VeNA'BIO

BIOTECH TUBING RANGE
Certificate of analysis n° 1X/XXX

Emission date Month Xth, 201x Internal order XXX
Customer name XXX Customer order XXX
Reference XXX
Description XXX
Length XX Quantity X
Hose Batch XXX Silicone Batch XXX
Manufacturing date | xxt, Month 201x E’éE’j:gﬂg{ﬂlii?lit‘:r‘::j;”g 10 years
Properties Unit Limits Results
Hardness Shore A 50 +/- 5 XX
Tensile strength N/mm2 >5 XX
Elongation % >200 XX
Tear strength B kN/m >20 XX
Density glcm3 1,13 +/- 0,02 XX

Certified information

Process Quality management system certified ISO 9oo1:2015, ISO 14001:2015 and EMAS.
Produced in I1SO7 classified clean room according to 1SO14644.

FDA Standard 21 CFR 177.2600
BfR Standard part XV

USP In Vivo <88> Class VI at 121°C
ISO 10993-5 & USP In vitro <87>

Product ISO 10993-4, 6 & 10

European Pharmacopoeia 3.1.9

QHSE approval

It is the user’s responsibility to ensure the suitability and safety of the VENAIR products for all intended uses. All the tests must
be conducted in accordance with applicable regulatory requirements to determine the safety and effectiveness for use of the
hoses in any particular application. User assumes all other risk, if any, including the risk of injury, loss or damage, direct or
consequential, arising out of the use, misuse, or inability to use, this product. Vena, Venair and the Venair logo are trademarks
of Venair Ibérica SA.

DI-06.27 Rev.01
10/04/2018



