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2.8.3. TR ATAG bR E
1 A FHAE RV B 56k
Clause Requirement Validation | Acceptance
K Bk Method Criteria
BRIk | B
1.1 Inputs to the USABILITY SPECIFICATION
G ERESSINERE TN
1. 1.1 Specification of the INTENDED USE
TS e
1.1.1.1 Description
A
Auto Ref/Keratometer is an instrument used| Trial, Corresponding
to measure the refractive state of the human| Inspect e
eye; e, e
A7 b T AR JE DR A
1.1.1.2 Scope of application
8 FH i [
1.1.1.2.1 | Medical purpose
AR H
a. Auto Ref/Keratometer is suitable for | Trial, Corresponding
measuring the refractive state of the human| Inspect E
eye W, R
a. ek g T IE AR JE WIRAS A RS
b. Condition(s)or disease(s)to be Trial, Corresponding
treated: Inspect ey

—-Auto Ref/Keratometer is suitable for
measuring the refractive state of the human
eye. And the device is used depending to
doctor’s diagnose.

— Medical institutions

R, K
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— Eyeglasses sales agency

b. A8 5% A BORT VR T ) -

=k BT e N R JE GRS AR s FFAR
5 15 A= B0 I PR A2 W A FH i e ik

- BT AL
- IR ALK
1.1.1.2.2 | PATIENT population
PN
Age: Not relevant Trial, Corresponding
g LR Inspect ey
K, K
Weight: Not relevant Trial, Corresponding
fRE: Jook Inspect ey
W, R
Health: Not relevant Trial, Corresponding
f#RE: xR Inspect 5E
R, K
Nationality: multiple Trial, Corresponding
EfE: Z[HEE Inspect e
R, K
PATIENT state: Trial, Corresponding
i Inspect (i
R, Rk
— PATIENT is not OPERATOR
-EBEANRRES
1.1.1.2.3 | The type of body part or tissue used or
interacted with
I F R B H A L R N AR A sl 2
a. Measurement or contact with the human| Trial, Corresponding
body: Inspect e
- lower jaw R, AL
- the forehead
b. condition
—Jaw and forehead should be specially
cleaned and skin free.
a. P& B 5 NARFE A A -
- F 90
- i Sk
b . R%L
= TSR Sk b5 R Bk 4 i 22 28 5 R R T 7 EL B
JBk 75 452 43
1.1.1.2.4 | Intended OPERATOR

TR AE




a)Education: Interviews | Corresponding
At least a professional one confirmed | &
at least nurse T TAE S
At least an optometrist
no maximum
a. qAH:
Ectb RN A YR
-Eh R
Rt vp IR
A B v PR
b) Knowledge: Interviews | Corresponding
-  minimum: confirmed &
Can read “Arabic numerals” written in Song| MHIRIESE
Style.
- no maximum
b. FiR:
- B IR B
“AEE LR TR BE W “BRifashr” ;
- %A R
c)Language understanding: Interviews | Corresponding
- English confirmed | TF&
c. 16 E M- THIIE S
o
d)Experience: Interviews | Corresponding
-  minimum: confirmed &
Experience for clinical operation TH R IE S
- no maximum
d. &4
- F AR
- I R R AE 2 56
- %A LR
e)Permissible  impairments: Interviews | Corresponding
-Not relevant confirmed | FF&
e. ] BEMI 4% TR S
- AR
1.1.1.2.5 | Application

Fi il




a)Environment: Trial, Corresponding
General : Inspect, &
used in hospital by professional; Scene
For indoor use only; simulation
Maintain its calibration/precision when in| L, £
action; 5, 1A
Conditions of use: i
Can be in darker places
—  Physical:
Can be in darker places
- *E)E YR :
- BB SR A
= A A
AR, S OR R AR /R
- {5 FH 2% A
— e 8 1E B IS 1) 3 P
- Wy B A
—RE W AL B 1) 37
b)Frequency of use: Trial, Corresponding
-no limit Inspect, iy
b. fd A Scene
-% A R simulation
B, 1S
)
c)Mobility: Trial, Corresponding
- no limit Inspect, ey
c. Bahtk: Scene
- WA PR simulation
R,
B, 1S
e
1.2 Main function
FEIRE
1.1.2.1 Key features
KT RE
A. Auto Ref/Keratometer is connected to the| Trial, Corresponding
rated AC power supply; Inspect ey
a. ok 55 80E S8 I HEL R R e, A
B. Turn on/off Auto Ref/Keratometer; Trial, Corresponding
b. FF/ Seskskk Inspect e
C. Use medical non-woven fabrics; Trial, Corresponding
c. & H L gifh; Inspect ey
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D. Ophthalmic optometry measurement; Trial, Corresponding
d. JEAT AR BRETE BE L0 6 Il & Inspect e
E. Eye column optometry measurement; Trial, Corresponding
e. BEAT N R AL B3 7 56 &= Inspect FE

