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Simple Medical (Shenzhen) Limited
Instruction For Use
SIMPLE Premium OA Knee Brace S2
Model: 11007 & 11011 Size: F

Product Structure and Performance

The Product is mainly composed of plastic shells, metal bracket,
straps, liners and accessories. It is designed to be lightweight,
with a built-in brace and non-slip liner for proper protection of
thigh/calf. The unique patented hinge technology can effectively
reduce the load of knee varus or valgus. Through the
optimization of single column support and unique knee varus or
valgus angle adjustment, it helps to relieve the pain and pressure
points of the knee joint. Special profile design provides smooth
flow of the legs and improves ligament protection. Patented fast
fastening system, which can quickly wear and take off the
product. The truss pad adopts a mesh system, which allows air
circulation to keep the skin away from heat and humidity and
improves the comfort of wearing. The product is suitable for a
variety of uses, so that patients get a good recovery.
Indications:

¢ Mild to severe unicompartmental knee osteoarthritis

¢ Medial or lateral compartment

Application instructions
NOTICE: Before use, please set the hinge of 0°on horizontal

position. The setting of the support angle should be performed by
a trained professional in accordance with the doctor's instructions
for inner and outer unloading, which will be adjusted in step 5.
STEP 1. Loosen the fastening strap and press and hold button 6 to
remove the buckle from the base in turn (Fig 1a~1c).
STEP 2.Sit with your leg in the brace, knee slightly bent, center of
hinge aligned with center of knee cap (Fig 2a).
STEP 3. Tighten the straps when fastening the straps the hinge
should be kept in a supporting state to prevent movement. Click the
buckles in place to ensure that the position of the straps is tight(Fig
3a~3c).The sequence of fixed straps is as follows:
Strap#1: Fasten the upper part of the calf.
Strap#2: Fasten the lower thigh.
Strap#3: Fasten the part of the lower calf..
Strap#4: Fasten your upper thigh, not too tight. Too much tightness
can result in slow circulation or a downward movement of the stent.
STEP4.Adjust the tightness of each strap, which should be tightened
comfortably to ensure safety support and provide unloading.
NOTICE: From the side, the hinge should be slightly behind the
midline of the knee (fig 3a~3c). In order to ensure good movement,
it is normal for the brace to drop during walking. Adjust the position
of the straps and bracing if necessary .After the setting is
completed, the braces can be taken off by buckles without relaxing
and tightening each fixed strap (Fig 4).
STEP 5.Product initial installation: knee bend30 °, turn hinge center
screw 1/ 8 (important) clockwise with adjustment tool to increase
unloading on the outer side or unclockwise 1 / 8 turn to the center.
This is the best starting point for initial use (fig 7 ~8).
STEP 5-1. Stand and walk short distances to ensure comfort after
each adjustment and adjustment of support. If there is any
discomfort in the knee or leg, adjust the angle slightly back.

If more unloading is required, turn hinge center screws no more
than 1/8 turn. Walk after adjustment and check for comfort.
* Important: Excessive adjustment of hinge center screws may
cause discomfort or skin pressure problems. Please adjust carefully
"Wearing time" :
Gradually increase the wearing time of the brace and adjust the
wearing time of the brace if the body allows.
Preoperative wearing time:
The first wearing time starts from 30 minutes and gradually
increases to no less than 2 hours per day according to the degree of
body adaptation. The supporting angle of hinge can be adjusted

again in condition of no discomfort.

Postoperative wearing:

The standard of wearing should be decided by the doctor, including
the angle of hinge support, the angle of flexion and extension, and
the time of wearing every day. The pain caused by osteoarthritis
takes time to subside. Wearing a brace regularly for weight-bearing

activities (such as walking) will start to feel lighter as it will reduce

Joint load. This may require wearing it for weeks or more to reduce
joint load until your primary care physician allows you to remove
the brace.
Range of Motion Adjustments
Start from the standard 0°.Additional flexion and extension angle
accessories can be installed and they shall be fitted by the doctor as
required. Optional extension angles include 5°, 10°, 15°, 20°, and
25°; Optional flexion angles include 30°, 45°, 60°, 75°, and 90°.
*Please purchase and use the product under the guidance of your

doctor or professional.

Strap length adjustment

To determine the required length, open the strap pad, open the
end of the binding strap, separate the Velcro and the binding
strap, cut to the required length, and then attach the pad back to

the end of the binding strap.
CARE AND MAINTENANCE
Liners can wash by hand using neutral detergent and 30 C water,

and natural dry. Do not use clothes dryer or other heat source for
drying.
Metal parts should not be washed with water. Hinges can be

lubricated with dry silicone spray

WARNINGS: If you experience pain, swelling, sensory changes, or
discomfort with this product, please stop using and contact your
doctor.

