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Staefa (Switzerland), May 2021 / G.Borrett Senior Manager Regulatory Affairs 
 
 
 

Declaration of Conformity  
 
Hearing Instrument Systems 
 
 
 
We, the undersigned, hereby declare under our sole responsibility that the medical devices (class 2a) 
listed on pages 2 to 14, conform to the Medical Device Directive 93/42/EEC. Inclusive its related Fitting 
Software, Phonak iPFG 2.6b (also named Argosy iPFG 2.6),/2.6c, Phonak Target 
.0/3.1/3.2/3.3/4.0/4.1/4.2/4.3/5.0/5.1,5.2,5.3,5.4,6.0,6.1,6.2,7.0,7.1(GMDN 60211), Argosy Target 3.3 
and accessories. 
 
Authorized Representative : Sonova Deutschland GmbH, Max-Eyth-Straße 20, 70736 Fellbach, 
Germany.  
  
The hearing aid products are in conformity with the following standards and/or other 
normative documents: 

ACOUSTIC: EN/IEC 60118-0,-1,-2,-6; NSH 7.0;    
EMC: EN/IEC 60118-13;  IEC/EN 60601-1-2; 
HEALTH & SAFETY: EN/IEC 60601-1; EN 62479; 
Biocompatibility: ISO 10993-1; MD Software: IEC 62304; 
Degrees of Protection (IP code): IEC 60529:13 (acc. to the product information);  

 
 

This declaration is supported by: 
Certificate of approval No.: 31857 to the quality standard SN EN ISO 9001 and  
Certificate No.: 30379 to the quality standard SN EN ISO 13485 issued by GMED and  
EC Certificate No.: 30380 acc. to the ANNEX II excl #4 DIRECTIVE 93/42/EEC issued by GMED 
(Notified Body No.: 0459). 

 
Place and Date: 
 
Stäfa, 18 May 2021 Stäfa, 18 May 2021 

 
   
 
 
 

 

Laurent Vicari 
Director Quality Management & Regulatory Affairs  
 

Glenn Borrett 
Senior Manager Regulatory Affairs 
Operations 
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Phonak Audéo B 

 
 
 
 
Phonak Brio 2 R 

 
 
 
 
Phonak Naida Link 

 

 

Phonak Audéo B90-10 X X X  X  X   
Phonak Audéo B70-10 X X X  X  X   
Phonak Audéo B50-10 X X X  X  X   
Phonak Audéo B30-10 X X X  X  X   
Phonak Audéo B90-312 X X X  X  X   
Phonak Audéo B70-312 X X X  X  X   
Phonak Audéo B50-312 X X X  X  X   
Phonak Audéo B30-312 X X X  X  X   
Phonak Audéo B90-312T X X X  X  X   
Phonak Audéo B70-312T X X X  X  X   
Phonak Audéo B50-312T X X X  X  X   
Phonak Audéo B30-312T X X X  X  X   
Phonak Audéo B90-13 X X X X X  X   
Phonak Audéo B70-13 X X X X X  X   
Phonak Audéo B50-13 X X X X X  X   
Phonak Audéo B30-13 X X X X X  X   

 Phonak Audéo B90-R X X X  X  X   

 Phonak Audéo B70-R X X X  X  X   

 Phonak Audéo B50-R X X X  X  X   

 

Phonak Brio 2 R-10 X X X  X  X   
Phonak Brio 2 R-312T X X X  X  X   
Phonak Brio 2 R-13 X X X X X  X   

 Phonak Naída Link UP X X X X X X    
Phonak Naída Link RIC X X X X X  X   
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Phonak Audeo V-R 

 

