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Product codes:

Reference: NFPASZPORT

Product short description:

The technical passport is a mandatory document for every medical device that is serviced during and after the warranty
period.

The technical passport is a booklet describing the technical work carried out on the device. Its content complies with the
Ministry of Health guideline (Mz/A-100).

Product description:
The passport complies with the Ministry of Health guideline (Mz/A-100).

The technical passport is a mandatory document for every medical device that is serviced during and after the warranty period.
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The technical passport of medical devices is used, among other things, to show the inspecting authority documents confirming
the operation of the equipment and its periodic inspections, repairs and verifications (always until the end of its service life).
It is required for all medical devices that are serviced during and after the warranty period. These include, among
others, treatment and surgical lamps, medical scales, foetal heart rate detectors, germicidal lamps, nebulisers,
audiometers, spirometers, ECG machines...

A healthcare facility (ZOZ) is obliged to keep this documentation for no less than 5 years from the day the device stops being
used to provide healthcare services.

It is best to keep the technical passport of a medical device where it is used (in the room where the device is located). All
documentation must be archived at the healthcare facility.

The healthcare provider must keep documentation of installations of medical devices, their repairs, maintenance, servicing,
software updates, inspections, adjustments, calibrations, checks and safety inspections of devices used to provide healthcare
services. All this information should be entered in the product's technical passport.

Legal basis:

e Act of 20 May 2010 on medical devices — Journal of Laws no. 107, item 679,

e Act of 29 November 2000 — Atomic Law — Journal of Laws of 2007 no. 42, item 276, as amended,

® Regulation of the Minister of Health of 25 August 2005 on the safe use of ionising radiation for all types of medical
exposure — Journal of Laws no. 194, item 1625,

¢ Regulation of the Minister of Health of 10 November 2006 on the professional and sanitary requirements for the
premises and equipment of healthcare facilities — Journal of Laws no. 213, item 1568, as amended.

Product features:

Product attributes:

opcja wypisania paszportu: blank, filled in
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