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Délivrée a Paris le 20 février 2018
Issued in Paris on February 20th, 2018

=) L N E ATTESTATION / CERTIFICATE N° 30380 rev. 8

Le progrés, une passion & partager

Certification
Médical-Santé

Notified Body N° 0459

ATTESTATION CE / EC CERTIFICATE

Approbation du Systéme Complet d'assurance Qualité/ Approval of full Quality Assurance System
ANNEXE Il excluant le point 4 Directive 93/42/CEE relative aux dispositifs médicaux
ANNEX Il excluding section 4 Directive 93/42/EEC concerning medical devices

Pour les dispositifs de classe lll, un certificat CE de conception est requis
For class lll devices, a EC design certificate is required

Fabricant / Manufacturer
PHONAK AG
Laubisriitistrasse 28

CH-8712 STAFA SWITZERLAND

Catégorie du(des) dispositif(s) / Device(s) category

Systémes auditifs et accessoires associés

Hearing systems and related accessories

Voir détails sur addendum / See attachment for additional information

Le LNE/G-MED atteste qu'a 'examen des résultats figurant dans le rapport référencé P158075-1, le systéme d'assurance qualité -
pour la conception, la production et le contréle final - des dispositifs médicaux énumérés ci-dessus est conforme aux exigences
de I'annexe Il excluant le point 4 de la Directive 93/42/CEE.

LNE/G-MED certifies that, on the basis of the results contained in the file referenced P158075-1, the quality system - for design,
manufacturing, and final inspection - of medical devices listed here above complies with the requirements of the Directive 93/42/EEC, annex
Il excluding section 4

La validité du présent certificat est soumise a une vérification périodique ou imprévue
The validity of the certificate is subject to periodic or unexpected verification

Début de validité /Effective date : February 20th, 2018 (included)
Valable jusqu'au /Expiry date: December 15th, 2019 (included)

LNE - 30380 rev. 8 Laurent DAHMANI
Modifie le certificat 30380-7 Certification Director

Laboratoire national de métrologie et d’essais - £tablissement public & caractére industriel et commercial
LNE/G-MED e Organisme notifi€ n°® 0459
1, rue Gaston Boissier - 75724 Paris Cedex 15 » Tél. : 01 40 43 37 00 » Fax : 01 40 43 37 37 « www.ne.fr « www.gmed.fr
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4 T L N E Addendum a I'attestation N° 30380 rev. 8 page1/1

AR Addendum of the certificate N° 30380 rev. 8
Le progrés, une passion & partager Dossier / File N° P158075-1
Certification

Médical-Santé

Identification des dispositifs / /dentification of devices

Les produits couverts par cette attestation CE sont référencés sur les 4 déclarations de
conformiteé :

« 000.000.016.685 v.2 » authentifiée par le LNE/G-MED en date du 20 février 2018 »

« 000.000.006.014.doc » authentifiée par le LNE/G-MED en date du 25 juillet 2017 »

« 000.000.006.013.doc » authentifiée par le LNE/G-MED en date du 25 juillet 2017 »

« DoC_HI_VirtoBTitanium_PMCF_20160513.docx » authentifiée par le LNE/G-MED en date du
31 mai 2016 »

The products covered by this EC certificate are listed on the 4 EC declarations of conformity :

« 000.000.016.685 v.2 » authenticated by LNE/G-MED on February 20", 2018 »

« 000.000.006.014.doc » authenticated by LNE/G-MED on July 2 " 2017 »

« 000.000.006.013.doc » authenticated by LNE/G-MED on July 25" 2017 »

« DoC HI_VirtoBTitanium_PMCF_20160513.docx » authenticated by LNE/G-MED on May 31 2016 »

Identification du site couvert et des activités /
Identification of location and activities

PHONAK AG - Laubisriitistrasse 28 — CH-8712 STAFA - SWITZERLAND
Conception, fabrication et contrdle final
Design, manufacture and final control

LNE/G-MED | (0459

For the General Director
Laurent DAHMANI
Certification Director

ADD 720 DM 0701-31 rev 5 du 28/07/2015
Laboratoire national de métrologie et d’essais . fiablissement public 2 caractére industriel et commercial
LNE/G-MED » Organisme notifié n° 0459
1, rue Gaston Boissier - 75724 Paris Cedex 15 o Tél. : 01 40 43 37 00 o Fax : Ol 40 43 37 37 « www.ne.fr « wwwgmed.fr
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Laubisriitistrasse 28
CH-8712 Stéfa
Switzerland

Phone +41 58 928 01 01
Fax +4158 928 21 11

To whom it may concern M

Staefa (Switzerland), July 2017 / V.Shcherba, 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 6, conform to the Medical Device Directive 93/42/EEC. Inclusive its related Fitting
Software (GMDN 60211): Phonak iPFG 2.6b (also named Argosy iPFG 2.6), 2.6¢/2.6d/2.6e; Phonak
Target 3.0/3.1/3.2/3.3/4.0/4.1/4.2/4.3/5.0/5.1, Argosy Target 3.3 and accessories.

These products are in conformity with the following standards and/or other normative

documents:
ACOQUSTIC: 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;
Biocompatibility: ISO 10993-1; MD Software: IEC 62304;

This declaration is supported by:

Certificate of approval No.: 31857 to the quality standard SN EN I1SO 9001 and

Certificate No.: 30379 to the quality standard SN EN ISO 13485 issued by LNE/G-Med and

EC Certificate No.: 30380 acc. to the ANNEX Il excl #4 DIRECTIVE 93/42/EEC issued by LNE/G-Med
(Notified Body No.! 0459).

