






EU MDR Product List

EU QMS 

certificate 

number

Legal 

manufacturer
SRN Product type

Product 

Brand 

(private 

label 

customer)

Product 

Family

Only 

applicable for 

His

Product identification

(Medical Device Description)

KIT identification

only applicable for ITE styles

App 

operating 

systems

Only 

applicable 

for apps; 

iOS/Andro

id

Class EU 

MDR

Placed on 

the market 

Date for 

signed  EU 

MDR DOC

Basic UDI-DI
CND 

code

GMDN 

code

MDA/

MDN 

code

MDS 

code

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 1 BTE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 1 BTE PP N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 1 MINIRITE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 1 MINIRITE T N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 1 IIC

JET 1 KIT IIC 10 75

JET 1 KIT IIC 10 85
N/A Class IIa 2022-08-10

57144640-HI-

00081-RL
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 1 CIC

JET 1 KIT 10 NFM 85 PB 

JET 1 KIT 10 NFM 85 

JET 1 KIT 10 85 PB 

JET 1 KIT 10 85 

JET 1 KIT 10 NFM 75 PB 

JET 1 KIT 10 75 PB 

JET 1 KIT 10 NFM 75 

JET 1 KIT 10 75 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 1 ITC

JET 1 KIT 312 2.4G NFM 85 PB 

JET 1 KIT 312 2.4G NFM PB 

JET 1 KIT 312 2.4G NFM 85 

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 NFM 85 PB 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 1 ITE HS

JET 1 KIT 312 2.4G NFM 85 PB 

JET 1 KIT 312 2.4G NFM PB 

JET 1 KIT 312 2.4G NFM 85 

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 NFM 85 PB 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 

JET 1 KIT 13 2.4G NFM 

JET 1 KIT 13 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 1 ITE FS

JET 1 KIT 312 2.4G NFM 85 PB 

JET 1 KIT 312 2.4G NFM PB 

JET 1 KIT 312 2.4G NFM 85 

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 NFM 85 PB 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 

JET 1 KIT 13 2.4G NFM 

JET 1 KIT 13 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 2 BTE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 2 BTE PP N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 2 MINIRITE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Jet OTICON JET 2 MINIRITE T N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 2 IIC

JET 2 KIT IIC 10 85 

JET 2 KIT IIC 10 75 
N/A Class IIa 2022-08-10

57144640-HI-

00081-RL
Y2145

34672
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 2 CIC

JET 2 KIT 10 NFM 75 

JET 2 KIT 10 NFM 85 

JET 2 KIT 10 NFM 75 PB 

JET 2 KIT 10 NFM 85 PB 

JET 2 KIT 10 75 

JET 2 KIT 10 85 

JET 2 KIT 10 75 PB 

JET 2 KIT 10 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 2 ITC

JET 2 KIT 312 2.4G NFM 85 PB 

JET 2 KIT 312 2.4G NFM PB 

JET 2 KIT 312 2.4G NFM 85 

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 NFM 85 PB 

JET 2 KIT 312 NFM PB 

JET 2 KIT 312 NFM 85                   

JET 2 KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 2 ITE FS

JET 2 KIT 312 2.4G NFM 85 PB 

JET 2 KIT 312 2.4G NFM PB 

JET 2 KIT 312 2.4G NFM 85 

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 NFM 85 PB 

JET 2 KIT 312 NFM PB 

JET 2 KIT 312 NFM 85 

JET 2 KIT 312 NFM 

JET 2 KIT 13 2.4G NFM 

JET 2 KIT 13 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Jet OTICON JET 2 ITE HS

JET 2 KIT 312 2.4G NFM 85 PB 

JET 2 KIT 312 2.4G NFM PB 

JET 2 KIT 312 2.4G NFM 85 

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 NFM 85 PB

JET 2 KIT 312 NFM PB

JET 2 KIT 312 NFM 85

JET 2 KIT 312 NFM 

JET 2 KIT 13 2.4G NFM

JET 2 KIT 13 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 1 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 1 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 1 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 1 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 2 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 2 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 2 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 2 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 3 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 3 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 3 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon More OTICON MORE 3 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 1 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 1 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 1 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 1 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 2 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 2 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 2 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn Play OTICON OPN PLAY 2 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 1 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 1 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 1 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 1 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 2 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 2 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 2 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 2 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 3 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 3 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 3 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Opn S OTICON OPN S 3 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 1 IIC

