Instruction for Use

C€.

Device Description and Specification
Product

Gauze Sponge without X-ray

Photographs

Model

Gauze Sponge without X-ray is containing one model with different specifications, and
the company specifications are described as follows:” MG “is the abbreviation of the

company, “GS “is the abbreviation of the Gauze Sponge without X-ray,

Items Model L \W4 Layer
1 MG-GS 5 5 4p
2 MG-GS 5 5 8P
3 MG-GS 5 5 12P
4 MG-GS 5 5 16P
5 MG-GS 5 5 32P
6 MG-GS 75 5 4p
7 MG-GS 75 5 8P
8 MG-GS 75 5 12P
9 MG-GS 75 5 16P
10 MG-GS 75 5 32P
11 MG-GS 10 5 4P
12 MG-GS 10 5 8P
13 MG-GS 10 5 12P
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14 MG-GS 10 5 16P
15 MG-GS 10 5 32p
16 MG-GS 15 5 4p
17 MG-GS 15 5 8P
18 MG-GS 15 5 12p
19 MG-GS 15 5 16P
20 MG-GS 15 5 32P
21 MG-GS 20 5 4P
22 MG-GS 20 5 8P
23 MG-GS 20 5 12p
24 MG-GS 20 5 ler
25 MG-GS 20 5 32P
26 MG-GS 6 6 4P
27 MG-GS 6 6 8P
28 MG-GS 6 6 12p
29 MG-GS 6 6 ler
30 MG-GS 6 6 32P
31 MG-GS 75 6 4P
32 MG-GS 75 6 8P
33 MG-GS 75 6 12p
34 MG-GS 75 6 16P
35 MG-GS 75 6 32P
36 MG-GS 8 6 4P
37 MG-GS 8 6 8P
38 MG-GS 8 6 12p
39 MG-GS 8 6 ler
40 MG-GS 8 6 32P
41 MG-GS 9 7 4P




5

Medigauze Document No.: MG/CE-MDR-03-02-02 A/0
42 MG-GS 9 7 8P
43 MG-GS 9 7 12p
44 MG-GS 9 7 16P
45 MG-GS 9 7 32P
46 MG-GS 10 7 4P
47 MG-GS 10 7 8P
48 MG-GS 10 7 12p
49 MG-GS 10 7 16P
50 MG-GS 10 7 32P
51 MG-GS 75 75 4P
52 MG-GS 75 75 8P
53 MG-GS 75 75 12P
54 MG-GS 75 75 16P
55 MG-GS 75 75 32P
56 MG-GS 10 75 4p
57 MG-GS 10 75 8P
58 MG-GS 10 75 12P
59 MG-GS 10 75 16P
60 MG-GS 10 75 32P
61 MG-GS 15 75 4P
62 MG-GS 15 75 8P
63 MG-GS 15 75 12p
64 MG-GS 15 75 16P
65 MG-GS 15 75 32P
66 MG-GS 20 75 4P
67 MG-GS 20 75 8P
68 MG-GS 20 75 12P
69 MG-GS 20 75 16P
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70 MG-GS 20 75 32P
71 MG-GS 8 8 4p
72 MG-GS 8 8 &P
73 MG-GS 8 8 12P
74 MG-GS 8 8 16P
75 MG-GS 8 8 32P
76 MG-GS 10 8 4p
77 MG-GS 10 8 8P
78 MG-GS 10 8 12P
79 MG-GS 10 8 16P
80 MG-GS 0 83 2P
81 MG-GS 9 9 4p
82 MG-GS 9 9 8P
83 MG-GS 9 9 12P
84 MG-GS 9 9 16P
85 MG-GS 9 9 32P
86 MG-GS 10 9 4P
87 MG-GS 10 9 &P
88 MG-GS 10 9 12P
89 MG-GS 10 9 16P
90 MG-GS 10 9 32P
91 MG-GS 15 9 4p
92 MG-GS 15 9 8P
93 MG-GS 15 9 12P
94 MG-GS 15 9 16P
95 MG-GS 15 9 32P
96 MG-GS 10 10 4p
97 MG-GS 10 10 8P
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98 MG-GS 10 10 12p
99 MG-GS 10 10 16P
100 MG-GS 10 10 32P
101 MG-GS 12 51 04p
102 MG-GS 12 51 08P
103 MG-GS 12 51 012P
104 MG-GS 12 51 016P
105 MG-GS 12 51 032P
106 MG-GS 13 10 4P
107 MG-GS 13 10 8P
108 MG-GS 13 10 12p
109 MG-GS 13 10 16P
110 MG-GS 13 10 32P
111 MG-GS 15 10 4P
112 MG-GS 15 10 8P
113 MG-GS 15 10 12P
114 MG-GS 15 10 16P
115 MG-GS 15 10 32P
116 MG-GS 20 10 4P
117 MG-GS 20 10 8P
118 MG-GS 20 10 12P
119 MG-GS 20 10 16P
120 MG-GS 20 10 32P

