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Instructions for use of

Disposable Skin Retractor

[7=f4#%] Product Name
— VM e T %% Disposable Skin Retractor
[F=RARRZ# ] Product Structure
— IRV R AT 2835 H AR PR LS . H 27 0 e B FORE AT 4R, R A4/ S B S
P IRAEATRANE R, PIFM S I A o s I 1. K 2 fos:
There are two models for Disposable skin retractor, model H and model R respectively. H
model is composed of hook and silicone rod, R model is composed of support plate,stud

and buckle.The structure of two models are shown in Fig.1. and Fig.2:
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1 #JF hook 2 HEAT silicone rod
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Fig.1 Diagram of H model-skin hook



[ ZIS31#% ] Product Model
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1 32 # 4% Support plate

2 1Z#¥ Locking screw
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Fig.2 Diagram of R model-retractor ring

3 K40 Buckle
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The specifications of R model of Disposable skin retractor

BAL Unit: mm
U5 BT WA (D) | EERAER () | BEEFKE (L
- Diameter of Diameter of Length of
Model&Specifi REF Appearance of . .
cation hoolk hook silicone rod silicone rod
(mm) (mm) (mm)
SG1601-H-1 SG1601-H-1
3mm R4
SG1601-H-2 SG1601-H-2 0.5+0.05 2.3+0.1 150+5
sharp hook
SG1601-H-6 SG1601-H-6
SG1602-H-1 SG1602-H-1
Smm 9%
SG1602-H-2 SG1602-H-2 0.7%0.05 2.84+0.1 163£5
sharp hook
SG1602-H-6 SG1602-H-6
SG1603-H-1 SG1603-H-1
12mm 54
SG1603-H-2 SG1603-H-2 1.0£0.05 2.8£0.1 163£5
blunt hook
SG1603-H-6 SG1603-H-6
SG1604-H-1 SG1604-H-1 | 12mm 4%
SG1604-H-2 SG1604-H-2 | Two-Bifurcate 1.0+£0.05 3.1£0.1 1555
SG1604-H-4 SG1604-H-4 Hook
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The specifications of R model of Disposable skin retractor

BAAT Unit: mm
=} = 9 7 . =
T SHBULE | N T
Model& REE Appearance | £ (a) 7% (b) (o (o With
Specification of Support | Length Width 1 ot depth | Slotwidth | PUoKe
plate numbers
SG1601-R | SG1601-R ' 234+5 99+5 11.0£0.5 1£0.1 %Ij]}n
24
SG1602-R | SG1602-R 210+5 99+5 11.0£0.5 1£0.1 )
2 pieces
_ N
SG1603-R | SG1603-R 304+5 99+5 11.0£0.5 1£0.1 )
2 pieces
SG1604-R | SG1604-R .. 141£5 141£5 11.5+0.5 1£0.1 %I\fjn
24
SG1605-R | SG1605-R 188+5 99+5 11.0£0.5 1£0.1 .
2 pieces




SG1606-R | SG1606-R 323+5 99+5 11.0£0.5 1£0.1 %JTA?D
SG1607-R | SG1607-R 245+5 141+5 11.5+0.5 1£0.1 %I\Jf:n
24
SG1608-R | SG1608-R . 185+5 117%5 8.0+0.5 1£0.1 .
2 pieces
b

[FiHAFi& ] Intended use
PR TSR PRI AP, BT AR
It is indicated for use to provide incision retraction and to aid in visualization during surgical

procedures.

[EFAWERE] Indications
Pl TSNP RN BN, B EE T AR
It is indicated for use to provide incision retraction and to aid in visualization during surgical

procedures.

[ )] Intended users
e P A2 A% FH Ul B B AT BRI 25 N L

It is used by healthcare professionals who can strictly follow the instructions for use.

[ &3 A\#t] Intended patient group
i ERAT MR PR AT B

It is intended to be used on human patients with no restriction on age or gender.




[ %] Directions for use

L FEF AL OB 720138, FARIRIBIRL 3100 4 SR BT iy Bk hi gy, DA 20134
{37 & [#] %€ . Place retractor ring around surgery site. Pull the skin hook in 4 directions with
equal tension to hold retractor ring in place.

2. BEEMRIAHERE, S AT is B B EIR AL . BN Bl S e 6 B B P R A
PLF-#7 U 46 . As dissection progresses, advance position of hook into deeper tissue. Add or
reposition hook to desired angle for balanced retraction.

3. AR RFFHR I MTE E 5K /7. Maintain constant tension of hook while suturing.

[E=EFE ] Precaution

Lo 27 ft B2 ER BE ™ 42 A8 0 U0 P P EAT AR RO B 55 N DUE T, JF 1 P AR IR A
fe = . XU AN 25 4k . The product should be used by healthcare professionals who can strictly
follow the instructions for use and understand the potential complications, hazards, risks and
benefits of the procedure.