OWN 1 KIT IIC 10 75 

OWN 1 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 1 CIC

OWN 1, KIT 10 NFM 75 PB 

OWN 1, KIT 10 NFM 75                 

OWN 1, KIT 10 NFM 90 PB

OWN 1, KIT 10 NFM 90  

OWN 1, KIT 10 75 PB 

OWN 1, KIT 10 75 

OWN 1, KIT 10 90 PB 

OWN 1, KIT 10 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 1 ITC

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM 90 

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM 90  

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM   

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 1 ITE HS

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM 90   

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM 90 

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 1 ITE FS

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM 90 

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM 90 

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 2 IIC

OWN 2 KIT IIC 10 75 

OWN 2 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 2 CIC

OWN 2, KIT 10 NFM 75 PB                

OWN 2, KIT 10 NFM 75                       

OWN 2, KIT 10 NFM 90 PB                

OWN 2, KIT 10 NFM 90                                

OWN 2, KIT 10 75 PB 

OWN 2, KIT 10 75 

OWN 2, KIT 10 90 PB 

OWN 2, KIT 10 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 2 ITC

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM 90  

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 2 ITE HS

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM 90 

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB             

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 2 ITE FS

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM 90 

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB              

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 3 IIC

OWN 3 KIT IIC 10 75 

OWN 3 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 3 CIC

OWN 3, KIT 10 NFM 90 PB 

OWN 3, KIT 10 NFM 90                         

OWN 3, KIT 10 NFM 75 PB                   

OWN 3, KIT 10 NFM 75                          

OWN 3, KIT 10 90 PB                        

OWN 3, KIT 10 90  

OWN 3, KIT 10 75 PB 

OWN 3, KIT 10 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 3 ITC

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM 90 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 NFM 90 PB                    

OWN 3, KIT 312 NFM 90                          

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 3 ITE HS

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM 90 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 NFM 90 PB              

OWN 3, KIT 312 NFM 90 

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 3 ITE FS

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM 90 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 NFM 90 PB                   

OWN 3, KIT 312 NFM 90 

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 4 IIC

OWN 4 KIT IIC 10 75                              

OWN 4 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 4 CIC

OWN 4, KIT 10 NFM 90 PB 

OWN 4, KIT 10 NFM 90                                        

OWN 4, KIT 10 NFM 75 PB                                   

OWN 4, KIT 10 NFM 75                           

OWN 4, KIT 10 90 PB                        

OWN 4, KIT 10 90                  

OWN 4, KIT 10 75 PB 

OWN 4, KIT 10 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 4 ITC

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB                    

OWN 4, KIT 312 NFM 90                         

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 4 ITE HS

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB                          

OWN 4, KIT 312 NFM 90 

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 4 ITE FS

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB                

OWN 4, KIT 312 NFM 90 

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 5 IIC

OWN 5 KIT IIC 10 75 

OWN 5 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 5 CIC

OWN 5, KIT 10 NFM 90 PB 

OWN 5, KIT 10 NFM 90                             

OWN 5, KIT 10 NFM 75 PB                           

OWN 5, KIT 10 NFM 75                                  

OWN 5, KIT 10 90 PB                        

OWN 5, KIT 10 90  

OWN 5, KIT 10 75 PB 

OWN 5, KIT 10 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 5 ITC

OWN 5, KIT 312 2.4G NFM 90 PB 

OWN 5, KIT 312 2.4G NFM 90 

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 

OWN 5, KIT 312 NFM 90 PB                             

OWN 5, KIT 312 NFM 90                                  

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 5 ITE HS

OWN 5, KIT 312 2.4G NFM 90 PB 

OWN 5, KIT 312 2.4G NFM 90 

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 

OWN 5, KIT 312 NFM 90 PB                             

OWN 5, KIT 312 NFM 90 

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

EU MDR Product List for EC QMS Certificate G10 003348 0003 Rev. 00 (Oticon)
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) Oticon Own OTICON OWN 5 ITE FS

OWN 5, KIT 312 2.4G NFM 90 PB 

OWN 5, KIT 312 2.4G NFM 90 

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 

OWN 5, KIT 312 NFM 90 PB               

OWN 5, KIT 312 NFM 90 

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 1 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 1 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 1 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 1 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 2 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 2 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 2 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 34671 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Play PX OTICON PLAY PX 2 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 1 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 1 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 1 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 1 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 2 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 2 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 2 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 2 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 3 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 3 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 3 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Real OTICON REAL 3 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 1 BTE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 1 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 1 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 1 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 1 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 2 BTE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

