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RespiLAB™

Prohlaseni o shodé zdravotnického prostredku.

Dovozce:

umbrellaline 2010 s.r.o.

ICO: 03874851 DIC: CZ03874851

Ostrava, Marianské Hory, Kopaniny 917/10, 709 00
zapsané u Krajského soudu v Ostravé, oddil C, vloZzka 61686

Znacka:
RespiLAB™

Popis vyrobku:
RespiLAB™ - Jednorazova zdravotni détska rouska, rizikové tfidy I.
RespiLAB™ - Jednorazova zdravotni rouska velikosti S/M, rizikové tfidy .

Vyrobce

Zhejiang hongyu. Mediacl Commodity Co., Ltd.
No. 668 ChanHua Road, Fotang town Industrial
Functional Area, 322002 Yiwu City,

Zhejiang Province, China

Datum prohlaseni:
26.9.2020

Zbozi bylo testovano nezavislymi akreditovanymi zkuSebnimi laboratofemi
dle nize uvedenych pfislusnych norem.

Pouzité normy:
ENISO 13971:2020, EN 1041:2008:A1-2013, EN ISO 10993-5:2009, EN ISO 14683:2019,
ENISO 15223-1:2016, EN ISO 10993-1:2018, EN ISO 10993-10:2013

Zplnomocnény zastupce pro EU:

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE Amsterdam, Nizozemsko
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Eduard Rojicek
Vedouci ndkupniho oddéleni
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RespiLAB™

10 dostupnych barevnych variant
zdravotnich rousek.

1. (zviratka). 2. (auticka) 3. (panda). 4. (pejsek, rdzovy) 5. (pejsek, modry)
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6. (rizova) 9. (bild) 10. (fialova)
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Disposable medlcal mask
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RespiLAB™

Hygienicky zabaleno v uzaviratelném
baleni po 10ks s fadnym oznacenim
CE a navodem v Ceském jazyce.

Rousky velikosti:145 x 95 mm s
tvarovatelnou ¢asti na nos.




Originalni prohlaseni o shodé EU v
plvodnim jazyce.

hengyu

EC Declaration of Conformity

Regarding Medical Device Directive(93/42/EEC)
including Directive 2007/47/EC

Manufacturer: Zhejiang Hongyu Medical Commodity Co., Ltd.

Address: No. 668 ChanHua Road, Fotang Town Industrial
Functional Area, 322002 Yiwu City, Zhejiang
Province, PEOPLE'S REPUBLIC OF CHINA

EC Representative: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam,
Netherlands
Product Name: Disposable Medical Face Mask
Mode: Ear Loop
Type: 12*¥7cm, 14.5%9.5cm, 17.5%9.5cm
Classification: Class [ (MDD, Annex IX), Rule 1
UMDNS code: 12447

Conformity Assessment Route: Annex V11

We confirm our product can meet the requirement of Medical Device Direc-
tive(93/42/EEC) and the following harmonized standards.

EN IS0 14971:2012 EN IS0 15223-1:2016
EN 1041:2008+A1-2013 EN IS0 10993-1:2018
EN IS0 10993-5:2009 EN IS0 10993-10:2013
EN ISO 14683:2019

Signature of General Director:
Place, date of isssue: Zhejiang, P.R. China, April 14th, 2020

Fhejiang Hongyu Medical Commodity Co., Lid.
Nao. 668 ChanHua Road, Fotang Town Industrial Functional Area, 322002 Yiwua City,

Zhejiang Province, PEOPLES REPUBLIC OF CHINA
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RespiLAB™

Dokumenty a certifikace k nahlédnuti

Ochranna znamka RespiLAB
https://cloud.applypark.com/download/cache-01/
df968d2a3cee823b975d05b9e2a4cfcf96a64387.pdf

Test BFE
https://cloud.applypark.com/download/
cache-01/26d13b856be2b11ba77278cecae34a7785cf1eed.pdf

Test PFE
https://cloud.applypark.com/download/cache-01/
e47223d64c964a169eb635233480ee794b163994.pdf

ISO 10993
https://cloud.applypark.com/download/
cache-01/150a2a9c65627a3d09943e6004049af18305569e.pdf

ISO 13485-2019
https://cloud.applypark.com/download/
cache-01/49a5ef4741339eebefef9bd6fb0d67967bfa980c. pdf

EN 14683-2019
https://cloud.applypark.com/download/
cache-01/44ca90b6a4429fa8c25119cd50d30d4767b1d62d.pdf

CE CIBG
https://cloud.applypark.com/download/
cache-01/1ba5b351d87164398df4c9b0c2234b904f2824e7.pdf

Annex Declaration of Conformity
https://cloud.applypark.com/download/cache-01/
821640e0e8707336b1c33a38deb185613d9ecb5.pdf
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