
TEMRA MASK DUAL PSM 03
PROTECTIVE SURGICAL MODEL 

FFP2 NR / IIR – EASY BREATHING

EN 149:2001+A1:2009

EN 14683:2019+AC:2019

ISO: 22609 

EN ISO 11737-1 

EN ISO: 10993-1 

EN ISO: 10993-5

EN ISO: 10993-10 

REGULATION (EU) 2016/425  FOR PPE 

MEDICAL DEVICE REGULATION (EU) 2017/745   

2834

BASIS UDI-DI:     PP11451PSM0323



MEDICAL USAGE - FOR SURGICAL 
INTERVENTIONS

MODEL: PSM03
Version: PSM03 – T (Ties)
Version: PSM03 – L (Loops)
Version: PSM03-J-T (Junior, Ties)
Version: PSM03-J-L (Junior, Loops) 

Class: FFP2 NR / TYPE IIR

Size: 20,5cm x 8,5cm (Adult) 

Size:  17,5CM x 6,5cm (Junior) 

Highest dual protection against infections 
for healthcare professionals and patients                    
(Bacterial filtration efficiency > 99%)

Effectively blocks droplets in the air  
(Particle filtration efficiency > 98%)

Unique viral filtration efficiency > 99% 

TEMRA MASK DUAL - PSM 03
PROTECTIVE SURGICAL MODEL
FFP2 NR/IIR – EASY BREATHING  

Easy breathing due to innovative breathing 
and filter technology

Germ-free and bio-compatible,
highest hygienic standard 

Splash resistance against blood and body 
fluids

Material: Non-woven fabric, melt blown 
polypropylene, hot air cotton

Conforms to Standard EN149:2001+A1:2009 
according to Regulation (EU) 2016/425 for 
Personal Protective Equipment

Conforms to Standard EN 14683:2019 + 
A1:2019 according to Medical Device 
Directive 93/42 EEC and Medical Device 
Regulation (EU) 2017/745

Box content: 20 Individually packed units 

PSM03 LPSM03 T



ACCREDITATIONS & REGISTRATIONS

TEMRA MASK DUAL - PSM03 

CCQS Certification Services Limited
European Union Notified Body Nº 2834, Dublin, Ireland
Regulation (EU ) 2016/425) for Personal Protective Equipment
Reference Standard: EN 149:2009 + A1:2009 

Module B EU Type Examination Certificate Nº :
CE – PC – 201203-738-02-9A

Module C2 Production Monitoring Certifcate Nº: 
CE – PC – 201203-738-FPC- A

HYGCEN Austria GmbH
Certification Body (EN ISO 17025), Bischofshofen, Austria
Medical Device Regulation (EU) 2017/745 
Reference Standards: 

EN 14683:2019 + AC:2019 (+ISO 22609 & 11373) 
Certificate Nº:  2126410/020 

EN ISO 10993-1 (-5/-10) 
Certificate Nº: 2126410/021

EUDAMED
European databank for medical devices

TEMRA MASK DUAL PSM03
BASIS UDI-DI:  PP11451PSM0323

TEMRA INTERNATIONAL LTD
SRN:  MT-MF-000001253

BfArM (Germany) 
Federal Institue for Drugs and Medical Devices

TEMRA MASK DUAL PSM03
Nº DE/CA61/00322317

TEMRA INTERNATIONAL GmbH
Nº DE/0000049472

IFA (Germany) 
Information Service for Farmaceutial Market

TEMRA INTERNATIONAL LTD
CIN: 11451 



GALLERY  PSM03 - VERSIONS 

PSM03 – T
(HEAD TIES)

PSM03 – L
(EAR LOOPS)

PSM03 - J – T
(JUNIOR - HEAD TIES)

PSM03 – J – L 
(JUNIOR – EAR LOOPS)



PACKAGING PSM03 – (TIES) & (LOOPS)



PACKAGING PSM03 JUNIOR – (TIES) & (LOOPS)



1 Carton contains 50 innerboxes

1 innerbox PSM03 contains 20 masks

Each mask is packed individually

Weight per carton: 10 KG

Units per carton PSM03: 1000 masks

PACKAGING-PARAMETERS



PACKAGING

TEMRA MASK DUAL PSM03
• 1 innerbox PSM03 contains 20 masks.  (Image 1)
• One English and local language user information / instruction sheet per box with 

Declaration of conformity attached and enclosed (Image2)
• Every unit is packed in an individual plastic bag 
• Every individual packing unit carries an extra nose foam to reduce condense for 

wearers of glasses (Image 3) 
• Tie adjusters or loop clips will be fixed on or attached to the mask (Image 4 & 5)

Image 1 Image 2

Image 4Image 3 Image 5











Please contact us for more information:

Administration:
Barbara Kaszab
Email: info@temra.net
Tlf: + 34 632 909 942

Sales:
Manuel Sörries
Email: manuel@temra.net
Tlf: +34 662 116 012

www.temra.net

Avenida Saenz de Tejada s/n
Edif Fuengirola Centro II 
29640, Fuengirola
Málaga
(Spain) 

+34 951 623 908
+34 644 077 930
info@temra.net

mailto:info@temra.net
mailto:manuel@temra.net
http://www.temra.net/

