) A e 1 A
HHAE, REEFIIMEAE RSB K
BT 2N fE A e . RO T BT BE AR
HIE.
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During the identification of HAZARDS and HAZARDOUS
SITUATIONS, the following was considered:
PR 6 T A G F AL SR R e, N EE DL
Dl
— application specification, including USERROFILE(S);
LR RS, AR A L
— task related requirements;
FHIR AR S5 2R
— context of use;
fERHR T
— information on HAZARDS and HAZARDOUS
SITUATIONS known for existing USER INTERFACES
of MEDICAL DEVICES of a similar type, if
available;
WIRTRE, 1 AR SR A P e
J7 & H M fE FE AL 15 B
— preliminary USE SCENARIOS;
BRSNS
— possible USE ERRORS;
AT RE M AE FH AR
— if an incorrect mental model of the operation of
the MEDICAL DEVICE can cause a USE ERROR
resulting in a HAZARDOUS SITUATION; and
PRAEEETT 28R AS IR IR O BB AR 75 7] e 2 EUE
FAL5E
- results of the review of the USER INTERFACE
FH P 2 1 [l i &
The results of this identification of HAZARDS,
HAZARDOUS SITUATIONS and SEVERITY are recorded
in the USABILITY ENGINEERING FILE.
BhfaE . BHELSEMMmEERSER, NixidskE
A PR DR S
5.4 PRIMARY OPERATING FUNCTIONS
FEERAEDRE
The manufacturer has determined the PRIMARY
OPERATING FUNCTIONS and recorded in the USABILITY
ENGINEERING FILE
I3 P LA E B E DR, IR s AE AT R AR S
b
The inputs to the PRIMARY OPERATING FUNCTIONS
include frequently used functions and functions
related to SAFETY of the MEDICAL DEVICE
i N 2 R AE D Re ELAE R ) DR AN T BEAH S I BT R
) 24
55 USABILITY SPECIFICATION
BELERVL
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25 K.

Page 14 of 19

Report No. 5% %

IEC 62366

Clause

Requirement + Test

Result - Remark

Verdict

MANUFACTURER developed a USABILITY SPECIFICATION
recorded in the USABILITY ENGINEERING FILE as part of
the USABILITY ENGINEERING PROCESS

3 P A AT PG, R SRAE T A AR S
o AR R TR R ) — 70

The USABILITY SPECIFICATION recorded in USABILITY
ENGINEERING FILE. The USABILITY SPECIFICATION may
be integrated into other specifications

AT AP W R A0 AR AT R AR SO . AT R PR i
W] AR B e i

The USABILITY SPECIFICATION includes:
IR ERES SRR
— application specification;
8 FIYE
—  PRIMARY OPERATING FUNCTIONS
FEERAEDIRE

— HAZARDS and HAZARDOUS SITUATIONS related to
the UsABILITY; and

A KT FIE 1A fa 35 A0 5 5 Ak s

— known or foreseeable USE ERRORS associated
with the MEDICAL DEVICE

A RIS T A% B R A BT AL A A iR

The USABILITY SPECIFICATION describes at least:
T FH A B 2 D R 1) P AL

— USE SCENARIOS related to the PRIMARY OPERATING
FUNCTIONS EQUIPMENT, including

ARFEZRAREMMLE %, 0.
— frequent Use Scenarios, and
RS

— reasonably foreseeable worst case
USE SCENARIOS;

BRI A 22 G LA T 5

— USER INTERFACE requirements for the PRIMARY
OPERATING FUNCTIONS EQUIPMENT including those to
mitigate RISK;

TEBRAEDIRERI N IR R, AR KU R 75 oK

TRF No.: IEC62366A
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— Requirements for determining whether PRIMARY
OPERATING FUNCTIONS are easily recognizable by the
USER.
W€ FEARAEDIRE 15 5 TR PR 75 K

5.6 USABILITY VALIDATION plan

AR AT

The MANUFACTURER has developed and maintains a
USABILITY VALIDATION plan specifying:

bRV e S E R R IRN |

— any method used for VALIDATION of the USABILITY of
the PRIMARY OPERATING FUNCTIONS;

P TR\ ZE AR Th e AR AR (7 1%

— the criteria for determining successful VALIDATION
of the USABILITY of the PRIMARY OPERATING FUNCTIONS
based on the USABILITY SPECIFICATION; and

i 7€ BRI AT T AT PR A ) 2 R AR Th e mT A A
T )

— the involvement of representative intended USERS

BRI

USABILITY VALIDATION performed in a laboratory
[S1] 111 Lo PRSI :

A RIS IEAE SR S IR B EAT

USABILITY VALIDATION performed in a simulated use
ENVIFONMENT....eiitiiiitii ettt :

AT PSS IEAE RO AR AT

USABILITY VALIDATION performed in the actual use
ENVIFONMENT.......ooiiiiiiee et :

A PS8 TEAE SE BRI PR h gt AT

The USABILITY VALIDATION plan addresses:

