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Gowns 

Gown: Isolation 

gown? Non-sterile

Protective 3- layers of spunbond meltblown spunbound fabric( Top layer of 

spunbound polypropylene, a middle layer of meltdown polypropylene and a bottom 

layer of meltdown polypropylene for l ight fluid contact and contact Isolation, elastic 

cuff, Tape-tab neck closure, Tie waist,

Dimensions: Extra Large (XL)

Length: (from shoulder to hem) 127cm

Sleeve length: (from shoulder to wrist) 62cm

Belt length: 172cm

Belt Width: 5cm

Belt place: (neck to top of belt) 38 - 39cm                                                                                                                                                                                                                                                                                                                                                                                                                                                             

WHO: Single use, fluid resistant, disposable, length mid-calf to cover the top of the 

boots, l ight colors preferable to better detect possible contamination, thumb/finger 

loops or elastic cuff to anchor sleeves in place.

Option 1: fluid penetration resistant: EN 13795 high performance, or AAMI PB70 level 

3 performance or above, or equivalent

Option 2: blood borne pathogens penetration resistant: AAMI PB70 level 4 

performance, or (EN 14126-B) and partial body

protection ( EN 13034 or EN 14605), or equivalent

• EU PPE Regulation 2016/425 and EU MDD Directive 93/42/EEC

• FDA Class I or II medical device, or equivalent

•WHO spec: [ EN 13795 any performance level, or 

                          AAMI PB70 all  levels acceptable, or equivalent ]                                                

ISO 13688:2013, Protective clothing – General requirements                                 

ISO 8559-1:2017(en)

Size designation of clothes — Part 1: Anthropometric definitions 

for body measurement

Option 1: fluid penetration resistant: EN 13795 high 

performance, or AAMI PB70 level 3 performance or above, or 

equivalent

Option 2: blood borne pathogens penetration resistant: 

AAMI PB70 level 4 performance, or (EN 14126-B) and partial 

body

protection ( EN 13034 or EN 14605), or equivalent

SANS 53795, Surgical drapes, gowns and clean air 

suits, used as medical devices for patients, 

clinical staff and equipment - General 

requirements for manufacturers, processors and 

products, test methods, performance requirements 

and performance levels  

 

International standards 

• EU PPE Regulation 2016/425 and EU MDD Directive 93/42/EEC 

• FDA Class I or II medical device, or equivalent 

• EN 13795 any performance level, or 

• AAMI PB70 all levels acceptable, or equivalent 

Local standards: 

•SAHPRA medical Device Licence not needed for Class A devices 

• SANS 53795 
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Sizes: 

Small – 5% 

Medium – 40% 

Large – 40% 

X-large – 15% 