Ph
on

ak
 N

ai
da

 V
 

Phonak Naida V 90-UP 
Also named Lapperre Pro P 933 X X X X X X    

Phonak Naida V 70-UP 
Also named Lapperre Pro P 733 X X X X X X    

Phonak Naida V 50-UP 
Also named Lapperre Pro P 533 X X X X X X    

Phonak Naida V 30-UP 
Also named Lapperre Pro P 333 X X X X X X    

Phonak Naida V 90-SP 
Also named Lapperre Pro P 932 X X X X X X    

Phonak Naida V 70-SP 
Also named Lapperre Pro P 732 X X X X X X    

Phonak Naida V 50-SP 
Also named Lapperre Pro P 532 X X X X X X    

Phonak Naida V 30-SP 
Also named Lapperre Pro P 332 X X X X X X    

Phonak Naida V90-RIC 
Also named Lapperre Pro P 931 X X X X X  X   

Phonak Naida V70-RIC 
Also named Lapperre Pro P 731 X X X X X  X   

Phonak Naida V50-RIC 
Also named Lapperre Pro P 531 X X X X X  X   

Phonak Naida V30-RIC 
Also named Lapperre Pro P 331 X X X X X  X   

 Phonak Audeo V90-R X X X  X  X   
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Ph
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ky
 V

 

Phonak Sky V90-UP X X X X X X    
Phonak Sky V70-UP X X X X X X    
Phonak Sky V50-UP X X X X X X    
Phonak Sky V30-UP X X X X X X    
Phonak Sky V90-SP X X X X X X    
Phonak Sky V70-SP X X X X X X    
Phonak Sky V50-SP X X X X X X    
Phonak Sky V30-SP X X X X X X    
Phonak Sky V90-RIC  X X X X X  X   
Phonak Sky V70-RIC  X X X X X  X   
Phonak Sky V50-RIC  X X X X X  X   
Phonak Sky V30-RIC X X X X X  X   
Phonak Sky V90-M X X X  X X    
Phonak Sky V70-M X X X  X X    
Phonak Sky V50-M X X X  X X    
Phonak Sky V30-M X X X  X X    
Phonak Sky V90-P X X X X X X    
Phonak Sky V70-P X X X X X X    
Phonak Sky V50-P X X X X X X    
Phonak Sky V30-P X X X X X X    

Ph
on

ak
 V

irt
o 

V 

Phonak Virto V90-10 O  (Variants: M, P, SP) X   X  X    X 
Phonak Virto V90-10      (Variants: M, P, SP) X X X  X   X  
Phonak Virto V90-312    (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V90-13      (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V70-10 O  (Variants: M, P, SP) X  X  X    X 
Phonak Virto V70-10      (Variants: M, P, SP) X X X  X   X  
Phonak Virto V70-312    (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V70-13      (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V50-10 O  (Variants: M, P, SP) X  X  X    X 
Phonak Virto V50-10      (Variants: M, P, SP) X X X  X   X  
Phonak Virto V50-312    (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V50-13      (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V30-10 O  (Variants: M, P, SP)  X  X  X    X 
Phonak Virto V30-10      (Variants: M, P, SP) X X X  X   X  
Phonak Virto V30-312    (Variants: M, P, SP, UP) X X X  X   X  
Phonak Virto V30-13      (Variants: M, P, SP, UP) X X X  X   X  
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V 

Phonak Bolero V90-M 
Also named  Lapperre Pro B 931 

X X X  X X    

Phonak Bolero V70-M 
Also named  Lapperre Pro B 731 

X X X  X X    

Phonak Bolero V50-M 
Also named  Lapperre Pro B 531 

X X X  X X    

Phonak Bolero V30-M 
Also named Lapperre Pro B 331 

X X X  X X    

Phonak Bolero V90-P 
Also named  Lapperre Pro B 932 

X X X X X X    

Phonak Bolero V70-P 
Also named  Lapperre Pro B 732 

X X X X X X    

Phonak Bolero V50-P 
Also named  Lapperre Pro B 532 

X X X X X X    

Phonak Bolero V30-P 
Also named  Lapperre Pro B 332 

X X X X X X    

Phonak Bolero V90-SP 
Also named  Lapperre Pro B 933 

X X X X X X    

Phonak Bolero V70-SP 
Also named  Lapperre Pro B 733 

X X X X X X    

Phonak Bolero V50-SP 
Also named  Lapperre Pro B 533 

X X X X X X    

Phonak Bolero V30-SP 
Also named  Lapperre Pro B 333 

X X X X X X    





 
 