EU MDR Product List for EC QMS Certificate G10 003348 0003 Rev. 00 (Oticon)
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 2 BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 2 MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 2 MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Ruby OTICON RUBY 2 MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 1 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 1 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 1 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 1 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 2 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 2 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 2 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Zircon OTICON ZIRCON 2 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 1 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 2 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 3 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 1 BTE UP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 2 BTE UP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed OTICON XCEED 3 BTE UP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed Play OTICON XCEED PLAY 1 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed Play OTICON XCEED PLAY 2 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed Play OTICON XCEED PLAY 1 BTE UP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) Oticon Xceed Play OTICON XCEED PLAY 2 BTE UP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270

CROS/BI-CROS 

transmitter
Oticon Cros OTICON CROS PX MINIRITE R N/A N/A Class IIa 2021-08-10

57144640-

CROS-00068-
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270

CROS/BI-CROS 

transmitter
Oticon Cros OTICON CROS MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-

CROS-00075-
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
Fitting Software Oticon N/A OTICON GENIE 2 2022.2 N/A N/A Class IIa 2022-08-08

57144640-fSW-

000011-25
Y2145 60211 0315 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
Fitting Software Oticon N/A OTICON GENIE 2 2023.1 N/A N/A Class IIa 2023-02-06

57144640-fSW-

000011-25
Y2145 60211 0315 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
OneApp Oticon N/A OTICON COMPANION 1.1.0 N/A

Android + 

iOS
Class IIa 2023-04-19

iOS: 57144640-

ONEAPP-
Y2145 57885 0315 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270

Remote Fitting 

App
Oticon N/A OTICON REMOTECARE 3.5.0 N/A

Android + 

iOS
Class IIa 2022-08-10

iOS: 57144640-

RFITAPP-
Y2145 57885 0315 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270

Remote Control 

App
Oticon N/A OTICON ON 2.5.0 N/A

Android + 

iOS
Class IIa 2021-10-12

iOS: 57144640-

RCAPP-00005-
Y2145 57885 0315 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E300 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E300 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

EU MDR Product List for EC QMS Certificate G10 003348 0003 Rev. 00 (Oticon)
Sheet: EU MDR Product List - Oticon
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E300 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E300 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E400 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E400 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E400 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E400 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E500 MINIBTE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E500 MINIBTE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E500 MINIRITE R N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM E HHM E500 MINIRITE T N/A N/A Class IIa 2023-02-08

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F100 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F100 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F100 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F100 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F200 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F200 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F200 MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F200 MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F300 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F300 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F300 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F300 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F400 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F400 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F400 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F400 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F500 MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F500 MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F500 MINIRITE R N/A N/A Class IIa 2020-12-16

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F HHM F500 MINIRITE T N/A N/A Class IIa 2021-08-10

57144640-HI-

00052-R8
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F500 IIC

OWN 1 KIT IIC 10 75 

OWN 1 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F500 CIC

OWN 1, KIT 10 90 PB 

OWN 1, KIT 10 75 PB 

OWN 1, KIT 10 NFM 75 PB 

OWN 1, KIT 10 75 

OWN 1, KIT 10 NFM 90 

OWN 1, KIT 10 90  

OWN 1, KIT 10 NFM 90 PB 

OWN 1, KIT 10 NFM 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F500 ITC

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM 90 

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM 90  

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM   

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F500 ITE HS

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 90 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM 90 

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F500 ITE FS

OWN 1, KIT 312 2.4G NFM 90 PB 

OWN 1, KIT 312 2.4G NFM PB 

OWN 1, KIT 312 2.4G NFM 90 

OWN 1, KIT 312 2.4G NFM 

OWN 1, KIT 312 NFM 90 PB 

OWN 1, KIT 312 NFM PB 

OWN 1, KIT 312 NFM 90 

OWN 1, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F400  IIC

OWN 2 KIT IIC 10 75 

OWN 2 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F400 CIC

OWN 2, KIT 10 75

OWN 2, KIT 10 NFM 90 PB

OWN 2, KIT 10 90 

OWN 2, KIT 10 NFM 75 PB 

OWN 2, KIT 10 75 PB 

OWN 2, KIT 10 90 PB 

OWN 2, KIT 10 NFM 75 

OWN 2, KIT 10 NFM 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F400 ITC

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 90 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

EU MDR Product List for EC QMS Certificate G10 003348 0003 Rev. 00 (Oticon)
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F400 ITE HS