Place and Date:

03. 7t4
Staefa, Staefa, (3 Jul y 2od T
//%%@a
%
V. Shcherba J. Itin '
Manager Regulatory Affairs Director of Corporate TQM &
Regulatory Affairs

000.000.006.013.doc Page 1 of 6



LNE/G-MED (0459) reconnait que son certificat CE est

valide pour les dispositifs médicaux gl,ecnts % =
PHONAK rosesieimee oum_ I g
hf'e is on LNE/G-M {”4’70\.&1( ammmﬁha@ns fC ?rhfy:ahe % g 2 ;:7
is valid for the medical dewcesﬁpte@ E ES o o ¥ 29
5 &5 9 g EEgEE
o 3 £ 3 E
£EEf:f8858¢%
e & 2 -
Model/Type s88s2 823233
| Phonak Virto V80-nano ©pton:M) X X T 7 1 X
> 'Phonak Virto V70-nano  (Option: M) XX T[T X
E Phonak Virto V50-nano ~ (Opton:) | X X | BE3
= Phonak Vito VOO-TONW O (Options:M,P,SP) ' X X | X | X
§ 'Phonak Virto V70-10 NW O _ (Options: M, P, SP) XX XX
o honak Virto V50-10 NW O (Options: M, P, SP) EIEIEl X
_Phonak Vito V30-10NW O (options:M,P,SP) X X | | X X
2 (Options XS, S, M, L, XL) o z‘,xmf LA
O ! Lyric3 i F ’ X | | i : ! X
_(Opfions: XX§, X8, §, M, L XL, XXv) |  ~ . . ™
o Phonak Audéo Q90-10 % x| 7 7x
8 Also named Phonak Bno R- 10 | A
Z  Phonak Audéo 070 10 P X
) { o 5 A 0 S i O m 2 =
5 g %PhonakAudéo Q50- 10 X X | X
‘& Phonak Audéo Q30-10 oxgx!D o b x|
' 'NaidaSISP BRESER I X T
| & | Also named Lapperre CS 3010 | 1 . |
| 8 Alsonamed Argosy Alize 1008P L B T S T N
‘s NaidaSIUP IX X X X |
| Z  Also named Lapperre CS 3011 Lo Lo ‘f
. Alsonamed Argosy Alize 100UP | | | S N N
' Phonak Virto Q90-nanoNWO | [ X (X T T T 7 [x]
Also named Lapperre Pro | 921 . i _
'Also named Phonak Brio I-N NW O R ] Lo

'Phonak Virto Q90-10 NW O
Also named Lapperre Pro | 922 ;
'Also named Phonak Brio -1ONWO | g

Phonak Virto Q

Phonak Virto Q90-312 NW XX X | X |
; Also named Phonak Brio I-312NW | | | [ |
? JPhcnak Virto Q70-nano NWO X X | I X
. Alsonamed LapperreProl721 | | | N .
000,000,006,013.doc Page 2 of 6
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LNE/G-MED (0459) reconnat quz 565 corwicat CE est

PH Q N A val:de pour les dispositifs medicauxdfcn ?"3 =
SN, g8 goULNT = o S
]]fe 15 On LNE/G-MED ( BoO0nIZes q.hat gs % w g g § \g
is valid for the medical devices iﬁtedg‘ 5§ § = 2w o8
A& 5 © B § K g wd
W = [2a] o | = -_—
§E2E:f2zz2z2¢3
Mode/type E22Ezizz33
Phonak Virto Q70-10 NW O ; X X X EX I X |
Also named Lapperre Pro | 722 . e e | L
'Phonak Virto Q70-312 NW Xi XX X X
'Phonak Virto Q50-nano NWO XX | X
‘ Also named Lapperre Pro1 521 EEE N ‘
~ Phonak Virto Q50-10 NW O X X' X X | X |
| Also named Lapperre Pro | 522 T 1
~ Phonak Virto Q50-312 NW X X X X | X
'Phonak Virto Q30-10 NW O X X x  x X
'Also named Lapperre Pro | 322 - It |7 _
;Phonak Vlrto Q30—312 NW X X x! X . X
'Phonak Baseo Q15-UP - XX X X :
'Phonak Baseo Q15-M | |y | L
o \Also named Argosy Bossa 15-M X | X ,\ X ] X B |
e 'Phonak Baseo Q15-P S XX X X
@ Phonak Baseo Q15-SP l st twt fF
A }Also named Argosy Bossa 15-SP R Xi(_ bl B
x Phonak Baseo Q10-M vl v ! | |
g iAlgp named Argosy Bossa 10-M WLX X X X
£ | Phonak Baseo Q10-SP ox x! x x
Also named Argosy Bossa 10-SP o | s
 Phonak Baseo Q5-M - XX X ?
' Phonak Baseo Q5-SP ) o X X PX ] L
' Phonak Tao Q15-10 NW O o Ixox g X
Also named Argosy Theo 15-10Petit .~ ~ | %
o Phonak Tao Q15-312 NW XX Co X
o Also named Argosy Theo 15-312 Petit ] -
= | Phonak Tao Q15-13 NW Coixdx Ty
x Alsonamed Argosy Theo 15-13Pefit |7 %] 10
£ ' Phonak Tao Q10-10 NW O  lxlx] [ 1 %
. £ AlsonamedArgosy Theo 10-10Petit = * L
| Phonak Tac @10-312 NW O , X X L X |
| Alsonamed Argosy Theo 10-312Petit = ™ st T
| PhonakTaoQ10-13NW = X X | . | X' |
'~ Phonak Dalia SP BEIEIEINEI |
' 8@  Alsonamed Lapperre CS 314 RPN SR SRR (U (NN SN NS S N NS
' 8 ' Phonak Dalia microP XX X IX] T
| = | Also named Lapperre PCA 313 I Lol ’ L
' & |Also named Argosy Dixie micoP | |
- 2 |Phonak Dalia M H20 X X X (X
8. | Also named Lapperre PCA 312 Hydro b i A 1 |
| Also named Argosy Dixie M H20 - NN N T . . |

!