 
 
 
 
 
 
 
 

QDL-97  Page 6 of 14 

 

 
 

 
 
Model/Type Q

ui
ck

Sy
nc

h 

Au
di

o 
St

re
am

in
g 

Re
m

ot
e 

Co
nt

ro
l 

FM
 In

pu
t 

[A
UX

] 

Ea
sy

 P
ho

ne
 

G
M

D
N

 B
TE

 (3
46

71
) 

G
M

D
N

 R
IC

 (
CR

T)
 (4

71
69

) 

G
M

D
N

 IT
E 

(3
46

72
) 

G
M

D
N

 IT
C/

CI
C(

41
20

9)
 

 
 

 
 
 
 

Ph
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Phonak Audéo V90-10 X X X  X  X   
Phonak Audéo V70-10 X X X  X  X   
Phonak Audéo V50-10 X X X  X  X   
Phonak Audéo V30-10 X X X  X  X   
Phonak Audéo V90-312 
Also named  Lapperre Pro R 931 

X X X  X  X   

Phonak Audéo V70-312 
Also named  Lapperre Pro R 731 

X X X  X  X   

Phonak Audéo V50-312 
Also named  Lapperre Pro R 531 

X X X  X  X   

Phonak Audéo V30-312 
Also named  Lapperre Pro R 331 

X X X  X  X   

Phonak Audéo V90-312T X X X  X  X   
Phonak Audéo V70-312T X X X  X  X   
Phonak Audéo V50-312T X X X  X  X   
Phonak Audéo V30-312T X X X  X  X   
Phonak Audéo V90-13 
Also named  Lapperre Pro R 932 

X X X X X  X   

Phonak Audéo V70-13 
Also named  Lapperre Pro R 732 

X X X X X  X   

Phonak Audéo V50-13 
Also named  Lapperre Pro R 532 

X X X X X  X   

Phonak Audéo V30-13 
Also named  Lapperre Pro R 332 

X X X X X  X   

Ph
on

ak
 A

ud
éo

 Q
 

Phonak Audéo Q90-312 
Also named Lapperre Pro R 921 
Also named Phonak Brio R-312 

X X X    X   

Phonak Audéo Q70-312 
Also named Lapperre Pro R 721 
Also named Nathos Q Tinnitus 

X X X    X   

Phonak Audéo Q50-312 
Also named Lapperre Pro R 521 

X X X    X   

Phonak Audéo Q30-312 
Also named Lapperre Pro R 321 

 X X    X   

Phonak Audéo Q90-312T 
Also named Phonak Brio R-312T 

X X X  X  X   

Phonak Audéo Q70-312T X X X  X  X   
Phonak Audéo Q50-312T X X X  X  X   
Phonak Audéo Q30-312T  X X  X  X   
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Phonak Naída Q90-SP 
Also named Lapperre Pro P 922 

X X X X X X    

Phonak Naída Q70-SP 
Also named Lapperre Pro P 722 

X X X X X X    

Phonak Naída Q50-SP 
Also named Lapperre Pro P 522 

X X X X X X    

Phonak Naída Q30-SP 
Also named Lapperre Pro P 322 

 X X X X X    

Phonak Naída Q90-UP 
Also named Lapperre Pro P 923 
Also named Phonak Brio P-UP 

X X X X X X    

Phonak Naída Q70-UP 
Also named Lapperre Pro P 723 

X X X X X X    

Phonak Naída Q50-UP 
Also named Lapperre Pro P 523 

X X X X X X    

Phonak Naída Q30-UP 
Also named Lapperre Pro P 323 

 X X X X X    

Phonak Naída Q90-RIC 
Also named Lapperre Pro P 921 

X X X X X  X   

Phonak Naída Q70-RIC 
Also named Lapperre Pro P 721 

X X X X X  X   

Phonak Naída Q50-RIC  
Also named Lapperre Pro P 521 

X X X X X  X   

Phonak Naída Q30-RIC 
Also named Lapperre Pro P 321 

 X X X X  X   
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Ph
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Phonak Bolero Q90-M312  
Also named Lapperre Pro B 921 
Also named Phonak Brio B-M312 

