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What is USP Class VI?

The United States Pharmacopeia (USP) is an independent organisation that established a set of
standards to ensure the quality of medicines and health care technologies. USP protocols are
used to classify plastics in Classes | - VI, based on end use, type and time of exposure of human
tissue to plastics, of which Class VI requires the most stringent testing of all the six classes.

) Systemic toxicity tests are used to determine the irritant effect of toxic leachables
present in extracts of test materials.

) Intracutaneous tests are used to assess the localised reaction of tissue to
leachable substances.

) Implantation tests are used to evaluate the reaction of living tissue to the plastic.
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USP Class Plastics Designation

Surface Devices

Limited

Prolonged

USP Class | USP Class |

Permanent

USP Class |

Mucosal Surfaces

Limited Prolonged Permanent

USP Class | USP Class Il

USP Class V

External Communication Devices

Breached or Compromised Surfaces

Limited Prolonged Permanent

USP Class I

USP Class V

USP Class VI

Blood Path Indirect

Limited

Prolonged

USP Class IV

USP Class V

Permanent

USP Class VI

Tissue/Bone/Dentin Communicating

Limited Prolonged Permanent

USP Class IV USP Class VI

USP Class VI

Implant Devices

All Devices

USP Class VI

Circulating Blood

Limited Permanent

Prolonged

USP Class IV USP Class VI USP Class VI
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www.distrupol.com

European Corporate HQ

T: +44 (0)1932 566 033
F: +44 (0)1932 560 363
E: info@distrupol.com

Distrupol BV

T: +31(0) 78 6250 181
F: +31(0) 78 6250 053
E: info-benelux@distrupol.com

Distrupol Denmark

T: +45 (0)39 612 223
F: +45 (0)39 612 266
E: info-denmark@distrupol.com

Distrupol Estonia

T: +358 (0)20 7500 460
F: +358 (0)20 7500 469
E: info-estonia@distrupol.com

Distrupol Finland

T: +358 (0)20 7500 460
F: +358 (0)20 7500 469
E: info-finland@distrupol.com

Distrupol Ireland

T: +353 (0)1 4019 808
F: +353 (0)1 4019 853
E: info-ireland®@distrupol.com

Distrupol Latvia

T: +358 (0)20 7500 460
F: +358 (0)20 7500 469
E: info-latvia@distrupol.com

Distrupol Lithuania

T: +358 (0)20 7500 460
F: +358 (0)20 7500 469
E: info-lithuania@distrupol.com

Distrupol Norway

T: +46 (0)40 6353 080
F: +46 (0}40 6113 506
E: info-norway@distrupol.com

Distrupol Sweden

T: +46 (0)40 6353 080
F: +46 (0)40 6113 506
E: info-sweden®distrupol.com

Distrupol UK

T: +44 (0)1932 566 033
F: +44 (0)1932 560 363
E: info@distrupol.com
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Our comparator card range:

)
)
)
)
)
)
)
)
)

Tough & Strong
Metal Replacement
Flame Retardant
Flexible

Food & Drink

High Temperature
Medical

Electrical

Clear



