Technical file- Scrub Suit Version 4.0

Product Specification TF-SS101X/S5201X-02
Basic UDI-DI: 574400129-SS101X-5A

Product Specification for Scrub Suit SS101X and Scrub Suit S5201X

Details
Product standards EN 13795-1:2019
Classification according to MDR Class |, Medical Device Regulation (EU) 2017/745
Certification of Manufacturer ISO 9001:2015 CN14/21396,
ISO 13485:2016 and EN ISO 13485: 2016 CN14/21395
Environment Management ISO 14001 CN23919E10173R0S
Basic UDI-DI:

574400129-SS101X-5A

Physical Dimensions in cm and Properties for Top with X collar and 3 pockets (the device also comes in a
model without pockets)
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XS S M L XL XXL Tolerance
A (Length of suit) 69 cm 71 cm 73 cm 75 cm 77 cm 79 cm +/-2 cm
B (Width of waist) 48,5cm | 53,5cm | 58,5cm 63,5 cm 68,5 cm 73,5 cm +/-2 cm
C (Length sleeve) 29 cm 32cm 35cm 37 cm 38 cm 40 cm +/-2 cm
D (Width sleeve) 20 cm 21 cm 23 cm 23,5cm 24 cm 25 cm +/-2 cm
E (Length chest) 24 cm 25cm 26 cm 28 cm 29 cm 30cm +/-2 cm
Model | Colour  Material ‘ Shelf life | Average Weight
SS101X | Dark Blue | Polypropylene Spunbond — and Composite non-woven 3 Years* | 47 gsm +/-10%
Fabric
SS201X | Purple Spunbond Polypropylen- Meltblown Polypropylen- 2 Years* | 45gsm +/-7%
Spunbond Polypropylen (SMS)

*Antistatic properties only last 2 years
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Technical file- Scrub Suit

Version 4.0

Product Specification TF-SS101X/S5201X-02
Basic UDI-DI: 574400129-SS101X-5A

Physical Dimensions and Properties for Pants with tie, opening waist, 1 pocket (the device also comes in a

model without pockets)
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XS S M L XL XXL Tolerance
A (Width of waist) 42 cm 47 cm 52 cm 58 cm 63 cm 68 cm +/-2 cm
B (Length of pants) 105 107,5 cm 112 113 cm 114 cm 115 cm +/-2 cm
cm cm
C (Length inner leg) | 74 cm 75 cm 78cm | 80cm 82 cm 83 cm +/-2 cm
D (Length top part) | 13 cm 13 cm 13cm | 13cm 13,5cm 14 cm +/-2 cm
E (Width of leg) 23 cm 23 cm 25 cm 25 cm 26 cm 27 cm +/-2 cm
F (Length of pocket) | 21cm 21 cm 21 cm 21 cm 21 cm 21 cm +/-2 cm
G (Front) 30 cm 30cm 32cm 32cm 34 cm 35cm +/-2 cm
H (Back) 42 cm 43 cm 46 cm 47 cm 51 cm 51 cm +/-2 cm
Model Colour | Material ‘ Shelf life | Average Weight
SS101X | Dark Blue | Polypropylene Spunbond — and Composite non-woven 3 Years* | 47 gsm +/-10%
Fabric
SS201X | Purple Spunbond Polypropylen- Meltblown Polypropylen- 2 Years* | 45gsm +/-7%
Spunbond Polypropylen (SMS)

*Antistatic properties only last 2 years
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Technical file- Scrub Suit Version 4.0
Product Specification TF-SS101X/S5201X-02
Basic UDI-DI: 574400129-SS101X-5A

Reference Numbers for Scrub Suits with - and without Pockets

Reference Numbers for Scrub Suits SHIRT WITH Pockets
%

| SS101X01T | SS101X02T | SS101X03T |  SS101X04T |  SS101X05T |  SS101X06T |
SS201X01T $5201X02T $S201X03T $5201X04T SS201X05T SS201X06T
Reference Numbers for Scrub Suits SHIRT WITHOUT Pockets
SS101XUTO1T | SS101XUT02 | SS101XUTO3 | SST01XUTO4 | SS101XUTOS |  SS101XUTO06
Reference Number for PANTS WITH Pockets

SS101X01B | SS101X02B | SS101X03B | SS101X04B | SS101X05B |  SS101X06B
SS201X01B SS201X02B SS201X03B SS201X04B SS201X05B SS201X06B
Reference Numbers for Scrub Suit PANTS WITHOUT Pockets

| SS101XUB02 | SS101XUB03 | SS101XUB04 |  SS101XUBOS

SS101XUBO1 SS101XUB0O6
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