
HZ-DS-CE-B-01 Declaration ofConformity E山tion: A何

EC Declaration of Gonformity
Manufacturer:
Qidong Farjoy Medical Material co., Ltd.
No.1858 Nanyuan West Rd. Economic
Development Zone, Huilong Town Qidong City,
226200 P R China

whose single Authoized Representative :
Shanghai International Holding Corp. GmbH
(Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

We, the manufacturer, herewith declare that the products

Absorbent Pad

UMDNS-Code: 17428

meet the provisions of Directive 93l42lEEC which apply to them.

The medical device has been assigned to class lla according to Annex lX of the
Directive 93l42lEEC. lt bears the mark

( ( 0123

The product concerned has been designed and manufactured under a quality
management system according to Annex V of Directive 93l42lEEC.

Compliance of the designated product with the Directive 93l42lEEC has been
assessed and certified by the Notified Body

fUV SUO Product Service GmbH,
Ridlerstrasse 65, 80339 MUnchen, Germany

Certificate No.: SHI 91 56301

lssue date: 2019-10-02

Expi ry date: 2024-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex V of
Directive 93l42lEEC

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Qidong Farjoy Medical Material Co., Ltd. ..:,:.,,::::--- .

Address: No.1858 Nanyuan West Rd. Economic Development Zone; Htr"!

Qidong City,226200 P R China

Qidong2019.12,02
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佛山朗博医疗救护用品有限公司
LONGBOW FIRST AID PRODUCTS MANUFACTORY

Tel: 86(757)81220959
Web:www.chinalongbow.com

Fax: 86(757)81019208
E-mail: sales@chinalongbow.com

Declaration of Conformity

MANUFACTURER：Longbow First Aid Products Manufactory

ADDRESS: 2/F,Area C,HanTian Industrial Park,Guiping Road,Guicheng Subdistrict Nanhai District,Foshan

City,528200,Guangdong Province, China

EUROPEAN REPRESENTATIVE：Shanghai International Holding Corp. GmbH (Germany)

ADDRESS：Eiffestrasse 80, 20537, Hamburg，Germany

PRODUCTS: Emergency Burn Dressing

Model: see attached product list

GMDN code: 47694

Classification (MDD, Annex II ): It is class IIb, rule 4.

Conformity Assessment Route: Annex II Excluding 4

We herewith declare that the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting documentations are retained
under the premises of the manufacturer.

DIRECTIVES

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC concerning medical devices.
Standard Applied: See attached list of (Harmonized –EN) standards for which documented evidence of
compliance can be provided.

Notified Body: TÜV SÜD Product Service GmbH
Address: Ridlerstr. 65, 80339 MÜnchen, Germany
Identification number: CE 0123
(EC) Certificate(s): G1 0608340025
Expire date of the Certificate: 2024.5.26
Start of CE Marking: 2021.2.2
Place, Date of Issue: Foshan City, Guangdong Province, China

Signature:
Name: General Manager Longman Dong
Position: Foshan City, Guangdong Province,China

http://www.chinalongbow.com/
mailto:sales@chinalongbow.com


佛山朗博医疗救护用品有限公司
LONGBOW FIRST AID PRODUCTS MANUFACTORY

Tel: 86(757)81220959
Web:www.chinalongbow.com

Fax: 86(757)81019208
E-mail: sales@chinalongbow.com

Product List

Product Code Product Name
5920 Cooltherm 4g burn gel
5921 Cooltherm 5x15cm burn dressing
5922 Cooltherm 10x10cm burn dressing
5923 Cooltherm 10x40cm burn dressing
5924 Cooltherm 5x5cm burn dressing
5925 Cooltherm 30x40cm burn dressing
5926 Cooltherm 24x34cm burn dressing
5928 Cooltherm 60ml burn gel
5929 Cooltherm 120ml burn gel
391 Burnsoothe burn relief gel 3.5g
392 Burnsoothe burn relief dressing 2.5x5m
393 Burnsoothe burn relief dressing 5x15cm
394 Burnsoothe burn relief dressing 10x10cm
395 Burnsoothe burn relief dressing 20x20cm
396 Burnsoothe burn relief face mask
2399 Burnsoothe burn relief gel bottle 50ml
399 Burnsoothe burn relief gel bottle 125ml
400 Burnsoothe burn relief dressing 10x40cm
401 Burnsoothe burn relief dressing 20x45cm
402 Burnsoothe burn relief dressing 40x60cm
405 Burnsoothe Burn Relief Dressing 11.3cm x 3.7cm
407 Burnsoothe Burn Relief Dressing 13cm x 38cm
408 Burnsoothe Burn Relief Dressing 25cm x 38cm
418 Burnsoothe Burn Relief Dressing 91cm x 76cm
2391 Burnsoothe Burn Blot Sachet 3.5g x 3
2392 Burnsoothe Burn Blot Sachet 6g
2393 Burnsoothe Burn Relief Gel 160g
2395 Burnsoothe Burn Relief Gel 25g
405 Burnsoothe Burn Relief Dressing 11.3cm x 3.7cm
407 Burnsoothe Burn Relief Dressing 13cm x 38cm

Signature:
Name: General Manager Longman Dong
Position: Foshan City, Guangdong Province, China

http://www.chinalongbow.com/
mailto:sales@chinalongbow.com


Declaration of Conformity
MANUFACTURER：Longbow First Aid Products Manufactory

ADDRESS: 2/F,Area C,HanTian Industrial Park,Guiping Road,Guicheng Subdistrict Nanhai

District,Foshan City,528200,Guangdong Province, China

EUROPEAN REPRESENTATIVE：Shanghai International Holding Corp. GmbH (Europe)

ADDRESS：Eiffestrasse 80, 20537, Hamburg

PRODUCTS: Eye Wash

Mode1l: 20ml,250ml,500ml

UMDNS code: 14462

Classification (MDD, Annex IX): I sterile, rule 5

Conformity Assessment Route: Annex V.3

We herewith declare that the above mentioned products meet the transposition into national law, the
provisions of the following EC Council Directives and Standards. All supporting documentations are
retained under the premises of the manufacturer. Longbow First Aid Products Manufactory is
exclusively responsible for th Doc.

DIRECTIVES

Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC concerning medical devices.
Standard Applied: See attached list of (Harmonized –EN) standards for which documented evidence of
compliance can be provided.

Notified Body: TÜV SÜD Product Service GmbH
Address:
Identification number:
(EC) Certificate(s):
Expire date of the Certificate:
Start of CE Marking:

 Ridlerstr. 65, 80339 MÜnchen, Germany 

CE 0123
G2S0608340022 Rev.01
2024-05-26
2017-01-23

Place, Date of Issue: Foshan City, Guangdong Province, China

Signature: __________________________
Name: General Manager Longman Dong
Position: Foshan City, Guangdong Province, China
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