R, Rk
F. Optometric measurement of the radius of| Trial, Corresponding
curvature of human eyes; Inspect &
.47 AR il 406 I i R, Rk
G. Eye curvature axial optometry Trial, Corresponding
measurement ; Inspect iRy
HEAT AR i 2 47 260 0 & e, K
H. Measure the distance between the pupil| Trial, Corresponding
of the eye; Inspect ey
h. A7 AR R AL R S e, Rk
I. Manual measurement; Trial, Corresponding
i AT F & Inspect ey
J. Automatic measurement; Trial, Corresponding
N i il S bR Tnspect v

R, R
K. Press the buttons on the front panel. | Trial, Corresponding
k. A FH I T AR T A Inspect Ry
L. Use the buttons on the display screen;| Trial, Corresponding
L ffH BoR BE b Inspect ey

e, A
M. Use the main menu; Trial, Corresponding
m. i B S Inspect ey

R, Rk
N. Display the calibration interface: Trial, Corresponding
n. SRR HE T AE S Inspect iy
0. Display the copy machine interface; Trial, Corresponding
o. WoRFEHL I ; Inspect ey

1.1.2.2 Security-related functions

M2z A KD RE
Auto Ref/Keratometer is connected to the | Trial, Corresponding
rated AC power supply; Inspect iy
a. ok 55 80E S8 I HEL YR B R, A
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1.1.3 Risk analysis
P 7 #r

1.1.3.1 Intended use
T 3
— An instrument used to determine the Trial, Corresponding
refractive state of the human eye Inspect &
—F T E NHRJE GRS HAX s R, Ak

1.1.3. 2. Operator Profile
BAEN R
For operator’ s education, knowledge, Interviews | Corresponding
experience and allowable damage, see confirmed | fFH&
11.1.2.4. T IE S8
KTEENAWAE . iR LA R
fi, W1.1.1.2.4,

1.1.3.3 Matters that may arise
A AT BE H I 0
- Resouc: , , | Trial, Corresponding
sales team, nursing specialists, risk Inspect ey
analysis. R, R
- OCER. R R . HERIBN. L
Fa R T
A. In normal use: Trial, Corresponding
—Auto Ref/Keratometer cannot work normally| Inspect e
due to abnormal input voltage; WG, KL
a. 151 I
— 5 Y N\ H R 5 3 Bk AN BE IE LA
B. Use error: Trial, Corresponding
-Use of optometers by untrained and Inspect &
qualified doctors or nurses; R, RIS

~-The accessories of Auto Ref/Keratometer
are not tested before use;

—Auto Ref/Keratometer is connected to a
power socket without grounding wires;

b. A F iR -

R B UIE A& ) B A B o FH stk

— {5 FH T AR G 0 s RS A28 155 100 5

—eok I FETE A Tt 5 4R I B YR A A I
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C. the environment: Trial, Corresponding
-Use environment; Inspect ey
- Temperature:+10° C to +40° C R, AL
— Humidity:30%75% RH
— Storage environment
- Temperature:—25 « C to +40 ° C
—Humidity:30%—85%RH
—Transport environment
- Temperature:-40° C to +70° C
- Humidity:0-95% RH
c. Wi
- I B
S +10°CT+40°C
~¥EFE: 30%RH™75%RH
- AR
BEE: -25C7+40C
~¥EJE: 30%RH 85%RH
- B
—i®E: -40CT+70°C
M JE: 0%RH~95%R
D. Operator: Trial, Corresponding
— Same as use error Inspect Gy
d. #1E N5 e, A
— 5 4 ] A R A [H]
E. Reading information: Trial, Corresponding
—— Common reading errors(e.g. reading 7 as| Inspect ey
1-); W, R
e. BLHUE B
—— R BB R (B R T AR L)
F. health: Trial, Corresponding
-Medical non—woven fabric for the contact| Inspect iy
area between Auto Ref/Keratometer and the| 3%, 14
patient;
£ BA:
—selol Fl1 R 5 A 35 7 125 ) TS 9 A
G. application: Trial, Corresponding
— Same as use error Inspect iy
g NI R, 5
-5 1% F R AH [F]
1.1.3.4 Job requirements
TAEER
A. Easy to connect power supply; Trial, Corresponding
a. & TIEEHIE; Inspect iy