CIDAERER NN ol pilh el

— frequent Use Scenarios, and

W%

— reasonably foreseeable worst case USE SCENARIOS
that are identified in the USABILITY SPECIFICATION
BT T e A T R

TRF No.: IEC62366A
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The USABILITY VALIDATION plan recorded in the
USABILITY ENGINEERING FILE

A PRI R Z I S T PR RS

5.7

USER INTERFACE design and implementation

PP DB TR SE B

MANUFACTURER designed and implemented the USER
INTERFACE as described in the USABILITY
SPECIFICATION utilizing, as appropriate, USABILITY
ENGINEERING methods and techniques

136 P L i AT U B L AT R DR R AR
AR BT AN SE IR P R

5.8

USABILITY VERIFICATION
eIk mT I

MANUFACTURER verified the implementation of the
MEDICAL DEVICE USER INTERFACE design according to
the USABILITY SPECIFICATION

VENBRST ST S e AR K — #8233 7o B 42 TR
A AP I A ORI BT b 4 1 A S B

The results of the verification are recorded in
USABILITY ENGINEERING FILE

BHIE 45 RAC s AE AT IV TRE A

5.9

USABILITY VALIDATION
1 NCIEER a8

The MANUFACTURER has validated the UsABILITY of
the MEDICAL DEVICE according to the USABILITY
VALIDATION plan

13 P AR AT A VE AT S A BT v (R RT H E

The results are recorded in the USABILITY
ENGINEERING FILE

FLG5 RNEFAE AT I TR SO

TRF No.: IEC62366A
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For the acceptance criteria documented in the
USABILITY VALIDATION plan that are not met:

ZER NI RAE A LT RE

- further USER INTERFACE design and implementation
activities are performed; or

REAZPAT B — B I P 8 Dt MSE IS 3, B

- if further improvement is not practicable, the
MANUFACTURER may gather and review data

and literature to determine if the medical benefits of

the INTENDED USE outweigh the RISK
arising from USABILITY problems

USRI B CHE AN RE ST, 3 AT LANSCER AN ]
OSSR A SR, A 5 A S P e R A B R
F 11 L AT P il R SR A RS AN B

To perform this step, the MANUFACTURER needs to estimate the
RISK arising from USABILITY problems.

FHMTIZ =0, 355 75 ZE POt ] A e oK Y
RS o

6 ACCOMPANYING DOCUMENTS
b 8 S

The ACCOMPANYING DOCUMENT includes a summary
of the MEDICAL DEVICE application specification

Bt SO B B4 T R T A bk S 1 B A IR

A concise description of the MEDICAL DEVICE, its
operating principles, significant physical and
performance characteristics and intended USER
PROFILE are included in the ACCOMPANYING
DOCUMENT

Pt B ST I 1220, 75508 12 7 A FH U B IR,
FEERAE IR BRI 25 0 3R BRI T A 1
ML

The ACCOMPANYING DOCUMENT is written at a level
consistent with the intended OPERATOR PROFILE

P Je SCAS AT P - AR L ) AH 5% A A % P — B

The ACCOMPANYING DOCUMENT for equipment are,
optionally, provided electronically

AT DASR Ak FL ) B R SR
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USABILITY ENGINEERING PROCESS includes the
information that will need to be provided as a hard
copy or as markings on MEDICAL DEVICE when
ACCOMPANYING DOCUMENTS are provided
electronically

Bt SRS HL TR AT AE AR N G R R 2
UL DUNME S, oA BT Sl flheic

TRAINING AND MATERIALS FOR TRAINING
BN AL YA RL

The required training on the MEDICAL DEVICE for safe
and effective use of PRIMARY OPERATING FUNCTIONS
by the intended USER is given by:

N T AER P 2R RO B AR T RE, AR
TR E BT AT BRI, D R A% AR U7 5K
AT -

— necessary training materials provided by the
manufacturer;

H )38 i S (4t A B IR R

— necessary training materials are available; or

B PR B BT A4 RL AT LLAS 2

— the manufacturer provides TRAINING

FRALER I

The ACCOMPANYING DOCUMENT describes the
available training options

I P SRS A2 ) i A 85 )1 7 56

(Recommendation: ACCOMPANYING DOCUMENT
include the suggested duration and frequency of
such training)

B PS4 2 2 542 L S0 8155
%)

INTENDED USE AND USER PROFILE(S) are the basis for
TRAINING and TRAINING material

THY P AT P MR LN 22 B AR DI R4 R 0 s i
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Page 19 of 19

Report No. 5% %

HREN 5 A
IEC 62366
Clause Requirement + Test Result - Remark Verdict
List of documents make up the UE file
A B 1 31 2
4.2 Document title SCP A/ Versionfi A<

supplementary information:

B/
TRF No.: IECE
EigC hlongmed.com EREI s Et= MDCPP.COM
LIE EFERSORE ErsfEREl ErsEsmRTs Bz iEs
TEFEERATES MEDICAL DEVICE WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL
HLONGMED SERVICES MEDICAL DEVICE DEVICE