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 90 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F400 ITE FS

OWN 2, KIT 312 2.4G NFM 90 PB 

OWN 2, KIT 312 2.4G NFM PB 

OWN 2, KIT 312 2.4G NFM 90 

OWN 2, KIT 312 2.4G NFM 

OWN 2, KIT 312 NFM 90 PB 

OWN 2, KIT 312 NFM PB 

OWN 2, KIT 312 NFM 90 

OWN 2, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F300 IIC

OWN 3 KIT IIC 10 75 

OWN 3 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F300 CIC

OWN 3, KIT 10 NFM 75 

OWN 3, KIT 10 90  

OWN 3, KIT 10 75 PB 

OWN 3, KIT 10 90 PB 

OWN 3, KIT 10 NFM 75 PB 

OWN 3, KIT 10 NFM 90 PB 

OWN 3, KIT 10 NFM 90 

OWN 3, KIT 10 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F300 ITC

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 2.4G NFM 90 

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 90 PB 

OWN 3, KIT 312 NFM 

OWN 3, KIT 312 NFM 90

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F300 ITE HS

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 90 PB

OWN 3, KIT 312 NFM 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 NFM 90

OWN 3, KIT 312 2.4G NFM 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F300 ITE FS

OWN 3, KIT 312 2.4G NFM 90 PB 

OWN 3, KIT 312 2.4G NFM PB 

OWN 3, KIT 312 NFM PB 

OWN 3, KIT 312 NFM 90 PB

OWN 3, KIT 312 NFM 

OWN 3, KIT 312 2.4G NFM 

OWN 3, KIT 312 NFM 90

OWN 3, KIT 312 2.4G NFM 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F200 IIC

OWN 4 KIT IIC 10 75 

OWN 4 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

EU MDR Product List for EC QMS Certificate G10 003348 0003 Rev. 00 (Oticon)
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F200 CIC

OWN 4, KIT 10 NFM 75 

OWN 4, KIT 10 90  

OWN 4, KIT 10 75  

OWN 4, KIT 10 NFM 90 PB 

OWN 4, KIT 10 75 PB 

OWN 4, KIT 10 90 PB 

OWN 4, KIT 10 NFM 75 PB 

OWN 4, KIT 10 NFM 90 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F200 ITC

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB 

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 90 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F200 ITE HS

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB 

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 90 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F200 ITE FS

OWN 4, KIT 312 2.4G NFM 90 PB 

OWN 4, KIT 312 2.4G NFM PB 

OWN 4, KIT 312 2.4G NFM 90 

OWN 4, KIT 312 2.4G NFM 

OWN 4, KIT 312 NFM 90 PB 

OWN 4, KIT 312 NFM PB 

OWN 4, KIT 312 NFM 90 

OWN 4, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F100 IIC

OWN 5 KIT IIC 10 75 

OWN 5 KIT IIC 10 90 
N/A Class IIa 2022-08-10

57144640-HI-

00076-RW
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F100 CIC

OWN 5, KIT 10 NFM 90 

OWN 5, KIT 10 NFM 90 PB 

OWN 5, KIT 10 75 PB 

OWN 5, KIT 10 90 PB 

OWN 5, KIT 10 NFM 75 PB 

OWN 5, KIT 10 90  

OWN 5, KIT 10 75  

OWN 5, KIT 10 NFM 75 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F100 ITC

OWN 5, KIT 312 2.4G NFM 90 PB

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 90

OWN 5, KIT 312 2.4G NFM

OWN 5, KIT 312 NFM 90 PB 

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 90

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009
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EU MDR Product List

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F100 ITE HS

OWN 5, KIT 312 2.4G NFM 90 PB

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 90

OWN 5, KIT 312 2.4G NFM

OWN 5, KIT 312 NFM 90 PB 

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 90

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM F HHM F100 ITE FS

OWN 5, KIT 312 2.4G NFM 90 PB

OWN 5, KIT 312 2.4G NFM PB 

OWN 5, KIT 312 2.4G NFM 90

OWN 5, KIT 312 2.4G NFM

OWN 5, KIT 312 NFM 90 PB 

OWN 5, KIT 312 NFM PB 

OWN 5, KIT 312 NFM 90

OWN 5, KIT 312 NFM 

N/A Class IIa 2022-08-10
57144640-HI-

00076-RW
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F300 C MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F300 C MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HMM F300 C MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F300 C MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F500 C MINIBTE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F500 C MINIBTE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F500 C MINIRITE R N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM F C HHM F500 C MINIRITE T N/A N/A Class IIa 2022-02-10