X X X   X    

Phonak Bolero Q90-M13 
Also named Lapperre Pro B 922 H 
Also named Phonak Brio B-M13 

X X X X X X    

Phonak Bolero Q90-P 
Also named Lapperre Pro B 923 
Also named Phonak Brio B-P 

X X X X X X    

Phonak Bolero Q90-SP 
Also named Lapperre Pro B 924 
Also named Phonak Brio B-SP 

X X X X X X    

Phonak Bolero Q70-M312  
Also named Lapperre Pro B 721 X X X   X    

Phonak Bolero Q70-M13 
Also named Lapperre Pro B 722 H X X X X X X    

Phonak Bolero Q70-P 
Also named Lapperre Pro B 723 X X X X X X    

Phonak Bolero Q70-SP 
Also named Lapperre Pro B 724 X X X X X X    

Phonak Bolero Q50-M312  
Also named Lapperre Pro B 521 X X X   X    

Phonak Bolero Q50-M13 
Also named Lapperre Pro B 522 H X X X X X X    

Phonak Bolero Q50-P 
Also named Lapperre Pro B 523 X X X X X X    

Phonak Bolero Q50-SP 
Also named Lapperre Pro B 524 X X X X X X    

Phonak Bolero Q30-M312 
Also named Lapperre Pro B 321 

 X X X X X    

Phonak Bolero Q30-M13 
Also named Lapperre Pro B 322 H 

 X X X X X    

Phonak Bolero Q30-P 
Also named Lapperre Pro B 323 

 X X X X X    

Phonak Bolero Q30-SP 
Also named Lapperre Pro B 324 

 X X X X X    
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Ph
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Phonak Virto Q90-312 
Also named Lapperre Pro I 923 
Also named Phonak Brio I-312  

X X X  X   X  

Phonak Virto Q90-13 
Also named Lapperre Pro I 924 
Also named Phonak Brio I-13 

X X X  X   X  

Phonak Virto Q70-312 
Also named Lapperre Pro I 723 X X X  X   X  

Phonak Virto Q70-13 
Also named Lapperre Pro I 724 X X X  X   X  

Phonak Virto Q50-312 
Also named Lapperre Pro I 523 X X X  X   X  

Phonak Virto Q50-13 
Also named Lapperre Pro I 524 X X X  X   X  

Phonak Virto Q30-312  
Also named Lapperre Pro I 323  X X  X   X  

Phonak Virto Q30-13 
Also named Lapperre Pro I 324 

 X X  X   X  

Ph
on

ak
 S

ky
 Q

 

Phonak Sky Q90-M13 X X X X X X    
Phonak Sky Q70-M13 X X X X X X    
Phonak Sky Q50-M13 X X X X X X    
Phonak Sky Q90-RIC X X X X X  X   
Phonak Sky Q70-RIC X X X X X  X   
Phonak Sky Q50-RIC X X X X X  X   
Phonak Sky Q90-SP X X X X X X    
Phonak Sky Q70-SP X X X X X X    
Phonak Sky Q50-SP X X X X X X    
Phonak Sky Q90-UP X X X X X X    
Phonak Sky Q70-UP X X X X X X    
Phonak Sky Q50-UP X X X X X X    

N
io

s 
S 

 

Nios S H2O V X X X X X X    

Nios S H2O III X X X X X X    

Nios micro III  X X X X X    

Nios micro V X X X X X X    
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N
ai

da
 S

 
 

