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Gauze Bandage
Non-Sterile / Sterile

Field of Application

« Secure dressings, splints or provide mild compression
and support

« Secondary wounds dressing

Properties

« Soft and comfortable

« Low linting

« High absorbency

« Easy to cut

« Hypoallergenic and good absorbance capacity
» Quality: EN 14079

www.allmed-china.com
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ALLMED MEDICAL

STERILE GAUZE BANDAGE

TECHNICAL PROPERTIES

Content: 100% bleached cotton yarn;

Weft-Warp String number: 40Sx40S/30x30, 232g/m2;
Width: 10cm, 14cm, other sizes available;

Length: Can be cut as required;
Shelf life: 5 years Fo i o belialfof
ALLIED MEDICAL PRODUCTS €O, LIMITED

Sterile Hydrophilic Gauze Bandage

------------------------------------------------------------

REF Code SIZE BOX in (Sterild BGULH) T "BoX Size (cm)
AM-GB10500-S 10cm x 5m 150 37 x28.5 x26 cm

AM-GB14700-S 14cm x 7m 100 33x31x31cm
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ALLMED MEDICAL

Intended use:

This device is intended to be used for fixation of dressings or tampon on the wound,
with protection and barrier function (mechanical) of the injured skin. It provides mild
compression and support. MD Class |-sterile according to Directive (EU) 93/42/ EEC
(DL145/2009).

Product standards: In compliance with EN 14079: EN ISO 11737-2.

Certificates: CE, 1SO13485.

Labeling: in accordance with according to Directive (EU) 93/42/ EEC (DL145/2009).
Cautions:

* Read instructions before use.

* Before usage check the sterility validity, packing completeness, the LOT number and
expiry date.

* Use only if package is undamaged and validity not expired.

* For single use. The re-sterilization is prohibited.
For and on behalf of

» Destroy after use. ALLWED MEDICAL PRODUCTS €0, LIMITED
Properties:

+ Non-toxic; @W‘\ Ligo

- Hypoallergenic;, T 121}}}'/}5}'-,’59}}'5‘*}5};;;i,}‘,‘-g(;j """"

* Non-inflammable;

* PHT and DEHP free;

* Latex free;

* Soft and comfortable;

* Low linting;

* High absorbance capacity;
* Easy to cut;

* Free from loose wires;

» Sterile unit packages.
Instructions for use:

1. Select the appropriate Gauze Bandage size for your procedure.

2. Examine individual package for integrity of packaging prior to use. Do not use if
packaging is broken.

3. Wash hands. (Wear gloves where necessary).
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ALLMED MEDICAL

4. Before usage, open aseptically the unit package.

5. Apply the bandage aseptically in accordance with your facility's protocol.
6. Support the injured area while bandaging (if necessary).

7. Immediately dispose of after single use.

Packing:

- each bandage is rolled and individually packed

- then is packed in strong export carton

Storage:

Protect from sunlight, extreme humidity and heat sources. Not store with organic or
chemical solvents. Not store with corrosive gases. Store in dry, cool, good ventilated
and clean room, where temperatures between 10°C and 40°C and relative humidity
between 30% and 60% are recommended

“ ALLMED MEDICAL PRODUCTS CO.,LTD.

Address: 19F, Block A, Taurus Plaza, No.8, Taoyuan Rd., Nanshan District,

Shenzhen City, PR.C

For and un behalf of

ALLWED MEDICAL PRODUCTS €O, LIMITED

-------------------------------------------------------
..........
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ALLMED MEDICAL PRODUCT Co., Ltd, TESTING CENTER

a3 % W P

FEf {5 2 Sample information:

ol 14
Test Report

%5 %5 Report No: TC2203030035

FEdh 2R s 5 FERERE
Sample name YA 1% Product code
A A EFrL BB 1 SBEER | T & 2
Manufactory MA1031E Order #
FkE 40Sx40S/30x30-187cm-18X-3 1F it =
Specification (155 #*2+157 i) Lot # 22022513-8713-1
AR5 % . s A -
Tost method EN14079:2003 Testing period 2022-03-07 2022-03-08
R 45 R Test Result:

