Surgicare Isoprene
Product Specification
Product : Powder Free Sterile Synthetic Poly Isoprene Surglcal Gloves

Material : Synthetic Rubber Latex
Colour : White
Shape : Anatomic
Cuff : Beaded
External Surface : Textured
Internal Surface : Polymer Coated _
Shelf Life : 3 Years
Basic UDI DI : 806363SIGFM3
72+4 74-75 | 21.0-21.5
Medical Device : Class IIa, Rule 06 gg ;gg ;gg :gi gg - 2;1 i:g - izg
Notify Body No. - 2460 75 270 290 95+5 | 96-97 | 27.0-28.0
Regulatory Authority : DNV Product Assurance AS 80 270 200 102+6  1105-106| 28.0-29.0
Norway. 85 280 290 108+6 |107-108| 29.0-30.0
¢ BN Paris 123 4 e 2000
v" ASTM D 3577, IS 13422, ISO 10282
v" EN556-1, EN ISO 11137-1, EN ISO 11737-1 & 2, Finger (13+3 mm from finger tip) 0.1 0.19
v EE Eg 1(1);2_12’arts 1,57,10,11 & 23 Palm (Center of the palm) 0.1 0.17
e Cuff (255 mm from cuff edge) 0.1 0.14
v" ISO 9001, ISO 14001, ISO 13485, EN ISO 14971

=>» 8boxes x 50 pairs / 400 pairs per Carton

[Bedierefery ] R e ime men e
Ultimate . . . .

Freedom from Holes  : Inspection Level 1, AQL 0.65 Elongation (%) 650 min 900 min 490 min 860 min

V?sual Mfljor Defects : Inspect%on Level 1, AQL 1.5 %’ﬁﬁg a@fbiggo(%[pa) 70max | 2.5 max N/A N/A

Visual Minor Defects : Inspection Levell, AQL 2.5

Powder Amount : <2 mg/glove Force @ Break (N) 9 min 9 min 9 min 9 min