2. B, A . sk ERARON, A R0, MEEEM . Do not use if
package is damaged. Check the expiration date on the package, and do not use if the date is
beyond the expiration date.

3. A7E S ASBEME FH AR & A Y A FAth B (1. The product cannot be used for any other
purpose out of the indications.

4. SG1602-R. SG1603-R. SG1605-R F1 SG1608-R VUMUK LA B F1411,  BLPR#FEE

FE RS N MR 24-38Fr, IR, i . SG1602-R, SG1603-R, SG1605-R and
SG1608-R, these four specifications are with buckles in inner package. The buckle is used in
combination with a catheter in 24-38Fr. It is forbidden to use if the catheter is not the specification

as required.

[%#7~] Warning
Lo AP — IR AR, AMFREMH . REAHE., REKE. REMEH. REAH,

5



S S2K R AT RE - B0 AR TS Y sl 5| R AL SO fE R, NI S BUERE 205, 7 AR50
FEE IR, For single use products only. Do not reuse, reprocess, or re-sterilize. Reuse,
reprocessing or re-sterilization may create a risk of contamination or cross-infection of patient
which may lead to injury, illness or even death of the patient when in severe cases.

2. AP MAM A CREK R, RS, 1§ 27){EH . The product is sterilized by EO.
Do not use if package is damaged.

3. AR, FETRE . RANA RN, JFHE. If the inner package
is damaged, the parts fall off, and there is foreign body in the inner package, do not use and
destroy it.

4. G, WEDNAF AR EAAE T, MA SRS N pE A
TUAHSAMALE . AEEREESR, UREREEMAEYSEE . After use, the device shall be
isolated and managed as waste, not stored at will. It shall be destroyed and disposed of in
accordance with local laws and regulations. Do not discard at will to avoid infection or microbial
damage.

v 5% R AT AR )™ B SN [ ) 3 R R A S A (B0 R PR A 4 R R =
B4 JF#lk 7 - Any serious accident related to the product shall be reported to the manufacturer and
to the competent authorities of the Member State in which the identified users and/or patients are

located.

# SRE] Contraindications
P e VAR 2% 2E . No known contraindications.

[E17EF ] Side-effect
J¢ None

[t FR1i2%1] Transportation & Storage
P2 N AT TRAEABRHR E AL 80% kit =ik Brb. Bk B, EXRLEF. i

FHEN. SHEIHZMEH.

iz B R S A B A, AR R s T R s, Bl E . PR
Rk
The device shall be stored in a room with relative humidity no more than 80%, no corrosive gas

and good ventilation. Do not use after expiry date.



Pay attention to the protection of products during transportation, and use conventional

transportation tools to prevent heavy pressure, sharp object collision, sun and rain.
Shelf life

AR =5

3 years

The symbols on the package labels

No. Symbol Title No. | Symbol Title

COUNTRY AND DATE OF
MANUFACTURE

2 LOT BATCH CODE

CONSULT INSTRUCTIONS FOR
CAUTION 6 USE

MANUFACTURER 8 USE BY

3 ® DO NOT RE-USE 4 M D MEDICAL DEVICE

DO NOT USE IF PACKAGE IS
DAMAGED

9 REF CATALOGUE NUMBER 10
C€

11

12
e CE CERTIFICATION RUBBER LATEX

THE PRODUCT HAS PASSED DOES NOT CONTAIN NATURAL
- %

13 uUbDIlI UNIQUE DEVICE IDENTIFIER | 14 QTY QUANTITY

AUTHORIZED
% REPRESENTATIVE IN THE
15 : DO NOT RESTERILIZE 16 Iama:
% - EUROPEAN COMMUNITY/

EUROPEAN UNION

STERILIZED USING ETHYLENE

OXIDE 80

SINGLE STERILE BARRIER 18 0 HUMIDITY LIMITATION

SYSTEM WITH PROTECTIVE
PACKAGING OUTSIDE

17 '

19 ‘ji\‘\‘“ KEEP AWAY FROM SUNLIGHT | 20 T KEEP DRY

21 M NON-PYROGENIC




SURGITOOLS MEDICAL INSTRUMENTS CO., LTD.

ADD:3-A&2-A, BUILDING 5, NO.188 BINJIANG ROAD, CIXI HIGH-TECH INDUSTRIAL DEVELOPMENT ZONE, CIXI CITY, 315301
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ADD: KONINGIN JULIANAPLEIN 10, LE VERD, 2595AA, THE HAGUE, NETHERLANDS.

TEL: +31644168999

4% S Document Number : SG-IFU-SG16

W45 Version: A/O
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