7 H LWl FrfE R “in

Item Unit Standard Results Conclusion
IKHEIEY) Y =HEARKTF 0.50% 026 OK
Water-soluble substances ° No more than 0.50%. '
fi R ET A o BEARKTF 0.50%
Ether-soluble substances % No more than 0.50%. 0.20 OK

il B2 4 IR 43 B HEAKXTF 0.40%
Sulphated ash % No more than 0.40%. 0.19 OK
S TR BRANEES., %6, RLeR%EE.
st ]rjch nc?dextrin \ Solution shall not show any blue,violet,red Complies OK
archa dish or brownish colour.
R TR MEH I BEMLEA. .
Acidity and alkalinity } No pink color develops in either portion. Complies GK
TR BB N R IR T ST HR VR Y5 B GY6 B
AR % B X RRIE L
Ext}:actable colodrin — \ Liquid obtained shall not be more intensely Complies OK
g coloured than reference solution Y5,GY6 or
blue reference solution.

YRk £ i ATUMB/RE D BIL RIS SR TR
Foreign fibres \ ,:r;esv;rﬁolated foreign fibres may also be Complies OK
S 4fi 2 5] WAL F SRR ABFC HER,
Fibre Identification \ tC;zio; ﬂEt;rae:dsgall conform to the ident Complies OK

#%7¥ Remarks:

FEUFRUE: EN14079:2003

2518 Conclusion:

The inspection results for the inspected items are in accordancék/%

5 (o)
the corresponding performance of the inspected samples is\ uahﬂed ;

"Xr‘ Q

)
ith therrelatwe speclf cations in the inspection reference, and
\Q

G LINI=E ;.)»ﬁ}ozz.vg.og

Edited by/ Date:

BAZN/H #:
Checked by/Date:

ZaiE 202203 0‘7

B Ty i) 222:039f

Approved by/Date:

AAR & ORI R & 51 3% This report is only responsible for the provided sample.

eI TR

Form#:

LTR-001-001

RARAMUEN Approved By: BT i

Page 1 of 1

AT H 8 Effective Date: 2021-07-02
FHRIES#: N/A




Pouch dimensions: 107x125mm
color: Pantone Green

A

ALLMED
Gauze Bandage
10cm*5M, 1 roll/pack
AM-GB10500S

21090917-1514-10
= 2026-12-20

M 2021-12-20

Storein cooland dry place. .,
®®?7_~Nwlﬁm Made in China

Alimed Medical Products Co., LTD.

No. 180 Gong Yuan Road, Majiadian Town

443200 Zhijiang City - Hubei Province - China.
Shanghai International Holding Corp. GmbH (Europe)

@ Eiffestrasse 80 - 20537 Hamburg - Germany
Tel : 0049 040 255 750




Pouch dimensions: 107x125mm
color: Pantone Green

A

ALLMED
Gauze Bandage
14cm*7M, 1 roll/pack
AM-GB14700S

21090917-1514-10
= 2026-12-20

M 2021-12-20

Storein cooland dry place. .,
®®?7_~Nwlﬁm Made in China

Alimed Medical Products Co., LTD.

No. 180 Gong Yuan Road, Majiadian Town

443200 Zhijiang City - Hubei Province - China.
Shanghai International Holding Corp. GmbH (Europe)

@ Eiffestrasse 80 - 20537 Hamburg - Germany
Tel : 0049 040 255 750
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Holder of Certificate: Allmed Medical Products Co., Ltd
No.18 Qixing Road, Majiadian Town
443200 Zhijiang City, Hubei Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485 /48

tuvsud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of
Non-active Medical Devices
(For Details, Please See Last Page)

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:

www.tuvsud.com/ps-cert?g=cert:Q5 002037 0008 Rev. 04

Report No.: SH2225601
Valid from: 2022-12-28
Valid until: 2025-08-31

c@l‘-\/

Date, 2022-12-28 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 8
TUV SUD Product Service GmbH - Certification Body * Ridlerstrake 65 » 80339 Munich » Germany