000.000.006.013.doc Page 3 of 6 /44(



LNE/G-MED (0459) reconnait ave son certificat CE sgt

valide p0ur ie \nsp()slebli"if*rﬁ( Wik dgcerits

PHONAK

T R B
lifeis on ;”E’G‘ e Srat g KO
valid for the medical devices Bted® &,
= B
2 B 8
Model/Type ;é 2 2
Phonak Dalia microM | X! X |
Also named Lapperre PCA 312
Phonak Dalia 10 Petite (Options: M, P, SP) XX
Also named Lapperre CIC 315 :
Also named Argosy Dixie 10 Petit g 1
Phonak Dalia 312 UZ Petite (Options: M, P, SP, UP) X X!
Also named Lapperre ITC 317 i
‘Also named Argosy Dixie 312 UZ Petit i
Phonak Dalia 13 UZ Petite (Options: M, P, SP, UP) X X
Also named Lapperre ITC 318
4 Phonak Nathos S+ micro | X X
x
- : .
- _FC_ Phonak Nathos S+ M X X
O
2
' Phonak Solana 10 Petite XX
' (option M, P, SP) |
| also named Lapperre CIC 715 P
' @ also named Argosy Salza 10 Petit I
| & \Phonak Solana 312 Petite X X
f g (option M, P, SP, UP)
' x | alsonamed Lapperre ITC 716 R
' & ' Phonak Solana 312 UZ Petite X X
2 (option M, P, SP) 4
& |also named Lapperre ITC717 Lo
’ ' Phonak Solana Petite XX
' Phonak Solana nano XX
___also named Argosy Salza nano S N S
;Phonak Cassia nano P XX
-also named Argosy Clara nano I N
'Phonak Cassia 10 Petite X X
| . ;(optlon M, P, SP) | :
g 'g . also named Lapperre CIC 515 .
|8 | 'also named Argosy Clara 10 Petit .
% Phonak Cassia 312 Petite X X
& | (option M, P, SP, UP) L
2  alsonamedLapperreITC516 | | |
& Phonak Cassia 312 UZ Petite. | XX
J - (option M, P, SP) -
. alsonamedLapperelTCS17
~ Phonak Cassia Petite | X%
000.000.006.013.doc

GMDN RIC (CRT) (47169)

GMDN ITE (34672)
GMDN ITC/CIC (41209)
|

x |

75 L. 207
cBriifigpte 3
€ fac)
R
g EE =
E < & £
g 2 8 3
X
XX OIxT[
X X 7x
.
| o
N X
]
e

|

|
B
:x‘ |
M‘MX;,,,X :‘r
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PHONAK oo oo™ Sl § 3
S FREN iﬂl{ Qm g 25ML - 5 _ &
P P~ E ~
]]fe ]S On LNE/G-MED ) (‘9(, iv;_hha!gtw %C @rﬁ@t& g g g; g
_ is valid for the medicai uevacuséateg E_a S :g g E % E‘ 'z_;
83 5 £ EE =z 2z =z =z
Model/Type TE 5 Es 2SS S S
< 0O O x££ W w O 0 9o o
& Nathos micro X X X X
2 Nathos M XX (X, ix |
‘Audéo S MINI Il XX I
also named Lapperre PCA 511 N R L
| 'Audéo S MINI V X X X |
' § alsonamed LapperrePCA711 -
T Audéo S MINI IX XX X\
‘< alsonamed LapperrePCAO11 | | 1
. 'Audéo S SMART | X' X! Y
: ‘also named Lapperre PCA 310 . L
also named Argosy PCA100 . | |
~ Phonak Ambra 10 Petite (option M, P, SP) | x XX X X |
' ® alsonamed LapperreCIC915 RN mE ’
‘2 Phonak Ambra 312 Petite (option M, P, SP, UP) x x XXX
' & | also named Lapperre ITC 916 e | L4
% Phonak Ambra 312 UZ Petite (option M, P, SP) ; X X X X | %!
| § 'also named Lapperre ITC 917 I N
£  Phonak Ambra Petite XX X oo
: wPhonak Ambra nano X X ' X
o NaidalUP IXIX[X[X] | X]
© alsonamed Argosy AlizelUP 1 L b
'3 NaidalSP XX XXX
. lalso named Argosy AlizelSP | ] B
'Exélia Art micro Petite i X X ‘ X| i X|X |
| ¢ |also named Royal U (VR N S N Jﬁ_ L
< LEMX“GBQAE_QIC/MC PPette | X/ X!X| X! | | IX!
| = _Exélia Art CIC/MC Petite | XJMXLZL; X L X
| 3 'Exélia At ITC/HS Petite X X X[ (X, 1 X,
' ExéliaAtITCHSVZPetite ~ IXIXIx| [x x|
| Exélia Art ITC/HS P VZ Petite XXX X X
| Versata At CIC/MC PPetite | X[X X [X| | X
& | Versata Art CIC/MC Petite XXX X X
| 8 | Verséta Art ITC/HS P VZ Petite oaxdIxixT o ix 11 5_4
' (Versata At ITC/HS Petite XX x. x| Xl
lof [Versata Art ITC/HS VZ Petite I X X T x|
" | Versata Art micro Petite LX) XX ]

000.000.006.013.doc
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Model/Type

valid for the medical dewcss

LNE/G-MED (450 reconnalt que egﬁ;

sififs n apfj‘:cgi

............

gr@m

Digital Sigfal P
Remote gntrol

. FM InpugAUX]

T
3 O1E

Anaioi‘S@ua
iE
Dlglta$'Pr

25 JUL. 207

!ﬁcatCEest

m’c:.'j.