w6, Kk
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B. Easy to move Auto Ref/Keratometer; Trial, Corresponding
b. 5 T gl Inspect iRey
W, A
C. Easy to identify and operate the switch| Trial, Corresponding
button of Auto Ref/Keratometer; Inspect e
c. Z TR BAEeedT SN R, Rk
D. Objects and positions of attachments are| Trial, Corresponding
easy to identify; Inspect s
d. AEAE R R AL E S TR e, A
E. The measured value can be clearly Trial, Corresponding
displayed. Tnspect iy
e. W EAH REIE MW s . R, Rk
E. The measured value can be clearly Trial, Corresponding
displayed. Inspect ey
R L e, A
1.1.3.5 Use environment;
il I 34 858
For the operating environment, see Trial, Corresponding
1.1.1.2.5 Inspect, | TF&
fEAAREE ML 1.1.2.5 Scene
simulation
e,
5, A
)
1.1.3.6 Known hazard handling information for
existing similar devices;
A RS O a F L HE B
Included in 1.1.2.3; Trial, Corresponding
BFEEL 1. 2.3 /1 Inspect e
e, R
1.1.3.7 Harm caused;
it Y B
A.No reading or incorrect reading —| Trial, Corresponding
delayed treatment; Inspect &
a. VA BB EA IE# R R 3 —~ IR IR YT R, Rk
B. Use the wrong accessories or power supply| Trial, Corresponding
— instrument damage. Inspect e
b. A 1% 1) PR B —~ AR IR R, R
C. Disinfection and sterilization errors| Trial, Corresponding
— skin infection; Inspect ey
c. R KEEHR — R GY: W, A
D. Inaccurate measurement delayed | Trial, Corresponding
treatment; Inspect (i)

d. ANAERRIIE —SEIRIB YT ;

e, Kk



https://1.1.3.5
https://1.1.3.6
https://1.1.2.3
https://1.1.3.7

E. Use in severe electromagnetic | Trial, Corresponding
interference environment — measurement| Inspect ey
error, delay treatment; R, R
e. fEHLBET-PU™ EAIA BT P AL —~ DB R IR,
TR
F. Improper operation of the touch screen| Trial, Corresponding
difficult operation and reduced | Inspect iy
availability: W, KL
£ GE R EAN Y —~ B IR, AT R PRI
G. Inaccurate or incomplete maintenance and Trial, Corresponding
calibration — measurement errors delay | Inspect e
treatment; s, ik
g dE4P . RUEAAER B e 4 — I B AR, AE
WIBIT
1.1.3.8 Initial review of user interface ideas
FH P 45 1R SR W46 DF
A. Connect the power supply Trial, Corresponding
-The power connection is easy to operate, | Inspect ey
and will not be confused with any other| it3&, 146
interface note, no problem.
Conclusion: The connection 1is easy, and
easy to identify, power interface design,
no problem
a. I
~ERBIEE S ERE, BAS S HAR AR 3
FURVEER, WA .
gk EBEEA S, HE¥R, Bt
BA 1]
B. Turn on/off Auto Ref/Keratometer Trial, Corresponding
~There is an obvious indication mark on the|l Inspect e
switch of Auto Ref/Keratometer. Press the | B3, Ful

switch indicator “green” to light up, and
Auto Ref/Keratometer is normally started.
— After turning on Auto Ref/Keratometer,

press the switch indicator “green” to turn

off Auto Ref/Keratometer.
Conclusion: The size position of on/off

button is displayed and there is a green
light prompt, the size is appropriate, easy

to operate, no problem.

b. FTTF /2K e
—wekr P OCANT I AR R ARIS 4% T IF RN AT
TERALT S, ek IR H AL

—FT 0Pk, RN JF RGN “ax L K,
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otk I KL o
g5k JF/ Rt M E R H I A SO iR
™, KNG, BIERS, B R,

C. Display reading: Trial, Corresponding
As shown below: Inspect &
-Display font size appropriate, clear and A, K

easy to read:

— The measured value in the parameter area

corresponds to the related name, and cannot

be read incorrectly;

— Image display is clear, features are

obvious, no mistake reading;

Conclusion: As can be seen from the

interface, the interface reading display is

clear and easy to identify, and the

parameter area, menu area, etc. are clearly|

divided, there is no problem.

c. SWNTEHL:

W B R

—BRTFHRKNEE, THR S

~ZHCI B BB R BT AR AR, A

~BR BRI, AFAENR, AN,

510 WS ATE W, S s BUR R T W 2 P

W, HZHIX . RBXERL D, &A .

