Freudenberg Medical, LLC ’\‘ FREUDENBERG

MEDICAL

11/08/2022

Freudenberg Medical Europe
2-8 Liebigstrasse
67661 KAISERSLAUTERN

GERMANY
PO# 4500030335
PRODUCT CERTIFICATION

FREUDENBERG P/N DESCRIPTION FREUDENBERG L/N
70-400-07 0000231470

%" SILICONE GASKET

DOW CORNING, SILASTIC Q7-4780 MATERIAL

MATERIAL FM P/N FM L/N
Silicone 30-011-01 0000211019
Elastomer 30-012-01 0000211020

Freudenberg Medical certifies that our silicone gaskets are manufactured following Good
Manufacturing Practices (GMP) in accordance with the new Quality System Regulation
(QSR) in a FDA registered medical device facility. Freudenberg Medical has been certified
tomeet ISO 13485 quality system. Material manufacturer states that these materials meet or
exceed USP Class VI biocompatibility requirements and FDA Regulations CFR 177.2600 for
contact with food and drugs. These platinum-cured silicone products have full traceability to
raw materials and contain no peroxide catalysts.
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GERMANY

PO# 4500030335

PRODUCT CERTIFICATION

FREUDENBERG P/N DESCRIPTION FREUDENBERG L/N

70-400-07 0000234331
%' SILICONE GASKET
DOW CORNING, SILASTIC Q7-4780 MATERIAL

MATERIAL FM P/N FM L/N
Silicone 30-011-01 0000211019
Elastomer 30-012-01 0000211020

Freudenberg Medical certifies that our silicone gaskets are manufactured following Good
Manufacturing Practices (GMP) in accordance with the new Quality System Regulation
(QSR) in a FDA registered medical device facility. Freudenberg Medical has been certified
tomeet ISO 13485 quality system. Material manufacturer states that these materials meet or
exceed USP Class VI biocompatibility requirements and FDA Regulations CFR 177.2600 for
contact with food and drugs. These platinum-cured silicone products have full traceability to
raw materials and contain no peroxide catalysts. .
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