
Product - IIR STERILE Medical Masks

• 28,600,000 – IIR Sterile EO masks 
• Packed in pouches of 10 (pictured)
• Bags of 200 (10x20)
• Cartons of 2,000 masks (10x20x10)
• 16 Containers = 1 container = 1,300,000 masks

• Certification
• TUV Test Report EN14683 
• CE marking by TUV
• ISO 13485 & 11135
• SGS Factory Audit (11th May 2020)
• SGS FRI checks on all batches 
• SGS Loading supervision & container sealing on all batches
• Manufacturer declaration of conformance 

• Manufacturer
• NMPA White-Listed
• UK Government Technical Advisory sign off
• Licensed medical device manufacturer 
• Trading over 30 years 
• 500+ staff

Executive Summary



Mask Specification
Mask: Type IIR Sterile [EO]

Characteristics of Type IIR face masks include:
• Pleat style with ear loops or ties
• Protective three-layer construction
• Splash resistant layer against bodily fluids.

The masks we are offering are the highest-grade mask, IIR and offer 
98%+ bacterial filtration efficiency (BFE).

Sterilisation by ethylene oxide [EO]. There  are a very limited 
number of factories ISO certified to sterile masks to EC standards.

The masks are produced to EC standard EN14683, and are CE 
marked by an EU approved body, TÜV. 

TEST AREA EU TYPE IIR REQUIREMENTS
BACTERIAL FILTRATION (3.0µm) ≥ 98%

SPLASH RESISTANCE PRESSURE / kPa ≥ 16kPa

DIFFERENTIAL PRESSURE / Pa/cm² 
< 60.0

MICROBIAL CLEANLINESS / CFU/g < 30



Product Pictures

Packing specification

• 10 masks per pouch
• 20 pouches per bag
• 10 bags per carton
• 2,000 pcs total. 

3 barcodes (EAN-13)
• 1 on pouch
• 1 on bag
• 1 on carton 

(For simple inventory 
management.) 



Certification
1. TÜV CE Marking

CE Certificate



Certification
2. TÜV Test Report 

(EN14683)

Full document available



Certification
3. TÜV ISO 13485

Full document available



Certification
4. TÜV ISO 11135

Full document available



Certification
5. SGS Factory Audit 

(11th May 2020)

Full document available



Certification
6. Manufacturer Declaration 

of Conformance

Full document available

DOC



Certification
7. SGS Final Inspection Report

Full document available



Certification
7. SGS Loading Supervision

Full document available