Intended Use

Gauze Sponge without X-ray is used to cover/clean wounds or abrasions and absorb
their exudates, absorb body-surface exudates. It is only intended to be used as a
mechanical barrier; and not contact mucous membrane or manage the

micro-environment of injured skin.
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Intended Users

Medical professionals in a specialty, clinical nurses

Intended Patient Populations

Patients with exudate from wound, which including all age groups.
Age: no restrictions

Weight: no restrictions

Gender: no restrictions

Nationality: multiple

Intended using environment

Hospitals, health centers, clinics.

Side effect

Wound infection caused by improper operation.

Medical Conditions

With wound exudate

Indications

Patients with exudate from wound.

Contraindications

None

Not applicable

People allergic to cotton

Sterilization

EO sterilization

Shelf life:5 years

Cautions

1) This product is sterilized for single use only, discard after single use. Please do not
repeat sterilization, do not use it once again.

2) Should be used the product immediately after opening the individual package,
please destroy when it was used.

3) Do not use it if the inner package has been previously opened or damaged, or
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package be affected with damp, or the product went moldy.

4) Do not use after expiry date. If over the expiry date, please discard it.

Warning

It is forbidden for people who are allergic to cotton yarn

Application method

1) Peel off the package. Place Gauze Sponge without X-ray on the wound to absorb
the exudate from the wound

2) Discard in the trash after use.

Properties of Product:

It has a combination with non-toxic, medical, environmental protection features. It has

the application of special technology, the unique process, through the multi-process

processing so that the product mesh and elasticity shall always keep uniform, better

permeability.

Transportation:

It should be protected from rain and moisture during transportation.

Storage

Store in a cool, dry and dark place. Avoid direct sunlight

Symbols meaning

Signs Description Signs Description | Signs | Description
— Trademark  of LOT Batch [| Date of
T Manufacturer number Manufacture
Model Country  of
Medical device # d’
number manufacturer
Sterilized
using
g Use-by date @ & Caution
ethylene
oxide
Catalogue Unique
M Non-pyrogenic uDI
number Device
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Signs Description Signs Description | Signs | Description
Identifier
Double
Single sterile ez | Keep  away
O © sterile barrier | ~4 \
barrier system e from sunlight
system
Do not use if
® Do not reuse @ the package T Keep dry
is damaged
Authorized
representative
@ Do not resterilize in the d Manufacturer
European
Community
CE marking of
Consult
conformity, and
c € E:I:ﬂ instructions / /
0123 | Notified  Body
for use
Code
Manufacturer

Name: Haian Medigauze Co., Ltd.

Address: Jiaoxie Industry Park,226633Haian, Jiangsu, PEOPLE'S REPUBLIC OF

CHINA

Tel: +86-513-88240958

Web: www.medigauze.com

E-mail: produce@medigauze.com

SRN: CN-MF-000009960

European Authorized Representative

Name: Shanghai International Holding Corp. GmbH (Europe)

Add: Eiffestrasse 80, 20537 Hamburg, Germany

E-mail: shholding@hotmail.com
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