D. Use mobile platforms Trial, Corresponding
-Flexible movement of mobile platform, set| Inspect (i)

up, down, left, right, front and back moving
mechanical limits, rapid change, can
quickly adjust to the target value and
confirm;

—Mobile platform operation feels good, can|
clearly distinguish the moving position;
—Moving the platform gently to the left or]
right, the human eye image on the interface
will respond;

Conclusion: Using mobile platform can be
very convenient to complete the clear
positioning of human eyes, complete the

preparation work before measurement.

d. BT &
BT EBEREE, WE LN AR

HUBBR 1), SR iiak,  Aeitudiig 3 2 HAn

W, K




1IN

BT G RERGE R, REUIR X 22301
RO

BT ERE R A SE AR, b
NN SN Pl e

giik: (R ET G T MR IS PREE 1 52 N
HIR P75 W7 5 62, 5 sl B i A 28 A

E. menu

-Lists are clearly laid out and clearly
defined

Conclusion: Select all options in the menu,
and click on the interface parameter area,
REF, DISP, MANU, SIZE, PRINT, etc., to enter
the interface of the selected area, which

increases the usability, convenient

design, no problem.

e. K

— i BA R T, X3 B

S50 XSEETH I IUAAT RS, XIS
[X. REF. DISP. MANU. SIZE. PRINT4E, &/
X 5 3 W] e v s B AT N BT Ik IX 38 5D
Wy e A, BT, A R .

Trial,

Inspect

i, ke

Corresponding
e




F. Use a touch screen
—Capacitivet e, ea oprate

with finger
-The screen of Auto Ref/Keratometer is
large enough to be operated from any

position on the screen with your fingers,

making it easy to operate
-Touch screens are becoming more and more
popular, understanding and operation is no

problem

—An intelligent hot key is designed on Auto
Ref/Keratometer interface. You can click

the smart hot key to perform related
operations quickly and easily

—For example, when the user clicks the
shortcut key MANU, the SETUP MODE interface)

will appear.

Conclusion: The design of touch screen is
different from that of mobile platform,
which needs to be rotated and selected in
a certain sequence. Any area on the
interface can be selected by gently
touching with your finger and the interface
or menu related to the area will pop up,
which increases the usability and has no

problem

. FH fuk 485 5

~fik BB A B, W TR, BUER
Vi

=k FEHE G K, W FHE T CAE R LR
BT, BIERS

~ i B R ORI AT, B ERIEWCA )
=k U BT R e RVEE, i R Re A,
PP AT R DGR, BRI E

~ 2 P s s PR BEMANURY, BRI AT 38 B SETUP
MODE 5 If -

it BRI AR TR EHE 2N
P Ja WU AT g i ik v, S EARAT — AN X3,
F-Fia 15 1 A 45 B A 3 mp i X 3 8 Y 9 DX A
KM ECE R, W T RN, A W

Trial,

Inspect

R, K

Corresponding
#its




G. Use the menu
— Access menu with touch screen
~The menu is set to level 2 for easy access

to the operation interface

—-In the operation interface, the operation
target can be realized through the touch
screen, easy to operate

—Special menus are password protected. You
need a password to perform operations to
ensure security

- Menu Puts function menus of the same
nature together for users to select and
search.

Conclusion: According to the above listed
three descriptions, using the menu is

convenient for users to operate and use, and

also convenient for manufacturers to
maintain and manage the machine, that is,
there is no problem in the design of this

menu.

g. =

— P 455 5% mT LAE N S
—EHON2RBE, B G HENRAE S
—(EFRAE ST, AT R il 455 SR AT H AR,
o RAE

PR AT ES IR, F B e AT R
fE, fRIEZ 4

—S R R R R 1) Zh R e — ke, 8T
F ik SR E K,

S50 MRE DL EA2E R =k, s,
JIER P BRI, 58 7] S HLER Y

YEgr AN H, RIS BT R R

Trial,

Inspect

R, K

Corresponding
Fer




H. Daily maintenance and maintenance

— Maintenance and maintenance instructions
are included in the attached operating

instructions

—Cleaning and disinfectants are readily
available in hospitals and only need to be
diluted accordingly. The choice of cleaning
agents are:

(1)Dilute ammonia

(2)Diluted sodium hypochlorite (bleaching
powder for washing)

(3)diluted formaldehyde

(4)Hydrogen  peroxide (3%)

(5) Ethanol (70%)

(6) Tsopropyl alcohol (70%)

There are many options for cleaning and
disinfectants;

- Cleaningmetodsareasfollo:

(1) Turn off Auto Ref/Keratometer and
disconnect the power cable.

(2)Use soft cotton ball, adsorb
appropriate amount of detergent, wipe the
display screen.

(3) Wipe the surface of the equipment with
a soft, flannelless cloth after absorbing
appropriate amount of detergent.

(4) If necessary, use a clean, dry,
flanneless cloth to wipe off excess
detergent.

(5) Place the equipment in a ventilated and
cool environment to dry.

The cotton balls and rags used for cleaning
are available in hospitals, which are easy
to obtain and easy to wipe.

—White shell, contaminated surface easy to
determine visually

Conclusion: There are many choices of
cleaners, cleaning cleaners and cleaning
tools are easy to obtain in hospitals, and

white appearance, easy visual

determination of contamination, only need
to clean according to the manual “daily

maintenance and maintenance” chapter, so

there is no problem with this design.

