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Product Service

CERTIFICATE

No. Q6 18 05 60669 021
Holder of Certificate:

Certification Mark:

ENISO 13485 /4

tuv-sud.com/ps-cert

Scope of Certificate: Production and Distribution of Medical Dressings,
Urine Bags, Tubes and Catheters Applied
in Natural Orifice, Bandages, Blades,
Extracorporeal Circuit Devices, Gloves,
Suture, Umbilical Cord Clamps,
First-aid-kits and Components
Zinc Oxide Adhesive Plaster,
Adhesive Strips/Tape(waterproof),
Sports Tape, Surgical Tape(PE; Non- woven; Silk; Fabric),
Elastic Bandage, Non-sterile Wound Plaster/Strips,
Sterile Wound Plaster/Strips, Sterile Dressings Adhesive,
Ice Bag(mattress), Alcohol Prep Pads, Sterile Permeable
Adhesive Tape, First-aid Dressing Bandage, Eye-pad,
Triangular Bandage, Gauze Swabs(sponges), Sterile Gown,
Disposable Sterile Drape, Basic Dressing Pack,
Sterile Non-woven Swabs(sponges), Rescue Sheet,
Surgical Dressing Sheet(burn dressing),
Non-Adhesive Dressing(wound compress),
Orthopedic Casting Bandage, Orthopedic Padding,
Aneroid Sphygmomanometer,
Stethoscope, Sterile Gauze Balls,
CPR Mask, Hot and Cold Pack,
Instant Hot Pack and Hot Pack,
Infusion Set, Intravenous Catheter

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause
7.3), which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1827317
Valid from: 2018-07-01
Valid until: 2021-06-30

Date, 2018-06-27 M

Stefan Preil®
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D-ZM-11321-01-00
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Product Service
CERTIFICATE
No. Q6 18 05 60669 021
Applied Standard(s): ENIso 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016
Facility(ies):
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