wTZMO 35
EC DECLARATION OF CONFORMITY
Manufacturer: Torufiskie Zaklady Materialow Opatrunkowych S.A. (TZMO S.A.)
Address : Torun, ul. Zélkiewskiego 20/26, POLAND
Product: Examination gloves, non sterile

AMBULEX NITRYL

Types/models/versions: powder free; sizes:
XS (code: MA-144-XS00-018),
S (code: MA-144-S000-018),
M (code: MA-144-M000-018),
L (code: MA-144-L000-018),
XL (code: MA-144-XL00-018)

Classification: class I (according to Medical Device Directive 93/42/EEC),
category III (according to Regulation (EU) 2016/425 of the European
Parliament and of the Council on personal protective equipment)

Scope: The above mentioned product conforms to the Essential Requirements of Council
Directive 93 /42 /EEC concerning Medical Devices (date of issue: 14.06.1993 with
later amendments).

The above mentioned product is in conformity with the provisions of PPE
Regulation (EU) 2016/425 and is the subject of EC certificate of conformity No
2777/11464-01/E14-01, issued by: SATRA Technology Europe Limited,
Bracetown Business Park, Clonee, D15SYN2P, Republic of Ireland (2777).

The above mentioned product conforms to the following harmonised standards:

PN EN 455-1:2004 PN EN 1041+A1:2013 PN EN ISO 10993-1:2010
PN EN 455-2:2015 PN EN ISO 14971:2012 PN EN ISO 10993-5:2009
PN EN 455-3:2015 PN EN 420+A1:2012

PN EN 455-4:2010 PN EN ISO 374-1:2017

PN EN ISO 15223-1:2017 PN EN ISO 374-5:2017

TZMO S.A. is registered to ISO 9001:2015, certificate No PLO08673/P and ISO 13485:20186,
certificate No 283504-2019-AQ-POL-FINAS.
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