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Notice:
Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the regulatory authority/competent
authority of the Member State or region in which the user and/or patient is
established.

Consult all relevant instructions for use.

Not for sternal use.

Single use only. Reuse may result in illness.
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Do not use if package is damaged and consult
instructions for use

Indicates a medical device that should not be used if the
package has been damaged or opened and that the user should

(5.2.81) consult the instructions for use for additional information.
Do not re-use Indicates a medical device that is intended for one single use
(5.4.21) only.
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Consult instructions for use or consult electronic
instructions for use

SYMBOL GLOSSARY:
Symbol Title Description
(Reference)
I Manufacturer Indicates the medical device manufacturer.
(5.1.1)
Authorized representative in the European Indicates the authorized representative in the European
Community Community/ European Union.
(5.1.21)
Date of Manufacture Indicates the date when the medical device was manufactured.
(5.1.3Y)
Batch Code Indicates the manufacturer’s batch code so that the batch or lot
(5.1.51) can be identified.
Catalogue Number Indicates the manufacturer’s catalog number so that the
(5.1.6%) medical device can be identified
@ Importer Indicates the entity importing the medical device into the
(5.1.81) locale.
I Country of Manufacture To identify the country of manufacture of products.
(5.1.1111)

Indicates the need for the user to consult the instructions for
use.

(5.4.3)
Medical Device Indicates the item is a medical device.
(5.7.79)
Unique Device Identifier Indicates a carrier that contains unique device identifier
(5.7.101) information
CE Marking Indicates device is approved for sale in the European
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(Regulation (EU) 2017/745 Article 20)

Community/European Union.
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Prescription Only

Caution: Federal law restricts this device to sale by or on the

(21 CFR801.109) order of a physician.
ZIEN Medical Technologies, Inc. MedEnvoy Swiss Authorized Representative Indicates the authorized representative in Switzerland.
2490 South 300 West % Prinses Margrietplantsoen 33 - Suite 123 (Section 37) p
It Lake City, UT 8411 A 2595 AM The H N N

Salt Lake City, UT 84115 US Tae?\letherlaendzgue - Package Quantity Indicates a quantity of 10 single devices.

7 (No Applicable Reference)

AT Not For Sternal Use Indicates device is not to be used on the sternum

. semalel | (No Applicable Reference)
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