Product Service
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Product Service

i -« ENISO 13485:2016
Apphed Standard(s)' Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Allmed Medical Products Co., Ltd

No.18 Qixing Road, Majiadian Town, 443200 Zhijiang City, Hubei
Province, PEOPLE'S REPUBLIC OF CHINA

Design, Development, and Distribution of Gauze Swabs,
Non-Woven Swabs, Drain Sponges,

Post-Op Sponges, ABD Pads,

Fluffy Gauze Swabs, Fluffy Gauze Bandages,
Cotton-Filled Exodontia Sponges,

Gauze Balls, Non-Woven Balls,

Non-Stick Pads, Eye Pads,

Triangular Bandages,

Sterile Paraffin Gauze Dressing, Adhesive Bandage,
Sterile and Non-sterile Lap Sponges

(with or without X-Ray Thread),

Sterile and Nonsterile Gauze Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Nonwoven Swabs
(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Ball

(with or without X-Ray Thread),

Elastic Bandages,

Sterile and Non-sterile Medical OR Towel
(with or without X-Ray Thread),

Surgical skin marker, Medical Neuro Sponges,
Gauze Packing Strip, Sterile Medical Bowl,
Compressed Bandage, Absorbent Cotton Roll,
Medical Adhesive Tape, Adhesive Dressing,
SURGICAL PROCEDURAL KITS
(EXCLUDING SURGICAL INSTRUMENT KITS),
DRESSING AND ASSISTANCE KITS,
Woundhook Covers, Tubular Bandages,
Tongue Depressors and Cotton Applicators,
Medical Face Mask, Medical Scissors,
Medical Measuring cup/bowl, Surgical drape,
Surgical gown, Medical Isolation gown,
Medical protective clothing

wp 7 ®
Page 2 of 8 TV
TUV SUD Product Service GmbH « Certification Body * Ridlerstralie 65 + 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Product Service

Facility(ies): Allmed Medical Products Co., Ltd.
No. 180 Gong Yuan Road, Majiadian Town, 443200 Zhijiang City,
Hubei Province, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

Gauze Swabs, Drain Sponges,

Post-Op Sponges, ABD Pads,

Fluffy Gauze Swabs, Fluffy Gauze Bandages,
Cotton-Filled Exodontia Sponges, Gauze Balls,
Non-Woven Balls, Non-Stick Pads, Eye Pads,
Triangular Bandages, Sterile Paraffin Gauze Dressing,
Sterile and Non-sterile Lap Sponges

(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Medical OR Towel
(with or without X-Ray Thread),

Medical Neuro Sponges,

Compressed Bandage, Gauze Packing Strip,
Absorbent Cotton Roll,

Woundhook Covers

wp s ®
Page 3 of 8 TV
TUV SUD Product Service GmbH -« Certification Body * Ridlerstrae 65 + 80339 Munich « Germany
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Facility(ies):

Page 4 of 8

Allmed Medical Products Co., Ltd.

Product Service

No. 76, You Yi Road, Majiadian Town, 443200 Zhijiang City, Hubei

Province, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

Gauze Swabs, Non-Woven Swabs,

Drain Sponges, Post-Op Sponges, ABD Pads,
Fluffy Gauze Swabs, Fluffy Gauze Bandages,
Cotton-Filled Exodontia Sponges, Gauze Balls,
Non-Woven Balls, Eye Pads,

Sterile and Non-sterile Lap Sponges

(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Ball

(with or without X-Ray Thread),

Elastic Bandages,

Sterile and Non-sterile Mecical OR Towel

(with or without X-Ray Thread),

Surgical skin marker, Medical Neuro Sponges,
Sterile Medical Bowl, Compressed Bandage,
SURGICAL PROCEDURAL KITS

(EXCLUDING SURGICAL INSTRUMENT KITS),
DRESSING AND ASSISTANCE KITS, Tongue Depressors,
Cotton Applicators, Medical Face Mask,