Naída S IX SP 
also named Lapperre iCS 9010 

X X X X X X    

Naída S V SP 
also named Lapperre iCS 7010 
also named Phonak Nathos S+ SP W 
also named Argosy Alize 500 SP 

X X X X X X    

Naída S III SP 
also named Lapperre iCS 5010 
also named Argosy Alize 300 SP 

X X X X X X    

Naída S IX UP 
also named Lapperre iCS 9011 

X X X X X X    

Naída S V UP 
also named Lapperre iCS 7011  
also named Phonak Nathos S+ UP W 
also named Argosy Alize 500 UP 

X X X X X X    

Naída S III UP 
also named Lapperre iCS 5011 
also named Argosy Alize 300 UP 

X X X X X X    

Naída S CRT IX 
also named Lapperre iCS 9012  

X X X X X  X   

Naída S CRT V 
also named Lapperre iCS 7012 
also named Argosy Alize 500 CRT 

X X X X X  X   

Naída S CRT III 
also named Lapperre iCS 5012 
also named Argosy Alize 300 CRT 

X X X X X  X   
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Ph
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Phonak Solana microM 
also named Lapperre iPCA 712 
also named Argosy Salza microM 

X X X   X    

Phonak Solana M H2O 
also named Lapperre iPCA 712 Hydro  
also named Phonak Nathos S+ micro W 
also named Argosy Salza M H2O 

X X X X X X    

Phonak Solana microP 
also named Lapperre iPCA 713  
also named Phonak Nathos S+ M W 
also named Argosy Salza microP 

X X X X X X    

Phonak Solana SP 
also named Lapperre iCS 714 

X X X X X X    

Phonak Solana 312 (option M, P, SP) 
also named Lapperre iCS 716 

X X X  X   X  

Phonak Solana 312 UZ (option M, P, SP, UP) 
also named Lapperre iCS 717  
also named Phonak Nathos S+ ITC W 
also named Argosy Salza 312 UZ 

X X X  X   X  

Phonak Solana 13 UZ (option M, P, SP, UP) 
also named Lapperre iCS 718  
also named Phonak Nathos S+ ITE W 

X X X  X   X  

Ph
on

ak
 C

as
si

a 
 

Phonak Cassia microM 
also named Lapperre iPCA 512 

X X X   X 
 

   

Phonak Cassia M H2O 
also named Lapperre iPCA 512 Hydro 
also named Argosy Clara M H2O 

X X X X X X    

Phonak Cassia microP 
also named Lapperre iPCA 513 
also named Argosy Clara microP 

X X X X X X    

Phonak Cassia SP 
also named Lapperre iCS 514   

X X X X X X    

Phonak Cassia 312 (option M, P, SP) 
also named Lapperre iCS 516   

X X X  X   X  

Phonak Cassia 312 UZ (option M, P, SP, UP) 
also named Lapperre iCS 517 
also named Argosy Clara 312 UZ  

X X X  X   X  

Phonak Cassia 13 UZ (option M, P, SP, UP) 
also named Lapperre iCS 518   

X X X  X   X  
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N
at

ho
s 

 

Nathos CRT W  X X  X  X   
Nathos micro W X X X X X X    
Nathos M W X X X X X X    
Nathos SP W X X X X X X    
Nathos UP W X X X X X X    
Nathos ITC W X X X  X    X 
Nathos ITE W X X X  X   X  

A
ud

éo
 S

 

Audéo S YES III  X X    X   
Audéo S YES V  X X    X   
Audéo S YES IX  X X    X   
Audéo S SMART III 
also named Lapperre iPCA 510 
also named Argosy iPCA 300 

X X X    X   

Audéo S SMART V 
also named Lapperre iPCA 710  
also named Phonak Nathos S+ RIC W 
also named Argosy iPCA 500 