Trial,

Inspect

i, ke

Corresponding

it




h. HHEORTR 44

— R IR S AP 150 I A 7 I B P 1 A P R
—THE AR R B S 2 3R 1F, R EE O
Fhike, ARSI

(1) # R = K

(2) R () A R BN (Ve I 0 8)

(3) Hi e (1) st

(4) XA K (3%)

(5) &1 (70%)

(6) 7 N (70%)

T R 7 A 2 A AR

1B R WR

(1) 55 Pl s, W T P U2

(2) f# FH LA IR ER, R B & 1B SRS
BERE R

(3) 8 FH B T A AT, R IS = v S
BRI &R .

(4) LB, fFAVERS . TR TRk A 22
Z RITE R

(5) ¥ 15 £ T B AE 38 XA I IR R KT
TV BT A AORR BRI SR A R B 5 T 3R,
JER-E5WiRr R

- BEEA R, SR S T H A E
ik IEEAIE Z MR, BERINTE G
B T HA R ER 5 TR, H s,
HHAGTHMWHE, REREEHEHES “H
WAARTR KA A FATHATIE R AT, Rtk
WA .

I. Move Auto Ref/Keratometer

-The distance between the foot of Auto
Ref/Keratometer and the body is convenient
for manual operation and easy to move
~The weight of Auto Ref/Keratometer is less
than 20kg, and it is easy for adults to pick

up. Twenty people in the company can be
selected for extraction, and all of them can|
be easily extracted.

Conclusion: easy to move, easy to move, can
be in the case of power and continuous
power, move, so this design has no problem.
i. F8 Blpkser

=tk JIG S5 ML B 2 [A) R B 5 (N T4 AE, 7 fE
¥ 3l .

kB (E20kg A N, BN FH SR, 18

Trial,

Inspect

I,

Corresponding
E




N E I 20 NBEATHR I, P A N#R W) J5 (S HRH
45k BHWME, BETIE, W ALER A
RO, BT R0, Bt oA

1.2

USABILITYSPECIFICATION
A PR

1.2.1

Genera
pyl|

a)Device:

= 7 s B

Name: optometry; Model: RMK-700; RMK-800
GENRK2;

ZFR: wkk; RS RMK-700; RMK-800. GENRK2;

Trial,

Inspectif
i, KL

Corresponding

e

c¢) Basis:
b. B&:

—Intended use, see 1.1.3.1;

-For possible usage errors, see b of
1.1.3.3;

-Hazardous situation or damage in relation
to use, see 1.1.3.6;

—Conne e poe u Aut
Ref/Keratometer;

—PressAuto Ref/Keratometer power button
to turn on Auto Ref/Keratometer

— Enter the setting menu, set
patient-related information according to
the actual situation of the patient, and

select the appropriate mode for

measurement;

- E, W1.1.3.1;

T REMOAE AR R, L. 1. 3. 3fb;

MEHA RN fEEAERRE, 1. 1.3.6;
—ekxIE R HLR,

% Tk FFHLEE, 4T exx

~HEN B E SRR, R AL RS LR E A
MHRAER, EFEEHERNE;

Trial,

Inspect

WG, K

Corresponding

e

1.2.2

Usage scenarios

5 P 14 55

Worst—-case scenario, patient for patient,
operator for medical staff
RS S BRINTEN, SE RN, BIEEN
E AP
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A) in the hospital
— The patient is an adult patient or a child
patient and the operator is a hospital
doctor/nurse

— The patient is in a separate ward
—Perform REF, KER and PD measurements
— Medical staff diagnose the patient
accordingly

—Optometry completed, disconnect

attachment from client

—Disconnect Auto Ref/Keratometer from the
patient, turn off Auto Ref/Keratometer, and
disconnect the power supply