For Single Patient Use Only

NOTICE: The device is a one-element holistic treatment program
managed by medical professionals. There is no guarantee that
damage can be prevented by using the device.

Basic product environment
1) Ambient temperature: -15 ~ 60°C
2) Relative humidity:< 80%
Product materials
1) Plastic shell: polyester resin
2)Metal support: aluminum alloy/stainless steel
3) Buckle: ABS/ polyester thermoplastic elastomer
4) Angle adjustment accessories: nylon + glass fiber
5) Strap/pad: nylon/polyurethane/polyester /EVA/ Velcro

Contraindication

A Use with caution for unstable fractures;
& Use with caution in osteoporosis;

A Use with caution for cognitive impairment;

& Use with caution for bony ankylosis;

Storage, transportation and expiry date of products
1) Term of validity: 5 years.
2) Storage of the product: please put it in a dry and clean room
before use to ensure indoor ventilation.
3) Transportation: the product shall be dust-proof,
moisture-proof and pollution-proof during storage and

transportation.

Waste disposal
Disposal of wrapping paper (bags): please dispose of the
packaging of this product according to the local laws.

Symbol and picture description

ﬂ Manufacture Date LoT Batch Code

medical device g It is valid for five years

B Protect from sunlight

Hand wash only

& Warnings and Precautions

Reference instructions
Accessories list
Instructions ------ 1 COPY
Angle adjusting accessories ---- 1SET
Angle adjustment key ---- 1PCS
Condyle pad ---- -- 1PCS
After-sales warranty
Warranty: All products from the date of purchase as the original
date, normal wear and tear of the product in the use of the
process is not considered defective.
The following parts from the date of purchase to the warranty
period, if there is any material or process defects, please contact
your seller directly. The manufacturer will complete or partial
repair or replacement of equipment and/or accessories.
Plastic shell ---- -- 1 year
Metal support ---- -- 1 year
Simple Medical (Shenzhen) Limited
‘ Address: 519 Wisdom Valley, No.1010 Bulong Road,
Minzhi Street,Longhua District,
Shenzhen, China.518131
Tel : +86-755-86038563
Web: www.simplemedical.cn

E-mail: service@simplegroup.net

EC | REP

SUNGO Europe B.V.
Fascinatio Boulevard 522 ,Unit1.7,2909VA Capelle aan den

lJssel ,The Netherlands C :

Tel: +31(0)10-3034500

*Please refer to the Instructions before usage



www.simplemedical.cn
BRI B E TR AR A A
77 i 1t B 45
TR FI [ 72 a4
P 11007 & 11011 P24 ks : F

&=

—. FEmEM KRR
KHES TR S, RE. SRR K.

PR R B B A BT, B SR AR AP v A B

fF15 3 B 5K //NBAE b Ry . I S AR g

KRR AR, GEW% A S0f 5 M P B S A 0 1) £

far o JE I B ST S A S R R IR P R/ B A R R

MItA, A BT MR T PR A R i 50

WA ER T, AR EE AL I sl A3 & T )

WA . R ARKPEEIN RS, PR

FHL R AP HRA T ORGSR, %

RGL AR P R SR, R R 1 I

APIET .

—. PEE

FH T WAL (1) 41 1] 2 B S 4% o

=, B

o 5 5 3 PR IR SR B AT R

o P9I B84 M g =

=. MA¥H
BE: EFEHZH, BERREREN0° BUKPEAE.
WE X AN A2 G A RZBEA N RRE
ITHSMUENS, WLES IR b AT HE.

IR 1 WATFIE T, $eAH 6 KUK AR L
B (F1a™1e)

IR 2. AREERRBGH S BN, R, Bk
OB SRE O EX ST (K 2a) .

A7 Tk s N o8- i 2 o B Y (Y VA S e
RSB IER B, B dndndE, SmEmRIAL, RIEEH
ArEZRE. (B 3a 3c) RIBAHIEL R :
il R /R L.

ginrn2: R KT

a3 R TR

ghartd: RANMR EHE, AEE. EnTREs FEUnR
TEIA NG B B A T 23] o

WIR 4 PRSI R, R RLETIE IR, A
Wl DR 2 A SCPE RN AL Ar
i WA, BN IEM S RS — (B 3a”
3¢) N T HIRE YIS, (EATERS, LR IER
(o BN FATYA AN B, BB TG, SR
T DU AT (B 4D 220, AT E R0 A S g 2% (]
TE T o

IR 5. SCERIVIIG LSS Baaaih 30° , iR T AT
BB O IR 22 I BT B 1/8 P (CELEE) AT
BV BN A 1/8 BB ) O BT o IR SR ) AE FH R e R
i A (& 5a™5b) .

