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REF# Description Materials

9880812 | Maxima Stethoscope Dualhead Adult, Black PP, Aluminium, 65 Manganese
9880813 | Maxima Stethoscope Dualhead Adult, Burgundy | steel, PVC, zinc alloy, interfacing
9880814 | Maxima Stethoscope Dualhead Adult, Navy Blue cloth with PVC, Silicon

9880815 | Maxima Stethoscope Rappaport Typ, Black Aluminium, 65Manganese steel,
9880816 | Maxima Stethoscope Rappaport Typ, Navy Blue PVC, zinc alloy, Stainless steel
9880817 | Maxima Stethoscope Rappaport Typ, Neon Orange

9880818 | Maxima Stethoscope Rappaport Typ, Royal Blue

9880819 | HS Nurse Stethoscope, Black PP, Aluminium, 65Manganese
9880820 | HS Nurse Stethoscope, Gray steel, PVC, copper, interfacing
9880821 | HS Nurse Stethoscope, Royal Blue cloth

9880822 | HS Nurse Stethoscope, Red with PVC

9880823 | HS Stethoscope Dualhead, Black PP, Aluminium, 65 Manganese
9880824 | HS Stethoscope Dualhead, Gray steel, PVC, zinc alloy, interfacing
9880825 | HS Stethoscope Dualhead, Royal Blue cloth with PVC, Silicon

9880826 | HS Stethoscope Dualhead, Red

9883146 | Maxima Cardiology stethoscope,black

9880827 | HS Pediatric Stethoscope, Black ABS, PP, PVC, LLDPE,

9880828 | HS Infant Stethoscope, Gray

A stethoscope is a mechanical device used to project the sounds associated with the heart,
arteries, and veins and other internal organs.

Point the ear tips in a forward, not backward, direction as you place them in the ear canal.

Use light pressure (not excessive) when pressing the diaphragm on the patient.

Verify that the air passageway through the ear tips is not clogged.

The heartbeat can be heard clearly when the chest piece is put on the chest.

Dimensional /Appearance

e Roughness of plating parts: < 0.4

e External diameter of PVC tubing ®10+0.6 mm

¢ Internal diameter of PVC tubing ®5.94 mm

e External diameter of three-way conduit tubing ®8.5+0.5 mm

e Internal diameter of three-way conduit tubing ®5.o5 mm
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Caution:
Intended for use by trained Medical Professionals only.
Do not use this device for any purpose other than its intended use.
Do not use this device if faulty, damaged, or has missing components, contact your place

of purchase for return or replacement information

Avoid exposure of this device to extreme temperatures

General Cleaning & Care:

Clean stethoscope thoroughly before each use, the entire stethoscope can be wiped clean
with alcohol or mild soapy water.

NOTE: Do not immerse your stethoscope in any liquid or subject it to steam sterilization.

If disinfection is required, the stethoscope may be wiped with a 70% isopropyl alcohol
solution.

Transportation:

It should be protected from rain and moisture during transportation.

Storage

The product should be stored in normal temperature and humidity, away from heat and
direct sunlight.

Method of Disposal

Observe the applicable disposal regulations for your area

Disposal of Main Device and Accessories

The product should be disposed in accordance with local applicable regulations after use.

Disposal of the Packaging Material

All packaging materials have been selected according to the environmentally compatible
and disposal aspects and can be recycled. Please send old packaging materials to the
relevant collection and processing system. This way, you will contribute to the recycling
of raw materials and avoiding waste.
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Regulations and standards applied:

Medical Device Regulation (EU) 2017 /745

MEDDEV 2.7.1 revision 4 - Clinical evaluation: A guide for manufacturers and notified bodies
MEDDEV 2.12-1 rev 8 - Guidelines on a medical devices vigilance system

MEDDEYV 2.12-2 - Guidelines on post market clinical follow-up

EN ISO 14971:2012 - Medical Device -Application of Risk Management in Medical Device

EN ISO 15223-1:2016 - Medical devices. Symbols to be used with medical device Labelling and
information to be supplied General requirements.

EN 1041:2008+A1 2013 - Terminology, Symbols and Information Related toMedical Devices-
Information Provided by Manufacturers of Medical Devices

[SO 10993-1:2018 - Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management process

EN ISO 10993-5: 2009 - Biological evaluation of medical devices - Part 5:
Tests for in vitro cytotoxicity (ISO 10993-5:2009)

EN ISO 10993-10:2013 - Biological Evaluation of Medical Device -Part 10:
Irritation and Sensitization Test
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