—Put Auto Ref/Keratometer attachment back
in place

—Clean Auto Ref/Keratometer and its
accessories if necessary

a) fEEE B

- BF N ABULE RN, BEH R
EA /P

—Jp3 N AE FRBH ER) 9 B L T

-#E47REF. KER. PDI &

—BR N GO N BE AT AH B2 Wy

—BGTE R, W I AT A N R

— Wy st R R 5 R E 4, OC P ok, T FELVRE
— i swsor BT A T8 [ JiR Ak

— o BN 37 Vi ek S LY 1

Trial,
Inspect,
Scene
simulation
W, K
5%, fERE
i\

Corresponding
Riér




B) In an eyewear store (optometry center)| Trial, Corresponding
-The patient is an adult patient or a child| Inspect, ey
patient and the operator is an optometrist| Scene
-The patient is in the optometry room simulation
—Perform REF, KER and PD measurements W, K
— The optometrist diagnoses the patient o, TR
accordingly ),
—Optometry comple , disconnect
attachment from client
—Disconnect Auto Ref/Keratometer from the
patient, turn off Auto Ref/Keratometer, and|
disconnect the power supply
-Put Auto Ref/Keratometer attachment back
in place
—Clean Auto Ref/Keratometer and its
accessories if necessary
b) 1E IR 45 32 7y (R )
-~ BENEEFER AN BULER N, #BIEE RO
il
—J NAE R 56 == BT
-3 ATREF. KER. PDll &
—I8 6 S N BEAT AH B2 B
~BOGTE R, WOT B AT A0 N B 3 4%
— Wbt sl AR B R IE S, 5% Tk, I T R YR
=g otk B A1 T ] R Ak
— Wb LI Vi i ke S LY A
1.2.3 OPERATOR actions related to PRIMARY
OPERATING FUNCTIONS
MIEA AT BEA RIS 3k
A. Connect the power supply through the| Trial, Corresponding
power cable Tnspect ey
a. 38 R Y R e HL YR R, Rk
Trial, Corresponding

E ;;ﬁt \Ir}spect ey

) ) ) Trial, Corresponding
C. \Set{gzjain; information, Inspect Wil
o BERAEE R, Kk
Place the patient’s lower jaw on the chin| Trial, Corresponding
rest and the forehead close to the forehead TInspect iy
patch; Ocular fixation R, I
d. B B FHURAE T EFE B, BRI S AU
iR 52 H AR R AR
E. Perform data measurement Trial, Corresponding




e. HEAT E 4 ) &= Inspect e

W, Ak
F.  Read the measurement data from the | Trial, Corresponding
display Inspect e
.o B e O & R, R

Trial, Corresponding
G. On the touch screen, select smart hotkeys N
g I ABL, HEMAENE, WaRe | spect R

e, A
H. Patient departs from Auto | Trial, Corresponding
Ref/Keratometer Inspect e
h. S B T ek R, Kk

. Trial, Corresponding

{ ;é)mturn it off Inspect Wil

e, Rk

Trial, Corresponding
”T' Disco?nect :che power supply after use Inspect oS
3. AR T R R, KL
K. Clean Auto  Ref/Keratometer apnd | Irial, Corresponding
accessories if necessary Inspect &
k. OB HE ATk, BRI VG R, Rk
L. Store and transport optometers Trial, Egl;lgesponding
R . ‘Inspect ra

R, Rk

1.2.4 OPERATOR-EQUIPMENT INTERFACE requirements

for the PRIMARY OPERATING FUNCTIONS
FEARBRAEDIRER S H R
A. Connect the power supply through the Trial, Corresponding
power cable Inspect iy
—Suitable length of flexible wire I, K

- Easy to insert

- ood connection

— Not easy to come loose
a. JH 3 RV R 2 e HL Y
“HHAKE SIS

- HTHEA

- EERE

- ARG




B. boot Trial, Corresponding

-The power button is clearly positioned | Inspect ey

-The power button is easy to identify RIG, WIS

—There is a distinct feeling when the power]