Medical Scissors, Medical Measuring cup/bowl,
Surgical drape, Surgical gown,

Medical Isolation gown, Medical protective clothing

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 » 80339 Munich « Germany



S
7]
>
D
n
>
-
»
>
S
l—
>
S
}—
é
=
S
‘—
o
l—
)
D
_F 4
a
D
;)
o
D
)
é
]
n
>
S5
D
7]
>
S
h<
-.w(
>
S
'—
>
S
'—
é
>
'—
=

-
<
(]
T
.
(==
L
(&)
L 4
o
o
<
(& ]
™
.
==
Ll
(&)
L 4
-
<
x
=
©
=
.
o.
(2=
(]
L 4
fHo

i

=) =
RILAZ R

ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Facility(ies):

Page 5of 8

Allmed Medical Products Co., Ltd.

Product Service

No. 99, Jin Shan Road, Majiadian Town, 443200 Zhijiang City,

Hubei Province, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

Gauze Swabs, Non-Woven Swabs,

Drain Sponges, Post-Op Sponges,

ABD Pads, Fluffy Gauze Swabs,

Fluffy Gauze Bandages,

Cotton-Filled Exodontia Sponges,

Gauze Balls, Non-Woven Balls,

Non-Stick Pads, Eye Pads, Adhesive Bandage,
Sterile and Non-sterile Lap Sponges

(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Swabs
(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Ball

(with or without X-Ray Thread),

Elastic Bandages,

Sterile and Non-sterile Medical OR Towel
(with or without X-Ray Thread),

Surgical skin marker, Medical Neuro Sponges,
Sterile Medical Bowl, Compressed Bandage,
Medical Adhesive Tape, Adhesive Dressing,
SURGICAL PROCEDURAL KITS
(EXCLUDING SURGICAL INSTRUMENT KITS),
DRESSING AND ASSISTANCE KITS,
Tubular Bandages,

Tongue Depressors and Cotton Applicators,
Medical Face Mask, Medical Scissors,
Medical Measuring cup/bowl,

Surgical drape, Surgical gown, Medical Isolation gown,
Medical protective clothing

TUV SUD Product Service GmbH -« Certification Body ¢ Ridlerstrae 65 + 80339 Munich « Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 002037 0008 Rev. 04

Facility(ies): Allmed Medical Products Co., Ltd.-Jianli
No.168-1(Te), Yusha Road, Rongcheng Town, Jianli County,
433300 Jingzhou, Hubei, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

sterile and non-sterile lap sponges

(with or without x-ray thread),

sterile and non-sterile Medical OR Towel
(with or without x-ray thread)

L TOV SUCEEEOV sUD Wy sup TElliksup TUMESUD TUVIRUL
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TUV SUD Product Service GmbH -« Certification Body « Ridlerstralle 65 « 80339 Munich « Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 002037 0008 Rev. 04

Facility(ies): Allmed Medical (Hubei) Protective Products Co.,
Ltd.

No. 29 Dong Hu Road, Majiadian Town, 443200 Zhijiang City,
Hubei, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of

Medical Face Mask, Surgical drape,
Surgical gown, Medical Isolation gown,
Medical protective clothing

o g ®
Page 7 of 8 TUV
TUV SUD Product Service GmbH « Certification Body * Ridlerstraiie 65 + 80339 Munich « Germany
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 002037 0008 Rev. 04

