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1. Device (material)

2. Intended purpose

3. Institution submitting
the device for
assessment

4. Manufacturer

Gdansk, dn. 05-11-2018

HYGIENIC CERTIFICATE No 285/322/302/2016

Medical hinged door, sliding, swinging, pass through
window, sanitary lock (Pas-Box), chambers containing
acid resistant steel, galvanized coated steel and
galvanized painted steel, glass, plasterboard, HPL
laminate, PCV film, lead insert and other ingredients
according to manufacturer documentation

healthcare  institutions,  pharmaceutical institutions,
hospitals, including surgery rooms and operating rooms,
rooms with radiation shield, i.e. RTG, computed
tomography etc., and magnetic resonance imaging rooms.

WIEJAK Sp. z 0.0.
Litwinki 16
13-100 Nidzica

WIEJAK Sp. z 0.0.
Litwinki 16
13-100 Nidzica

5. The device has been positively assessed in terms of hygiene.
The certificate concerns safety conditions and work hygiene during product assembly.
In the case of application in the health care premises the requirements included in the regulation of
the Minister of Health of 26 June 2012 (Journal of Laws of 2012, 739 of 29 June 2012) shall be

taken into account.

6. Basis for the certificate issuance: letter of WIEJAK Sp. z 0.0. of 06-07-2016 with documentation.

7. The certificate may be amended or cancelled upon providing proper evidence by either party. This
certificate shall expire after 5 years from the date of issue, or upon amendment of formulation or

device manufacture technology.
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TUVRheinland

Certificate

. The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Klaromed Sp. z 0.0.
ul. Sobieskiego 123
05-070 Sulejowek
Polan

has established and applies a quality management system for medical devices
for the following scope:

Manufacture, distribution, installation and service
of medical furnitures, luminaries for diagnosis and surgery,
software working in combination with related infrastructure
for integration of medical devices in an operating room

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveiliance.

Effective Date: 2019-01-31
Certificate Registration No.: SX 60136430 0001
An audit was performed. Report No.: 26300454 001

This Certificate is valid until: 2021-03-18

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(("I;Akks

Date 2019-01-31

N
2grtmz_'\_°‘° :
D. Swiatko

TOV Rheinland LGA Products GmbH - TillystraBBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/fwww.tuv.com/safety
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