button is pressed

—Pres a eeae e e b , and

the power button automatically pops up

—After Auto Ref/Keratometer is powered on

the green light on Auto Ref/Keratometer

switch is on. Auto Ref/Keratometer is

powered on and works normally

b. JFHL

—JEAL B A B

~TEHLEE 5 TR0

—FEHUBE % N I A R

—“JEHLER N SO, JTALEE B 3h i

“SEMITHLG, s JFRGAT 255, SO,

ok TAE IR

C. Connect accessories to relevant Trial, Corresponding
e A

measurement sites Inspect N

-The optometrist alone can easily complete RS,

the relevant connection

-The connection position should be

consistent with that of the industry’ s

optometers

C. W PR B B AR OC PN & o

~B0 6 N A BN AT LA 5 58 BURH 5K 2

—HERAL B AT A e I R A B — B

D. Set patient information Trial, Corresponding

-Ability to deliver convenient Settings to| Inspect e

receive patient details RIG, WIS

d. W EHAEE

—RE S 58 5 13 ) e E oW A TE4ELE B

E. Take an acuity measurement Trial, Corresponding

—Press the measurement button to get the| Inspect ey

measurement result quickly TR0, KL

—Continuoumeasuremet can be carried out
if necessary

—Cyclemeure ep e
e. AT R 77 &=
i & 25 2R

NI R, BEIR AT
— W EEY, T REAT SN R
— Al AT I




F. Read the measurement data from the Trial, Corresponding
display Inspect ey
- Appropriate font size WG, KL
—Measurement results are highlighted in
large font
— Measurement data and parameter names are
displayed in the same area
—Optional working irace clear
reading even at a longer distance
-The display screen is recessed to prevent
accidental damage or scratches
£, M 73 5 1 I Kt
TR RN G IE
- 25 R KPR B OR
— N 4 AN 2 B A PR AE [F] — X 7
— A R AR SR, 3 R B PR R R AT
%
—SoR BE M HE L, By b S AN B R
G. On the touch screen, select smart hotkeys Trial, Corresponding
-Touch screen can be operated directly by| Inspect ey
fingers without tools R, I
— Touch screen operation is accurate and
easy
— Smart hotkeys are easy to select, and
related functions can be implemented
quickly
g W ARBIGE, EEEEREINEE, HEATHHOCHRAE
—fu s B el TR B AT R AE, EW LA
~fil BT . B D)
B RENVEEA DOk B, AHSRTNRE T LUR PRk
o
H. Move the patient away from the measuring| Trial, Corresponding
unit Inspect ey
-Easily move the patient away from the e,
measuring area without causing injury or
discomfort to the patient or operator
h. H BB DI A 7 T
—% oy B B E NI TR, A A ek
BRI B AN
I. to turn it off Trial, Corresponding
—Press the power off butto, Auto Inspect e

Ref/Keratometer will shut down, to prevent

meaningless operation shutdowni. 7 #L

AT IRHUERE, e kML, PR TR R R

W%, K




(=S

J. Disconnect the power supply after use | Trial, Corresponding
—Commons e , easy | Inspect e

to disconnect from the network power supply| iR3&, 36

3. M8 JE T s

—FL YRR A LU L, 5 T [ I L Y b

ot

K. Clean Auto Ref/Keratometer and Trial, Corresponding
accessories if necessary Inspect oy
—Cleanersrcommon  in medical use e, i

—Cleaning eliminates the need for special

tools;

k. 0 B R AT kxR (R T

— ¥ Vi 0 s R

R CRCEE N S5 SN

L. Store and transport optometers Trial, Corresponding
-During torage and transportation, pack| Inspect 5E

Auto Ref/Keratometer;

— Carton st ¢h 1 ufficen;
—Moisture—-proof packing in plastic bags;
— Use pearl cotton with detonation rate of
28, the minimum thickness is more than 25mm,
to provide strong protection;

-There is a notice mark outside the box to
remind the storage and transportation
conditions to be met;

INVER N e T

A7 ISR, ek A

— AR R 2N

— i DR AR AT 7 AL

A R PR A5 3 R 28 B Bk A, B/NERERT
25mm, $& ko5 J1 -9

~FAMEIEEARR, SRR 5 R 2

& s

WG, K

1.2.5

User interface requirements for those
frequent or security-related usage

scenarios

X AR LE I H B B A A SR A R R

R #2 LEOR




A. After reading the attached document, the| Trial, No

operation of Auto Ref/Keratometer should be| Inspect unacceptable
easy to perform and include: R, K% | riskAnjEsz
-Take Auto Ref/Keratometer out of the g AR
storage box

—Conector power supply

— switch on

—Connect the attachment to the relevant

measurement site

- Set patient information

-Take an optical measurement

— Read measurement data from the display

—On the touchscreen, select smart hotkeys

to perform related operations

-The patient is moved away from the

measuring unit

— Store and t Sp opoeters

a. 7E B BEBE R SO, sk (R 38 A N 5 T 04T

B AE AT

=Kok WAE AR 52

— 3k HL UK

- JF

= B A 3 2 8 AH S ) B AL

-WEWRAER

—HEAT MO B

— MR 73 3 R BN 2 A

- AR R, PR R AR, HEAT A SR HRAE

— R DI B A 7% T

~fEfif . 18 feek

B. Easy to replace and install fuses and | Trial, No

easy to install printed paper according to Inspect unacceptable
the instructions in the attached documents| {4, 4% | risk A2
b. #ZBEM AT dE s, DR L2R ¥, LA G ) R
THEAT, FTENARZ 3 5 T3k AT

C. For users who do not understand the Trial, No

speech provided, there are clear and Inspect unacceptable
understandable pictures, and most of them WG, R | riskAr#Es2
are designed for the general requirements A JRUSGE

of Auto Ref/Keratometer
c. W T AERRMESEI A, A8 2
HIEL R, HIRHES 2 e v stk [ 38 FH 225K

