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Mund-Nasen-Schutz / OP Maske EN14683

Medizinischer Standard
Hersteller ist auf der White List Medical fur medizinische Produkte
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DOKUMENTATION

Mund-Nasen-Schutz / OP Maske EN14683

9 Speranza | mgmgm

sorT-Medical Mas!

re Earioop Face Masks - Masques de procédure avec boucles auriculaires

de procedimiento con cintas elasticas
- Gesichtsmaken mit Ohrenschiaufen

BFE>P5%
Blue - Bleu-Azul-Blau

Masks i
Masoues [sTERILE[EQ] [sTERILE] (R)

(Bois! & speaientontiar-ask motrad (rvm) 170080 XINXIANG CITY RONGJUN MEDICAL DEVICES CO., LTD.

(Claur) Mo
(For mors detalis, please refer (o the user manval) [ Name of the production enterprise ]
Xinxiang City Rongjun Medical Devices Co., Ltd.
[ Address ] East to 308 Provincial Highway,
South to Changtan Laoan Cross Road
[ Tel of the production enterprise ] 0373-8909218

+ Complied with ASTM F2100 Level | Standards for Face Masks [ Tel of Hangzhou Branch ] 0571-82675507

+ B, Odortess - Non Irmating - Comfortanble Fit - Latox Free [ Enterprise website of the 1 hitp:/Avenw.
[ Enterprise email of the p. 1 j i




Xinxiang Rongjun Medical Devices Co. Ltd.

EU Declaration of Conformity

Manufacturer:

Product Name:

Relevant EC Directive:

Standard:

Xinxiang Rongjun Medical Devices Co. Ltd.

On the eastern side Highway 308, Laoan Shizo South
Road, Changyuan Country, Xinxiang City,

Henan Province, China

Medical Mask W20200593
NMPA No. 20172640642

This product is a class | medical device according to
Annex VIl of Regulation (EU) 93/42/EEC, which is used
in the patient environment to protect the patient.

The product complies with the following harmonized
standard: EN 14683:2019

We herewith declare that above mentioned product complies with the requirements
of regulation (EU) 93/42/EEC. All supporting documentations are retained under the
premises oft the manufacturer.

Signature:
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CERTIFICATE

With EU Directive
Medicul devices Directive (MDD 93/42/EEC)

Certificate No.: NEI3 e XRMOL1E77

Holder: Xinxiang City Rongjun Medieal apparstos Co., Lod.

On the eastern side Highway 38, Laocan Shiri South Rosd |
Chasgvasn County, Xinzing Ciry, Henan Provinee,Chine

Product: Medical mush
Model(s): Tepe—1 Type—lIl
Standards: EN 146832014

Based upon the voluntary assessment of the product sample and Techmical
Construction File, the apparatus s deemed to meet the reguirements of the
above standards and EC directives.

of the products are in compliance with lhe specification of the sample
submitted for assessment and detailed in the technical file.

Certification Body
For mud o= fekadl i

M) () € [iK, SEVICES GIDUR LIMITED

_________

The CF marking may be used if all relevant and effective EC directives are
complied with.

NIML (UK) Certification Services Group Limited
Chase Bosiness Centre 3%/41 Chase Side Sowthgate, London, England

.





