
MANUFACTURER’S DECLARATION OF CONFORMITY 

AUSTRALIAN THERAPEUTIC GOODS (MEDICAL DEVICES) REGULATIONS 2002 

FULL QUALITY ASSURANCE PROCEDURES 

This declaration is being made under clause 6.6 of Schedule 3 to the Regulations for a Class I non-sterile, non-measuring 
device. 

Manufacturer's name: PATH MEDICAL GmbH 

Business address: PATH MEDICAL GmbH 

Landsberger Str. 65 

82110 Germering 

Germany 

Medical device(s): see attached schedule for multiple products 

Classification: I 

GMDN code and term: 37503 Audiometer, pure-tone 
41188 Audiometer, speech 
58019 Otoacoustic emission system, battery powered 
35747 Audiometer, auditory evoked response 
36717 Audiometer, impedance 

Scope of application: All products to which the full quality assurance procedures have been applied. 

 

Each kind of medical device to which the system has been applied complies with the applicable provisions of the essential 
principles, the classification rules, and the full quality assurance procedures, at each stage, from the design of the device until 
its final inspection before being supplied. 

Full quality assurance procedures 
certificate: 

EN ISO 13485:2016 Quality System Certificate No 51260- 21-00_EN 

Issued by DEKRA Certification GmbH 

Notified Body Number 0124 

 

ISO 13485:2016 – MDSAP Certificate No 2247210 

Issued by DEKRA Certification B.V. 

 

Design examination certificate 
(if applicable): 

Not applicable - Class I non-sterile, non-measuring device 

Standards applied: ISO 13485:2016 – Medical Devices- Quality Management Systems 

EN ISO 14971:2019 – Medical Products – application of risk management to 
medical products 

IEC 60601-1 Medical Electrical Equipment Part 1: General Requirements for 
Safety (Ed.: 3.0) 



IEC 60601-1-2:2014, IEC 60601-1-2:2014/AMD1:2020 Medical Electrical 
Equipment Part 1.2 – General Requirements for Safety – Collateral Standard: 
Electromagnetic Compatibility – Requirements and tests. 

Devices included in this declaration: 

Insert Ear Phone Tip 10 mm 
ET-IP10mm 

100898 

Insert Ear Phone Tip 14 mm 
ET-IP14mm 

100899 

Insert Ear Phone Tip 18 mm 
ET-IP18mm 

100900 

Ear Cups (ECC) 

 

100890-1 
100890-5 
100890-25 
100890-30 

ABR electrode cable EC-02/ 100307 
Electrode trunk cable EC-03/ 100881 

ABR/ASSR Lead Cable Set  

(red, white, black clips) 

LCS-01/ 100891-1 

LCS-02/ 100891-2 
PATH EarTips  
Soft: ET-S01, ET-S02, ET-S03, ET-S04, ET-S10, ET-S11 
ET-03, ET-10, ET-11, ET-12, ET-13, ET-14, ET-16, ET-17, ET-
20, ET-21 
ET-LT10F, ET-LT14F, ET-LT35, ET-LT5T, ET-LT8T, ET-
LT13T, ET-LT40G, ET-LT45G, ET-LT50G, ET-LT60M,   
PM009, PM010, PM011, PM012, PM013, PM014, PM007H, 
PM011H, PM012H, PM013H, PM014H, PM016H, PM018H 

100029-100 (ET-S01) 
100030-100 (ET-S02) 
100031-100 (ET-S03) 
101019-100 (ET-S04) 
100032-100 (ET-S10) 
100840-100 (ET-S11) 
100063-100 (ET-03) 
100064-100 (ET-10) 
100125-100 (ET-11) 
100126-50 (ET-12) 
100144-100 (ET-13) 
100230-100 (ET-14) 
100838-100 (ET-16) 
100839-100 (ET-17) 
100576-100 (ET-20) 
100577-100 (ET-21) 
101035-100 (ET-LT10F) 
101036-100 (ET-LT14F) 
101037-100 (ET-LT35) 
101038-100 (ET-LT5T) 
101311-100 (ET-LT8T) 
101312-100 (ET-LT13T) 
101365-100 (ET-LT40G)  
101366-100 (ET-LT45G)  
101367-100 (ET-LT50G)  
101368-100 (ET-LT60M)  
100765-PH-100 (PM007H) 
100767-P-100 (PM009) 
100768-P-100 (PM010) 
100769-P-100 (PM011)  
100769-PH-100 (PM011H) 
100770-P-100 (PM012)  
100770-PH-100 (PM012H) 
100771-P-100 (PM013) 
100771-PH-100 (PM013H) 
100772-P-100 (PM014) 
100772-PH-100 (PM014H) 
100773-PH-100 (PM016H) 
100774-PH-100 (PM018H) 

PATH Accessory Box AB-08  100734-P 
Live speech microphone 100779 (MIC-01) 
Patient button 100169, 100343 



Authorised signatory:  

____________________________ 

Signature 

Florian Peters, Quality Management Representative 18/06/2025 

Name, Position Date 
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