EU Declaration of Conformity (DOC)

Company name:
Postal address:
Postcode and City:
Telephone number:
E-mail address:

Mid Ocean (Brands) BV (MOB)
PO BOX 644

6710 BP Ede (NL)
0031 (0)342 426992
DOC@reclamond.com

We declare that DOC issued under our sole responsibility and belongs to the following product:

Unigue Number & Description: MFMASK-99

Classification and Type
Country of Origin:
Product/serial number:

3ply disposable face mask
Medical device Class 1 | Surgical mask Type |
China

LOT: 20201001-175%95

Object of the declaration (identification of MD allowing traceability; it may include a colour image of sufficient clarity
where necessary for the identification of the apparatus):

MFMASK-99 ——
MOB e (O
PO BOX 644
6710 BP (NL) er—- 7 | : , _a—y
Made in China ~ / ‘ '_E._' FACE MASK ; = ..?.. FACE MASK :

The product is for single use only

LOT: 20201001-175x95
EXP: 09-2023

The object of the declaration described above is in conformity with the relevant Union harmonization
legislation: Medical device 1993/42/EC replaced by (EU) 2017/745 on 26-5-2021

Medical devices 1993/42/EC (till 26-5-2021)
Medical devices (EU) 2017/745
REACH Directive 1907/2006/EC

The following harmonized standards and technical specifications have been applied:

Title, date of standard/specification:

EN14683 annex B (Bacterial Filtration Efficiency)
EN14683 annex C (Differential pressure)
ANNEX XVII 1907/2006/EC

Notified body (where applicable): 4 digit notified body number:

N/A

Additional information:
*EN14683 (Splash Resistance) not applicable for chirurgical masks Type | and Il

Signed for and on behalf of:

Ede (NL) 01-10-2020
R.M. Sillessen
Manager Operations

midocean


mailto:DOC@reclamond.com