IR 5. 1 SEL AT AR R, DARR GRS O R AR IE
HEE R IEE o WO SR A A AN, E A
Tl e i R R A

U ST T 2 (K A e O R 2 AL 1 /8
e, R EATE IR R A .
*EEH: I HBRE R OIRZ T RE 5 A E K R
EAEE. EEERE.

CEEERESTE]” .
TG 0SSR 2 SN R], AR B AR SR VR RIS TR S
F 15 S a]

RAGZEEIS (] B — IR G ET (8]t 30 80 4h, RE &
RIS R, BTG I B R AT 2 /NI 1) 28 FT
], 7ESRBA GO BB S A
RNIGFR: SRR b L 25 A2 R il 8 B SCHE
LN A 1 A7 B B B R 1) 2 SN ]
B IRTT 26 BRI T B DR IR . & g RS
HGs) (Fa: A7), SibRFREGE RS, BNE
SHPHAR AT A o X V] R R R LA B B ER DL _E SR g
BRI, HREIRIEREAEFRBERICT .
1B B R -

SCHEMARUE 0° ZEf . ZAM I JEAR A AT DLe s, A2
FH 2 AR 40l B 2R e 3 IE B IS . e KA ] ik
5° , 10° , 15° , 20° , F125° JEHRFSLZATHE 30° ,
45° , 60° , 75° F190° .

s R B AE BT b N R NI SR A

Fr K IR
FEFTHRARE, TP, FTT90 Rim, T REAR
MEAGRas, BRI, RS B R AT
R E %P

ot BUA] DU A PR 30 CAKTFHE, I BT . V)
DI AN BAE FH FAt IR AT T 45

JE AR oy AT KIS e, B T AR IR 2 SR ¥
B RIS i BRI, KA AR A,
A AE RSN, TEE IR IR R R A .

A T B B

ERE: ZRSERET N a5 ReT T RHET Y

N E R . A REAR U I 1225 B nT LAR 1R 4545

g, F=mhZEARERE

1) R85 -15~60°C

2) MRS : <80%

F. FEamipRl

D &k ah e REER G

2) & BT AL/ NN

3) . ek

4) FFE VAR AR Je B/ IR

5) dfas /4T B Je e/ A e/ KR (AN /IR /P
f1 /AU

AN e b,
N S i

ANt
A\

(EQREP LTSS VR
€. FRORE, BREAEEN
DA ROW: 5 4.
2) P RS . ATV I EAE TR TR E N,
PRUE= A IE K
3) it A SERAE SO R, MR B
IREE
I\, BRFYAE
BN (AL MUALEE: A5 K RS BRI P R 3t
DOEAIBEAT 75 B ACEE, X IR AT K.

fu. wRERs KER Y

A e
AL gk

N
(S ————
&, FROI 5 4

- ZHEEHUM
+. B R

RO /R 22/ N AR T 1 (&)
A R R ——— 1A
R A e 1A
+—. BERE
. A= I SE 2 HE AR H B, IEH S
TR TSR 1R 7= b A A I R AN B A R
DU 34 B WSk 2 HR 2 BRI, W5 Ea
s TET MG, 18 B ARRAAEER, K5
TGS A BIR 2 8 6 15 4 B B A a3k AT 52 42 BT
I3 HEAZ BN T 4
=T RSN 14
SR 14
+=. THRER
(=5 fR ] RS0 e 4
[T # i R kg 5 ]
B A 20180573 5
[ R AU 5 )
BRI A 4% 20170002 5
(R REr o N & RS |
B A 20180573 5
[ &N YNGR EST R A IR A A
LA Al T R BRI R PR A 7
[HbhE Y PRI e A IX R va T B 2 41 X A e i
1010 5 & EBA#r I 519
[ 5] 0755-86038563
[1%H] 0755-86038509
[hEEgmis ] 518131
[ 85 AR5 50 ] PRI BBy 7 R A FR A ]
[T HH#H]Y 2023 4206 A 30 5
[’k ) www. simplemedical. cn