GMDN BTE (34671)

Easy Phone

GMDN RIC (CRT) (47169)

GMDN ITE (34672)
GMDN ITC/CIC (41209)

" Certéna Art CIC/MC P Petite ! (X X 11X
& Certéna Art CIC/MC Petite T X IxXI T KX
@ Certéna ArtITC/HS PdAZ Pefite | X iX| X
g ‘Certéna Art ITC/HS Petite o X iXE L X
'S Certéna Art ITC/HS dAZ Petite - X XD X
|~ Certéna Art micro Petite X, XX, |

XXX XX XXX X
3> ¢3¢ ¢3¢ [ ¢3¢

3 g ~ Audéo MINI IX - ] i B X |
'8 AudéoMINIV (XX X
< AudéoMINIII XX L X,
| Milo micro IXixX] |X] [x |
| also named Argosy Cira micro o f_ _! e J e JM,.M e
‘Milo SP o Ixax X X]
*also named Argosy CirasP | | | | ‘ .
'Milo UP Lo xIxT o Ix] (x|
alsonamedArgosyCraUP | 1T 1
'Milo Plus micro X x[Ix] [x) |
also named Argosy Cira Plus micro NN N S (N N N I
o | Milo Plus SP IXIX| X X |
|§ |alsonamedArgosyCiraPussP | | . | | | | | |
"= Milo Plus UP CoX XD X X
 also named Argosy Cira Plus UP . \77 |
' Milo Plus CIC/MC BREIES N Lo X
1 -also named Argosy Cira Plus CIC/MC ‘ I 1 |
| Milo Plus ITC/HS dAg oS dAz BRES | X | : F l | X
also named Argosy Cira Plus ITC/HSdAZ | |~ | = | | |
Milo Plus FS dAZ | (X x| | | NEY
‘also named Argosy Cira Plus FS dAZ A N S O O T O A O
Milo Plus FS P dAZ el x T T X

[ oKiM | X |
) alsonamed Argosy DellaM O O O O O A I I
| OKISP | Y X |
! ng_s_q_namgdﬁzgqu_l??ua_ SP B N I S T O O O O
. |OKIUP T TX] X |
' ¢ |also named Argosy Della UP U U N N U A N N
'O |OK!Plus M b Xy X X ' |
‘also named Argosy Della Plus M e k b A,If ]
| OK! Plus SP X X1 x) |
also named Argosy Delia Plus SP . (W R T | T T N N
| OK! Plus UP o x]IXT x|
__|also named Argosy Della Pus UP I T T T A T I O

Page 6 of 6 M
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‘LNE/G-MED (0459 reconriait e son certificat CE est

valide pour les dus;)osmfs pédicans qécrits
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lifeis on

LNE/G-MED (0459 recopnizes hei its EC certificitgnak AG

Laubisritistrasse 28
is valid for the medical devices listed CH-8712 Stifa

Switzerland

Phone +41 58 928 01 01
Fax +41 58 928 20 11

VU

Staefa (Switzerland), July 2017 / V.Shcherba, 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),/2.6¢, Phonak Target 3.0/3.1/3.2/3.3/
4.0/4.1/4.2/4.315.0, Argosy Target 3.3 and accessories.

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 I1SO 13485 issued by LNE/G-Med and

EC Certificate No.: 30380 acc. to the ANNEX Il excl #4 DIRECTIVE 93/42/EEC issued by LNE/G-Med
(Notified Body No.: 0459).

Place and Date:

&3, 74
Staefa, 3J“’ 287 Staefa, ©3 aau, 20A4F
/%/ ‘j—;’ /’%——j :
V. Shcherba J. ltin
Manager Regulatory Affairs Director of Corporate TQAM &
Regulatory Affairs

000.000.006.014.doc Page 1 of 14



LNE/G-MED (0458 reconnafit aue son certificat CE est
PHQ N AK valide pour les disgos tifs médicaux céorts =
B RN S 95 JUIL. 2017 5 )
life 1s on Nec-MeDzsg TS ot tggEC gerfficte 5 = § 3
is valid for the memcaldewces listed E £ g o s 8 s 5
g ¢ g E B 2 w g
S & o 58 8 v 2 E E
2% F5 22 2 B
Model/Type S 2 & 2 8 283 3 2 3
'Phonak Audéo BS0-10 IXTXIXT Ix] 7x7T |
'Phonak Audéo B70-10 XXX oix] ixt
'Phonak Audéo B50-10 o XIxxloix) Ixd
'Phonak Audéo B30-10 XXX X X
'Phonak Audéo B90-312 XXX x| X
O PhonakAudéoB70-312 X X X X I x
‘3  Phonak Audéo B50-312 XXX XTI X
Z Phonak Audéo B30-312 - [ XIXTXT ix] X771
% Phonak Audéo B90-312T oaxIxdxt o Ix[oTxi
S Phonak Audéo B70-312T Xix|Ix! ixi  x] T
a PhonakAudéoBS50-312T =~ X X X X X |
Phonak Audéo B30-312T ] IX X iX) o X X
'Phonak AudéoB90-13 XX X XX, X
Phonak Audéo B70-13 XXX XX x|
'Phonak Audéo B50-13 XXX X XD X
~ Phonak Audéo B30-13 XX xixix! x|
) wPhO_f_la!S AudéoBOOR X X X X X
' Phonak Audéo B70- R CX XX X ITX|
| Phonak Audéo B50-R XXX X x|
Phonak Brio 2R