X X X    X   

Audéo S SMART IX 
also named Lapperre iPCA 910 

X X X    X   

Ph
on

ak
 A

m
br

a 

Phonak Ambra microM 
also named Lapperre iPCA 912 

X X X   X    

Phonak Ambra M H2O 
also named Lapperre iPCA 912 Hydro 

X X X X X X    

Phonak Ambra SP 
also named Lapperre iCS 914 

X X X X X X    

Phonak Ambra microP 
also named Lapperre iPCA 913 

X X X X X X    

Phonak Ambra 312 (options M, P, SP) 
also named Lapperre iCS 916 

X X X X    X  

Phonak Ambra 312 UZ (options M, P, SP, UP) 
also named Lapperre iCS 917 

X X X X    X  

Phonak Ambra 13 UZ (options M, P, SP, UP) 
also named Lapperre iCS 918 

X X X X    X  

Ve
rs

át
a 

A
rt

 Versáta Art ITC/HS X X X  X    X 
Versáta Art ITC/HS VZ  X X X  X    X 
Versáta Art ITC/HS P VZ X X X  X    X 
Versáta Art FS VZ X X X  X   X  
Versáta Art FS P VZ X X X  X   X  
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C
er

té
na

 A
rt

 

Certéna Art micro X X X X X X    
Certéna Art M X X X X X X    
Certéna Art P X X X X X X    
Certéna Art SP X X X X X X    
Certéna Art ITC/HS X X X  X    X 
Certéna Art ITC/HS dAZ  X X X  X    X 
Certéna Art ITC/HS P dAZ X X X  X    X 
Certéna Art FS dAZ X X X  X   X  
Certéna Art FS P dAZ X X X  X   X  

Ex
él

ia
 A

rt
 

Exélia Art micro 
also named Lapperre iPCA 901 

X X X X X X    

Exélia Art M 
also named Lapperre iCS 902 

X X X X X X    

Exélia Art P X X X X X X    
Exélia Art SP 
also named Lapperre iCS 904 X X X X X X    

Exélia Art FS P X X X  X   X  
Exélia Art FS X X X  X   X  
Exélia Art ITC/HS X X X  X    X 
Exélia Art ITC/HS VZ X X X  X    X 
Exélia Art ITC/HS P VZ X X X  X    X 
Exélia Art FS P VZ X X X  X   X  

A
ud

éo
 Y

ES
 

Audéo YES III 
also named Lapperre iPCA 500 

 X X    X   

Audéo YES V 
also named Lapperre iPCA 700 

 X X    X   

Audéo YES IX 
also named Lapperre iPCA 900 

 X X    X   

Audéo SMART IX X X X    X   
Audéo SMART V X X X    X   
Audéo SMART III X X X    X   
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Accessories class 2a 
 
Phonak CROS B 

 

 

 

N
aí

da
 

Naída III UP  
Also named Argosy Alize III UP 

 X X X X X    

Naída III UP Jr  X X X X X    
Naída III UP dAZ  X X X X X    
Naída V UP 
Also named Argosy Alize V UP 

X X X X X X    

Naída V UP Jr X X X X X X    
Naída IX UP X X X X X X    
Naída III SP 
Also named Argosy Alize III SP 

 X X X X X    

Naída III SP Jr  X X X X X    
Naída III SP dAZ  X X X X X    
Naída V SP 
Also named Argosy Alize V SP 

X X X X X X    

Naída V SP Jr X X X X X X    
Naída IX SP X X X X X X    

 

Phonak CROS B- 312 X X X    X   
Phonak CROS B-13 X X X    X   

Ph
on

ak
 

C
R

O
S 

II 
 

Phonak CROS II-312 Custom X X X      X  
Phonak CROS II-13 Custom X X X     X  
Phonak CROS II- 312 X X X    X   
Phonak CROS II-13 X X X    X   

Ph
on

ak
 

C
R

O
S 

 

Phonak CROS X X X    X   
Phonak CROS 312 X X X     X  
Phonak CROS H2O X X X    X   
Phonak CROS 13 X X X     X  
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