D. Only compliance is proven to be intuitive

to the intended user

d. AHFFEUE W U T 2 B




1.2.6

Requirements for determining whether basic

operational functions are easily

identifiable to users
KT AEAEDRE 25 2 T 9 R 51
HR

A. Unpacking: Trial, Corresponding
~Keep carto when necessarya. ] J £ % . Inspect &

— U BN {5 4R b, s

B. Connect the power supply Trial, Corresponding
—Power connection ierface in easy to Inspect s

think, easy to see position R, AL

b. M % YR

-HEEEEOES THER 5 TF LK E

C. boot Trial, Corresponding
~The switch is on the front panel, marked| Inspect e

with obvious symbols e, I

c. JFHL

~“FERAERIR b, AR Sl

D. Connect accessories to Auto Trial, Corresponding
Ref/Keratometer Inspect oy

— Attachments have anti-freeze processing PRI, K

and will not be connected incorrectly

— Accessory connector is designed with

positioning card slot for easy access

—-Attachments are attached to the patient’s

relevant measurement site

—Meet the general requirements of Auto

Ref/Keratometer, no special requirements

d. SEHE PR B ek

-M A B R A, Ao ERE R

- R B AL R, BSEA

— B A i e B N AH G I 5 A7

— Wl il K, TR IR LR

E. Set patient information Trial, Corresponding
-Requires quick and convenient operation| Inspect (i)

e. WEMAGEE e, A
—BORAE T (AR B ) R 4E

F. Take an acuity measurement Trial, Corresponding
— No additional requirements Inspect &

. AT W, R

—JC I i SR

G. Read the measurement data from the Trial, Corresponding
display Tnspect ey

- No additional requirements, see 1.2.2 | R4, 4




g. MR 7 B B & i i
-EAMHE R, W1.2.2

H. On the touch screen, select smart hotkeys| Trial, Corresponding
—— No additional requirements, see 1.2.2 | Inspect e

ho B BB, R R RR AR, BEATAHSCERME | 56, KL
—EAMMER, W1.2.2

I. Move the patient away from the measuringl Trial, Corresponding
unit Inspect ey
— No patient required, see 1.2.2 R0, KL

iR B W AR AL AT
A BEESR, 12,2

J. Storage and transportation of optometers| Trial, Corresponding
-Do not damage Auto Ref/Keratometer and its Inspect FE
accessories during rough handling W0, KL

o AFAE S I8 ek
—HH PR I AN BE A5 I seore S Y F

2.8.4.  JREEH

2.8. 4. 1. X kil 45 A — 3k

2.8.4. 1. 1. MR EHhFE

2.8.4. 1.2, MR LS FIUSCAE MR &5 RSOz [ e, BARE
L RTRRIR B .

2.8.4.1.3. BWIFENGRLZ T e bm 0 IARE 5 A0 Z 1T BRI T A o
T HIRERREA, ARRNZ, AEFFEGR. TR,
RAZRRFHUE (7720 R TR B B A RERE S MARIE R &

BT
2.8.4. 1.4, %€ B BRES AR n] 152 0 R A LR IE A (1 T
TR E o

2.8.4.1.5.  MAITH A A7 N VB
2.8.4.1.6. RIGERITIFE & N T2 g HAAS A 5ot F AN G 1k B4 Al
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i) R
2.8.4.2. JEHERAHLREIEE 0 B IEME . IR AL 3R 3 T 518 B
2.8.4.2. 1. HEMBATRR NN T RIBETT, R S TR ARIR b5
2.8.4.2.2. PRI H NE E
2.8.5.  WE S TR] AT A

FANERE BN &R BIBENLSG, A —A 21,
A DURAE A 298 1 S 2l
2.8.6. A E A

M A O B T N AE Sk, TR AR O N OR AT TE BT R
s
2.8.7.  TMA R KR EUE

MR N 53 A 3 B e 1 BT A I IR R 2B 5 1, 2RI R4
ZARMAFYINRIE, B AP EE . Fra s 5 2 o) e &,
SHEETEH . WA SR Y)W IR P E A, SR TS
R EUIE 24 it o
2.9, mHPrK

W 75T NS AEMRENL, IR A & WA 5 A ] 34 1] 0428 2 42
PN R P o DR 28 B AR H W 22 HEA, 3l 0 6 B N CRRA
R He) 7E R R b 2 TR R, E I s R Wk A R T
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IS UF T RIAE T2 R AT UE 5 AR 28



By w MRS UEIE 3K

puis

3. 1. B AE

AJ YRS IE TR
3. 2. WE Tk

PR E T R 2, AR Bk, DS P TS, dskb
EGES
3.2.1.  MNELARHUH RN 22 e 25
3.2.2. Aol BT
3.2.3. KBRS I R
3.2.4. fEAIRTHIEEL, EEF
3.2.5. AU RIHT B R % S HROR
3.2.6.  AZIETUY AL g AL AL
3. 3. Wik R

GBI AN R E va Tl i

EiFC hlongmed.com EEEES EWE MDCPP.COM
avaess ETEWESTES ETEGEREl  ErEsmnEe EM=EIEs
TUEFEEERFS MEDICAL DEVICE WEB TRAINING KNOWLEDG KNOWLEDG
WECHAT OF CONSULTING CENTER ECENTEROF ECENTEROF MEDICAL

HLONGMED SERVICES MEDICAL DEVICE DEVICE



	2.6.3.  准则