o~ Phonak Bl’lO 2 R- 10

2 ,Phonak Brio 2 R-312T
Rl LR

| Phonak Brio 2 R-13 I

Phonak Naida Link

g |PhonakNaidalinkUP X XX X X[X| |
* Phonak Naida Link RIC X I XXX X Xl

000.000.006.014.doc Page 2 of 14 MJ



‘ LNE/G-MEN (MARDY ennspnatt "ne son certificat CE est .
PHQ N AK valide pou les vis.nsitis mé iaux décrits 3 .
]'f ’ E!‘&ZCZE,&M{@K ............ 5Ly = § _ 8
NE/G-MED (458 e o ot | r~ N e
HE TS0 = e ot tPECoartfiete @ £ & 3
is valid for the medical deviceslisted § £ X 2 & o g
g £ § . 2 E 9 w O
= o 3 8 o &= E
Y o 8 B & =2z =2 =2 =
Model/Type £ § E E F S S S %
' Phonak NaidaVe0-UP v | x| x x|
'Also named Lapperre Pro P 933 ' X “X | XX X_ X ;
Phonak Naida V 70-UP i | :
Also named Lapperre Pro P 733 A . XK 7X7 X
Phonak Naida V 50-UP !
Also named Lapperre Pro P 533 X _x_ & ;ﬂx _x ,>__(
' Phonak Naida V 30-UP gt oo | s | .
Also named Lapperre Pro P 333 IR ol el b’ Rl A
Phonak Naida V 90-SP | 5 |
,>, Also named Lapperre Pro P 932 1_, X _X X X_, X )i
T Phonak Naida V 70-SP v |y i
S Also named Lapperre Pro P 732 X RRIX X
2 Phonak Naida V 50-SP ] ‘
o ‘
6 Also named Lapperre Pro P 532 ) x ol i R i
£ | Phonak Naida V 30-SP : X
o ‘ .
Also named Lapperre Pro P332 Rl LRl LT I
' Phonak Naida V90-RIC ; | X f
|Also named Lapperre ProP931 R o X“ X l o N
' Phonak Naida V70-RIC o i ? X |
(Also named Lapperre ProP731 Xpxxxix
Phonak Naida V50-RIC | ! X
'Also named Lapperre Pro P 531 x xx ___x x
Phonak Naida V30-RIC I X
| Also named Lapperre Pro P 331 kAL
Phonak Audeo V-R _
 PhonakAudeoVOO-R X X X' X X

000.000.006.014.doc Page 3 of 14 %?J



PHONAK

lifeison; LNE,G i

Phonak Sky V

Phonak Virto V

Model/Type

P_h__qnak _Sky V90-UP

Phonak Sky V70-UP

Phonak Sky V50-UP

LNE/G-MED (0459) reconnait que son certificat CE est

vahde pom les-lispositifs ummcaux ciécrits

22N K

la valid for the medical devicas !ns@d

Phonak Sky V30-UP

Phonak Sky V90-SP
Phonak Sky V70-SP

 Phonak Sky V50-SP

Phonak Sky V30-SP

Phonak Sky V0-RIC

'Phonak Sky V70-RIC
Phonak Sky V50-RIC

‘Phonak Sky V30-RIC
Phonak Sky Veo-M

' Phonak Sky V70-M
Phonak Sky V50-M
Phonak Sky V30-M

Phonak Skyveo-p

Phonak Sky V70-P
Phonak Sky V50-P

Phonak SkyVv3o-P

' Phonak Virto V90-10 O (Variants: M, P, SP)

'Phonak Virto VO0-10
- Phonak Virto V90- 312 (Variants: M, P, SP,UP)
Phonak Vlrto V90 13 S
' Phonak Virto V70-10 O (Variants: M,P,SP)

Phonak VII‘tO V70 10 _ (Variants: M,P,SP) |

(Variants: M, P,SP)

(Variants: M, P, SP, UP)

Phonak V[rto V70 312 _ (Variants: M, P, SP, UP)

. Phonak Virto V70 13

(Variants: M, P, SP, UP)

Phonak Virto V50 10 O (Variants: M, P, SP)

'Phonak Vlrto V50~1 0

(Variants: M, P, SP)

'Phonak Virto V50-312  (variants: M, P, SP, UP)

' Phonak Virto V50-13

Phonak Virto VV30- 10 0 (Variants: M, P, SP)

'Phonak Virto V30-10

_ (Variants: M,P,SP)

i

_ (Variants: M, P, SP, UP) _7_

Phonak Virto V30- 312 (Variants: M, P, SP, UP)

000.000.006.014.doc
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PH‘)NAK

Phonak Bolero V

Model/Type

'Phonak Bolero V90-M
Also named Lapperre Pro B 931

Phonak Bolero VV70-M
Also named Lapperre Pro B 731
Phonak Bolero V50-M

Phonak Bolero V30-P
Also named Lapperre Pro B 332
Phonak Bolero V80-SP

‘Also named Lapperre Pro B 531
' Phonak Bolero V30-M
'Also named Lapperre Pro B 331
Phonak Bolero V90-P
'Also named Lapperre Pro B 932
Phonak Bolero V70-P
'Also named Lapperre ProB732
'Phonak Bolero V50-P
'Also named Lapperre Pro B 532

Also named Lapperre ProB933
Phonak Bolero V70-SP

Also named Lapperre Pro B 733

Phonak Bolero V50-SP

|Also named Lapperre Pro B 533
'Phonak Bolero V30-SP
' Also named Lapperre Pro B 333

000,000,006.014.doc
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PHYNAK

lifeison

Modei/Type

Phonak Audéo V90-10
Phonak Audéo V70-10
' Phonak Audéo V50-10
Phonak Audéo V30-10

