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Spec code:  LFM-097NA-S-5AZ 
Product name: Sempermed® Derma PF 
Date of issue: May 2020 
 
 
Natural rubber- latex – gloves, natural colour, micro-rough, rolled rim, 8 sizes. 
Intended use: Glove is suitable for all medical sterile applications. 
EXP - Storage: 3 years (storage conditions see page 2 ). Single use. 
 
Production: 
Following EU-directive EEC 93/42 as amended by 2007/47/EC, EN ISO 13 485 and EN 556 for sterile 
products,  
In compliance with GMP rules (Good Manufacturing Practice).            0123 Class IIa. 
Personal Protective Equipment according to Regulation (EU) 2016/425, CE Category III 
 
Gloves: In accordance with EN 455 -1/2/3/4, EN ISO 374-1:2016, EN 374-2:2014, EN 16523-1:2015, EN 374-
4:2013, ISO 374-5:2016, EN 420:2003+A1:2009, EN 421:2010, ASTM F 1671. 
Produced with Dithiocarbamat-types. No Thiuram and Mercapto-accelerators. 
Compound description can be issued on request. 
Marking : Size stamped in black on cuff. 
Measurements: according to ASTM D 3577, ISO 10282 and EN 455/2. 
Fit: Fully anatomical shaped with curved fingers and rolled rim. 
 
Physical and Chemical Properties : EN 455/2 and EN 455/3 and EN 455/4 
During shelf life and after challenge testing according to EN 455/2 
Before and after ageing according to ISO 10282 
Length according to glove size, see attachment: min 260 mm 
Wall thickness double: see attachment for dimensions / glove measurements 
 
Surface/Donning Support:  
Micro rough surface. Following EN 455/3 free of TALCUM (Magnesium silicate). 
Powderfree (according ASTM 6124 and EN 455/3). 
Synthetic inner layer to ensure donning and change of gloves without powder. 
Compound description available on request. 
 
Radiaton-Sterilization: Acc. to ISO 11 137 with min. 25 kGy ( 2,5 Mrad  SAL 10-6) 
Indicator-dot on dispenser box and transport carton: Change of colour from yellow to violet-brown. 
Placed on pallet: colour-change of indicator dot from yellow to red after sterilisation. 
 
Sampling Inspection:  
Acc. to DIN ISO 2859/1: Pinholes AQL 0,65 G-I / Major defects AQL 2,5 S-2 / Minor defects AQL 4 S-2. 
Minimum requirement following EN 455/1 and ASTM D 3577: AQL 1,5 
Major defects are non-conformities which prevent correct or intended use of the product. 
Minor defects are non-conformities of low degree of concern, which do not prevent correct or intended use of 
gloves.  
 
Supervision of Product and Design: 
In house: internal control in chemical, physical and microbiological laboratories. 
Bio-compatibility following ISO 10 993 and EN 455/3. Risk analysis done following ISO 14 971. 
External: Validation by Eurofins Germany, Endotoxins monitored by specialised laboratory, Cooperation with 
institutes specialised in chemical analysis following EN 455/3. Audited by TÜV according ISO 9001,             
ISO 13 485 and EU-directive EEC 93/42 as amended by 2007/47/EC, inspected by FDA. 
 