57144640-HI-

00052-R8
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G80 BTE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G80 BTE PP N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G80 MINIRITE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G80 MINIRITE T N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G80 IIC

JET 1 KIT IIC 10 75 

JET 1 KIT IIC 10 85 
N/A Class IIa 2022-08-10

57144640-HI-

00081-RL
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G80 CIC

JET 1 KIT 10 NFM 75 

JET 1 KIT 10 NFM 75 PB 

JET 1 KIT 10 NFM 85 

JET 1 KIT 10 NFM 85 PB 

JET 1 KIT 10 75 

JET 1 KIT 10 75 PB 

JET 1 KIT 10 85 

JET 1 KIT 10 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G80 ITC

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 2.4G NFM 85  

JET 1 KIT 312 2.4G NFM 85 PB  

JET 1 KIT 312 2.4G NFM PB  

JET 1 KIT 312 NFM 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G80 ITE HS

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 2.4G NFM 85 

JET 1 KIT 312 2.4G NFM 85 PB 

JET 1 KIT 312 2.4G NFM PB  

JET 1 KIT 312 NFM 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G80 ITE FS

JET 1 KIT 312 2.4G NFM 

JET 1 KIT 312 2.4G NFM 85 

JET 1 KIT 312 2.4G NFM 85 PB 

JET 1 KIT 312 2.4G NFM PB  

JET 1 KIT 312 NFM 

JET 1 KIT 312 NFM PB 

JET 1 KIT 312 NFM 85 

JET 1 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G60 BTE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G60 BTE PP N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G60 MINIRITE N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G HHM G60 MINIRITE T N/A N/A Class IIa 2022-08-10

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G60 IIC

JET 2 KIT IIC 10 85 

JET 2 KIT IIC 10 75 
N/A Class IIa 2022-08-10

57144640-HI-

00081-RL
Y2145 34672 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G60 CIC

JET 2 KIT 10 NFM 75 

JET 2 KIT 10 NFM 75 PB 

JET 2 KIT 10 NFM 85 

JET 2 KIT 10 NFM 85 PB 

JET 2 KIT 10 75 

JET 2 KIT 10 75 PB 

JET 2 KIT 10 85 

JET 2 KIT 10 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G60 ITC

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 2.4G NFM 85  

JET 2 KIT 312 2.4G NFM 85 PB  

JET 2 KIT 312 2.4G NFM PB  

JET 2 KIT 312 NFM 

JET 2 KIT 312 NFM PB 

JET 2 KIT 312 NFM 85 

JET 2 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G60 ITE HS

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 2.4G NFM 85  

JET 2 KIT 312 2.4G NFM 85 PB  

JET 2 KIT 312 2.4G NFM PB  

JET 2 KIT 312 NFM 

JET 2 KIT 312 NFM PB 

JET 2 KIT 312 NFM 85 

JET 2 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (ITE) HHM G HHM G60 ITE FS

JET 2 KIT 312 2.4G NFM 

JET 2 KIT 312 2.4G NFM 85  

JET 2 KIT 312 2.4G NFM 85 PB  

JET 2 KIT 312 2.4G NFM PB  

JET 2 KIT 312 NFM 

JET 2 KIT 312 NFM PB 

JET 2 KIT 312 NFM 85 

JET 2 KIT 312 NFM 85 PB 

N/A Class IIa 2022-08-10
57144640-HI-

00081-RL
Y2145

34672

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G500 S BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G500 S MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009
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G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G500 S MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G500 S MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G400 S BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G400 S MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G400 S MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G400 S MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G300 S BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G300 S MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G300 S MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G300 S MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G200 S BTE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G200 S BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G200 S MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G200 S MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G200 S MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G100 S BTE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G100 S BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G100 S MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G100 S MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G S HHM G100 S MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G500 SC BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G500 SC MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G500 SC MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G500 SC MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G300 SC BTE PP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G300 SC MINIRITE N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G300 SC MINIRITE T N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM G SC HHM G300 SC MINIRITE R N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145 34671 0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM PG HHM PG50 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM PG HHM PG30 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009

G10 003348 0003 

Rev. 00 (Oticon)
SBO Hearing A/S

DK-MF-

000001270
HI (BTE) HHM PG HHM PG10 BTE SP N/A N/A Class IIa 2023-05-04

57144640-HI-

000014-WQ
Y2145

34671

38049
0310 1009
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