Phonak Audéo V90-312

‘Also named Lapperre Pro R 931

'Phonak Audéo V70-312

Also named Lapperre Pro R 731

- Phonak Audéo V50-312
Phonak Audéo V30-312
Phonak Audéo V90-312T

Phonak Audéo V70-312T
'Phonak Audéo V50-312T

Phonak Audéo V

_Phonak Audéo V30-312T
Phonak Audéo V90-13

‘Also named Lapperre ProR932

Phonak Audéo V70-13

'Also named_Lapperre Pro R 531

Also named Lapperre ProR 331

Also named Lapperre Pro R 732

Phonak Audéo V50-13

Also named Lapperre Pro R 532

 Phonak Audéo V30-13

Also named Lapperre ProR332

'Phonak Audéo Q90-312

'Also named Lapperre Pro R 921
| Also named Phonak Brio R-312

' Phonak Audéo Q70-312

' Phonak Audéo Q50-312

'Phonak Audéo Q30-312

Phonak Audéo Q

' Phonak Audéo Q90-312T

Also named Phonak Brio R-312T

| Phonak Audéo Q70-312T

Phonak Audéo Q50-312T

Phonak Audéo Q30-312T

000.000,006.,014.doc

' Also named Lapperre Pro R 721
'Also named Nathos Q Tinnitus

 Also named Lapperre Pro R 521

'Also named Lapperre Pro R 321
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PHOYNAK -

Phonak Naida Q

lifeis on LNE/G-MED (u”?q»-?-;--:'_: =

is valid for the medical devices hsgsd

Model/Type

Phonak Naida Q90-SP

Also named Lapperre Pro P 922

Phonak Naida Q70-SP

Also named Lapperre Pro P 722

'Phonak Naida Q50-SP
Also named Lapperre Pro P 522
Phonak Naida Q30-SP

Also named Lapperre ProP 322

Phonak Naida Q90-UP
‘Also named Lapperre Pro P 923
Also named Phonak Brio P-UP
Phonak Naida Q70-UP

'Also named Lapperre ProP 723

Phonak Naida Q50-UP

| Phonak Naida Q30-UP

'Also named Lapperre Pro P 323

| Phonak Naida Q90-RIC

'Also named Lapperre ProP 921

| Phonak Naida Q70-RIC

Also named Lapperre Pro P 721

'Phonak Naida Q50-RIC
Also named Lapperre Pro P 521
' Phonak Naida Q30-RIC

_ Also named Lapperre Pro P 321

000,000.006.014.doc

|Also named Lapperre ProP 523
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LNE/G-MED (0459 “f‘f\ﬂr‘"*'ma son certificat CE est -
PHQ N AK valide pour les dise « s i st tiécts 3 .
e SYRESHLAI.... B 15]0“_ W -5 _ 8
life 1s on WNee-MeD 0156 et 19EG, Gooortficste & £ § =
is valid for the medical devices lisged § E 2 = 5‘-‘3 & 5_
S8 SC 58 88 & & E
t gt £ ZEEZ
Model/Type 8 2 2 2 8 2 2 38 3
Phonak Bolero Q90-M312 ' -] T
Also named Lapperre Pro B 921 X X ‘

x
>

Also named Phonak Brioc B-M312
Phonak Bolero Q90-M13 ; p ‘
Also named Lapperre Pro B 922 H X X X X X X
Also named Phonak Brio B-M13 : ! ;
'Phonak Bolero Q90-P : ‘ P
'Also named Lapperre Pro B 923 X X XX XX
Also named Phonak Brio B-P ' ! |
- Phonak Bolero Q90-SP
Also named Lapperre Pro B 924
'Also named Phonak Brio B-SP
'Phonak Bolero Q70-M312
' Also named Lapperre Pro B 721
'Phonak Bolero Q70-M13
‘Also named Lapperre ProB722H
Phonak Bolero Q70-P
Also named Lapperre Pro B 723
Phonak Bolero Q70-SP
Also named Lapperre Pro B 724
Phonak Bolero Q50-M312
Also named Lapperre Pro B 521
Phonak Bolero Q50-M13
‘Also named Lapperre Pro B 522 H
Phonak Bolero Q50-P
/Also named Lapperre Pro B 523
Phonak Bolero Q50-SP |
. Also named Lapperre Pro B 524
Phonak Bolero Q30-M312
Aiso named Lapperre PoB32¢
' Phonak Bolero Q30-M13 |
 Also named Lapperre ProB 322 H
. Phonak Bolero Q30-P
| Also named Lapperre Pro B 323
- Phonak Bolero Q30-SP : ‘
'Also named LapperreProB324 | | |