Design and Development,

Production and Distribution of

Gauze Swabs, Non-Woven Swabs,

Drain Sponges, Post-Op Sponges,

ABD Pads, Fluffy Gauze Swabs,

Fluffy Gauze Bandages,

Cotton-Filled Exodontia Sponges,

Gauze Balls, Non-Woven Balls,

Non-Stick Pads, Eye Pads,

Triangular Bandages,

Sterile Paraffin Gauze Dressing,

Adhesive Bandage,

Sterile and Non-sterile Lap Sponges

(with or without X-Ray Thread),

Sterile and Nonsterile Gauze Swabs

(with or without X-Ray Thread),

Sterile and Non-sterile Nonwoven Swabs
(with or without X-Ray Thread),

Sterile and Non-sterile Gauze Ball

(with or without X-Ray Thread),

Sterile and Non-sterile Non-woven Ball

(with or without X-Ray Thread),

Elastic Bandages,

Sterile and Non-sterile Medical OR Towel
(with or without X-Ray Thread),

Surgical skin marker, Medical Neuro Sponges,
Gauze Packing Strip, Sterile Medical Bowl,
Compressed Bandage, Absorbent Cotton Roll,
Medical Adhesive Tape, Adhesive Dressing,
SURGICAL PROCEDURAL KITS
(EXCLUDING SURGICAL INSTRUMENT KITS),
DRESSING AND ASSISTANCE KITS,
Woundhook Covers, Tubular Bandages,
Tongue Depressors and Cotton Applicators,
Medical Face Mask, Medical Scissors,
Medical Measuring cup/bowl, Surgical drape,
Surgical gown, Medical Isolation gown,
Medical protective clothing

Page 8 of 8
TUV SUD Product Service GmbH « Certification Body « Ridlerstralle 65 « 80339 Munich

» Germany

Product Service
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***** Benannt durch/Designated b

=

* Zentralstelle der Lénder
-. fur Gesundheitsschutz 2
* éﬁé * bei Arzneimitteln und ;
** *‘ﬁ’ Medizinprodukten £ o
* y¢ K ZLG-BS-244.10.08 \

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, IIb or )

No. G2 002037 0009 Rev. 01

Manufacturer: Allmed Medical Products Co., Ltd
No.18 Qixing Road, Majiadian Town
443200 Zhijiang City, Hubei Province
PEOPLE'S REPUBLIC OF CHINA

EC_Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestralle 80, 20537 Hamburg, GERMANY

Product Non-woven Swabs, Gauze Swabs,
C . . Sterile Paraffin Gauze Dressing,
ategory(les). Sterile and Non-sterile Lap Sponges

(with or without x-ray thread),

Sterile and Non-sterile Gauze Ball

(with or without x-ray thread),

Sterile andNon-sterile Non-woven Ball
(with or without x-ray thread),

Sterile and Non-sterile Non-woven Swabs
(with or without x-ray thread),

Sterile and Non-sterile Gauze Swabs
(with or without x-ray thread),

Sterile and Non-sterile Cutting Gauze
(with or without x-ray thread),

Sterile and Non-sterile Zig Zag (folded) Gauze
(with or without x-ray thread),

Sterile and Non-sterile OR Towel

(with or without X-Ray Thread) ,

Medical Kits, Woundhook Covers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex Ill certificate is mandatory. See also notes
overleaf.

Report No.: SH19256EXT01
Valid from: 2019-09-09
Valid until: 2024-05-26

Date, 2019-06-21 / W

Stefan Preif
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany
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*j\( ‘A’** Benannt durch/Designated by

Zentralstelle der Lénder

* -l_ ‘A’ fur Gesundheitsschutz
bei Arzneimitteln und

* = ‘A’ Medizinprodukten
Koy g 4K

www,zlg.de

ZLG-BS-244.10.08

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V

(Devices in Class lla, llb or 11l

No. G2 002037 0009 Rev. 01

Facility(ies):

Page 2 of 2

Allmed Medical Products Co., Ltd

No.18 Qixing Road, Majiadian Town, 443200
Zhijiang City, Hubei Province, PEOPLE'S
REPUBLIC OF CHINA

Allmed Medical Products Co., Ltd.

No. 180 Gong Yuan Road, Majiadian Town, 443200
Zhijiang City, Hubei Province, PEOPLE'S
REPUBLIC OF CHINA

Allmed Medical Products Co., Ltd.

No. 76, You Yi Road, Majiadian Town, 443200
Zhijiang City, Hubei Province, PEOPLE'S
REPUBLIC OF CHINA

Allmed Medical Products Co., Ltd.

No. 99, Jin Shan Road, Majiadian Town, 443200
Zhijiang City, Hubei Province, PEOPLE'S
REPUBLIC OF CHINA

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 « 80339 Munich « Germany
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