x
>
>
>
>

ERERE .
><'
>xX X

> x| x X
x
Cx

Phonak Bolero Q

XX X X X XX
XX XX X X | X x| X |

X X X X X
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X
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-~ LNE/G-MED (0459) rernansti e son certificat CE est
valrde pour les dig: s ‘,"i"‘;, iorits =
e SZCBAWWM _______ 75 JUIL. 2017 £ =
T LNE/G-MER (045 rec osois thor REC corfficste & = & o
' - £ 5 X
hfe 150N is valid for the medicai devices i:sted E % § _f‘-i § § =
T £ 50 ¢ ® g woO
5 B o 2 £ m =E E E
BN EEE
= - E o
Model/Type s2ezfzzzz
 Phonak Virto Q90-312 B T |
' Also named Lapperre Pro | 923 X X X X X
;Aiso named Phonak Brio 1-312 P
'Phonak Virto Q90-13 | R
Also named Lapperre Pro | 924 XX | X X X
& ' Also named Phonak Brio I-13 , |1 ! 3
'Phonak Virto Q70-312 ; b e |
£ Also named Lapperre Pro | 723 il Bk Rl R Rl N O R
S  Phonak Virto Q70-13 | L e
E Also named Lapperre Pro | 724 il b X _‘ Lol X P
6 Phonak Virto Q50-312 | | L
& Alsonamed Lapperre Pro1523 XX X ] X . >f |
'Phonak Virto Q50-13 v iw v’ |1wvil | sl |
‘Also named Lapperre Pro 1524 Relt i Kl BN 3 T O ,‘ .
' Phonak Virto Q30-312 i !
Also named Lapperre Pro 1323 ) b AIR| KT [
Phonak Virto Q30-13 XX X X
| Also named Lapperre Pro | 324 B IO O 2 I |
- PhonakSkyQeO-M13 X X [X[X X X [
Phonak Sky Q70-M13 XX X XX X
‘PhonakSky@so-M13 X X X X X[X |
O PhonakSkyQ®O-RIC = XX X X X X
£ Phonak Sky Q70-RIC XX XiX X I X 1
% Phonak Sky Q50-RIC  xIxexIx xi o oxio
g ' Phonak Sky Q90-SP B o UXEX X X X X
S Phonak Sky Q70-SP XXX XX X
O ' Phonak Sky Q50-SP - XX XX X X\
 Phonak Sky Q90-UP i - X X XX XX ]
Phonak Sky@7o-up -~ XIX X X X X/
Phonak SkyQso-uPp X X XX X X/ B
| Nios SH20V XXX X|X|x| |
‘glNlosSHZOIII XX X X X X| |
o e ot i e ,,;7 B ' T P SR L AT, E
iNlosmlcrolll ;X:ﬁX%XiX!X! |
NIOSITIICFOV JX!XQX:X‘X XE f

000.000.006.014.doc
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LNE/G-MED {0450 rae mnm! ove son certificat CE est

PH® N AK s, v nmo s, oy oy g
- = K
]-I'Fe 1S On LNE/G-MED (M’iﬂrﬂh ngnizes the %Ecscer@pate F‘é £ g s
is valid for the medical devices isted E & 2 2 g 3 8
g ¥ 5§ ¢ 8 B 9 w g
> o 3 _P: m x££ E E=
B EEE RN
MaelType 53:iz858%55 53
Naida S IX SP X[ XIX|X| XX
also named Lapperre iCS 9010 , RN 1
'Naida SV SP X XX XX X
‘also named Lapperre iCS 7010 1 |
also named Phonak Nathos S+ SP W 1 '
'also named Argosy Alize 5008 kN
‘Naida S [ll SP X X[ XXX | X!
‘also named Lapperre iCS 5010 ' b i
‘also named Argosy Alize 300SP
}NaidaSlXUP x;xlx;xix X
~also named LapperreiCS90117 o
o Naida SV UP X X X X X X
5 -also named Lapperre iCS 7011 5 | |
's also named Phonak Nathos S+ UP W . | |
Z also named Argosy Alize 500 UP D I R e T
'Naida S Il UP -X;X;XiX'X;X |
also named Lapperre iCS 5011 ' O A :
~also named Argosy Alize 300 UP [ T ‘ .
'Naida S CRT IX X X X X X| x|
also named Lapperreic$ 9012
'Naida S CRT V XX X TX X X
~also named Lapperre iCS 7012 A Lo
‘also named Argosy Alize 500 CRT N S I A S T U N
Naida S CRT Ill XX | XX X [ x| ]
also named Lapperre iCS 5012 ‘ N |
also named Argosy Alize 3COCRT | 1 |

000.000.006.014.doc Page 10 of 14 ///f
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PHONAK i

hfe 1S ON LNEIG«MFL, a .

is valid for the medical devicas i

Phonak Solana

Phonak Cassia

LNEIG MED MAEDY o ‘Mnm" e son certificat CE est

Model/Type

Phonak Solana microM

also named Lapperre iPCA 712

also named Argosy Salza microM
Phonak Solana M H20

also named Lapperre iPCA 712 Hydro
also named Phonak Nathos S+ micro W
also named Argosy Salza M H20

 Phonak Solana microP

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

' Phonak Solana SP

-also named Lapperre iCS 714
Phonak Solana 312 (optron M, P, SP)
' also named Lapperre iCS 716

Phonak Solana 312 UZ (option M, P, SP, UP)
also named Lapperre iCS 717

-also named Phonak Nathos S+ ITCW
‘also named Argosy Salza 312 UZ
-Phonak Solana 13 UZ (option M, P, SP, UP)

‘also named Phonak Nathos S+ ITEW

also named Lapperre iCS 718

" Phonak Cassia microM

also named Lapperre iPCA 512
Phonak Cassia M H20
also named Lapperre iPCA 512 Hydro
also named Argosy Clara M H20
' Phonak Cassia microP
~also named Lapperre iPCA 513
- also named Argosy Clara microP
' Phonak Cassia SP
~also named Lapperre iCS 514
Phonak Cassia 312 (option M, P, SP)
'also named Lapperre iCS 516
\ Phonak Cassia 312 UZ (optlon M, P, SP, UP)
| ‘also named Lapperre iCS 517
-also named Argosy Clara 312 UZ
' Phonak Cassia 13 UZ (option M, P, SP, UP)
‘also named Lapperre iCS 518

000.000.006.014.doc
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LNE/G-ME[? {0453) =2 Ww ~'-‘? o aﬁn nanificat CE est

valide pour les.dign e doui Aecnts 0
PHQ NAK 8 5?%2@0{6& = 75 JUIL. 20V 2 5
]]f‘e 1S OT) LNE/G-MED (0456} rerogrizes gtg,Ecacer_i_lﬁcate 5 g 'E‘E g
is valid for the medzcai devices Iisted E E S S 5 3% ©
§£ES8S T twgong
s A » 2 & & £ E
. Tt £ 8 £ 5 88 8 8
Model/Type 53:8z8%88¢%¢
Nathos CRTW XX XX
' Nathos micro W X XX iX|X[|X
@ Nathos MW ) X IXIX XXX
£ Nathos SP W XX X X X X A
Z Nathos UP W ) X X X XIx!Ix| -%
‘Nathos ITC W ) XXX (XDl o iX]
'Nathos ITEW X X X X X |
‘Audéo S YES Ill T Ik x X T
Audéo SYESV. ' XiX| | X!
‘Audéo S YES IX XX X T
Audéo S SMART il X XIX|P T XD
» also named Lapperre iPCA 510 ! S T
.$ also named ArgosyiPCA300 S S
T Audéo S SMARTV X X! XD | b ITX]
< also named Lapperre iPCA 710 | |
| also named Phonak Nathos S+ RIC W i
.a!so named ArgosyiPCASCO | ' | R
| Audéo S SMART IX X X X | X
_lalso named LapperreiPCA910 o
‘Phonak Ambra microM X X X (X T T
‘also named Lapperre iPCA 912 o R S N A R | -
‘PhonakAmbraMHZO X X X/ X X X | |
;,also named Lapperre iPCA912Hydro .~ ' [ . | = = |
£  Phonak Ambra SP X X XX X x |
£  also named Lapperre iCS 914 R
< Phonak Ambra microP X XXX X x! [ | |
ﬁ - also named Lapperre iPCA 913 IR N R S D T { |
5 'Phonak Ambra 312(opt|ons M, P, SP) X j X ‘[ X| X! | I X |
& also named Lapperre iCS 916 oL |
Phonak Ambra 312 UZ (options M, P, SP, UP) XX X[ X [0 x|
‘also named Lapperre iCS 917 N T A O I I . e
'Phonak Ambra 13 UZ (options M, P, SP, UP) X X X' x! | | I'x
_also named Lapperre iCS 918 IS S TS A N I
e ‘VersdtaAtITCHS X X X x| [ | IXx
| < | Versata Art ITC/HS vZ e x x| ox T x
. 8 |versata Art ITC/HS P\{Z - CXOX X X X,
P |Versata At FS VZ - X XIx] Ix] | 1x!
S |VersstaAtFSPVZ X xix: x| i Ix
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PHONAK -

LNE/G-MED {0459

sonnn=it mge son certificat CE est
vallde our lesiis witifs me linouy Adcrits

..... @C&Nrm( .0 5 L 201

life is on wecuecc e *‘?"E%"e’“;s'm

is valid for the medical dewces lisled E £ 2 .

7] ot = ':‘ c

& 3 ¢ 5 £

2§ E

MOd_E'ITYPE O= : & E =
CerténaArtmicro X X X X X
Certéna AtM X X X X X
t Certéna ArtP X X X X X
< Certéna Art SP X X X X X
£ Certéna Art ITC/HS XXX X
T | Certéna Art ITC/HS dAZ X X'x [Ix
O Certéna Art ITC/HS P dAZ XX Xi x|
Certéna Art FS dAZ XXX 1 X

_ Certéna Art FS P dAZ XX X, 1X

~ Exélia Art micro

~also named Lapperre iPCA 901

Exélia Art M

~also named Lapperre iCS 902

Exélia AtP
Exélia At SP

Exélia Art

Exélia At FS P
Exeha Art FS
Exélia Art ITC_IHS__
Exélia Art ITC/HS vz

'Exélia Art ITC/HS P VZ

Exélia At FS P VZ

Audéo YES Il

~also named Lapperre iPCA500

Audéo YES V

|Audeo YES IX

Audéo YES

'Audéo SMART IX

|Audéo SMART V

|Audéo SMART Il

000.000.006.014.doc

‘also named Lapperre iCS 904

| also named Lapperre iPCA700

' also named Lapperre iPCA 900
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LNE/G-MED {(‘4"“ rencvnet g s o CbrtlﬁcatCEESt
Scticayy ddorits

valide pour 1= g« —_
PHON AK D0 ALK S TR A S
lifi LNEIGED (458) o rics 'zg,ec cofficats = I m S
ifeison is valid for the medical devices listed = £ 3 ¥ 3 g & 5
s ® €& << . = < 00O
E £S ¢ s K gueg
Y ‘2 % & T - =z =z =
o = E m— a.. [an} ] (=) [om]
Model/Type 5 228 Z2¢ 2 =2
'Naida IIl UP XX XX X
Also named Argosy Alize IllUP R | . |
NaidallUPJr X X X XIX Ll
! Naida Ill UP dAZ XX X XXX
| ‘NaadaVUP XX XX X X [
'Also named Argosy AlizevVoOP |
o NaidaV UP Jr o IxdIxIxix[xix ]
©  Naida [X UP XXX IX X X
S 'Naida lll SP XXX X X
|Also named Argosy Alize lll SP | I N T O A A e |
~ Naidalll SP Jr ) OXOX X o xIx ]
. NaidallSPdAZ X XX x/ x; . |
'Naida V SP XiX [ X[X|Xxix! | |
. Alsonamed Argosy AlizeVSP
' Naidavspyr X X X X X X
. NaidalXsp IXIX X IXIXEXT |
Accessories class 2a
Phonak CROS B - - S
\Phonak CROSB-312 X x!x | 1 Ixl ]
___ |PhonakCROSB-13 X X[X | X| |
x = _ Phonak CROS [1-312 Customv XX x| § H X
g 8Phonak CROS II-13 Custom  Ixxixi T | X
- 2 @ Phonak CROS II- 312 XxXxIx T X
B O Pnonak CROS II-13 XXX | X
'« Phonak CROS - - o xxix|] L IXT T
g 8 Phonak CROS 312 XXX, oI
i 2 & Phonak CROSH20 X XX | x|
& " Phonak CROS 13 ) XXX X

000.000.006.014.doc
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