RIFE g E 3R 20vaa18

S

[ZhR)

WL /R B B TR B B BR A Bk
37T 2006 6F , R —RED TEREABEE FALI
FHES 7= S R AL . A B SRR AR EE
22,2011 FF B L TTeHE B £ A X H L
PR N T EMR AL, MARA £ SR S = 5
SN ZEW TSR T, SEBL T 2780 T EAGHE
1Y 40 T RO, TLAE T A ER SERHS: G135 U
RCHO K E 2 B, BV @ EREBPU S R A
T E ISR

Y= YN 7
LT T Hiw

AT Hm 2 B BT ERHE 2 isun A SaRkia
HEHEREFNET MW, (B2 THME
IEF I —EANEEERE N . ERREATE
AT T 2 B, R E EEA TERA T RAE
=R, HESEAN TEIRESNE K20 5
Too BHAANZTT PRI =R A R E
ANEEE K75 KU L ENTTSZ B
IR BT N T B — SR s Gl o #1)
BE.

M 2006 G AT GIAZ DK, THEPUASERK,
2009 FiE /KA THARZA T IR, 2009 4F 12
B #EREA TEWIER G S — A “Z =R
I, BT 2 RS 1 B L, X R
S/ RN TERAH TEIINE—2. 2011
i KERBER &M mn S Eme
SIBEERFEME, AEXRE T ER M
oS R A O AREMHIETS . MU,
PREEAN T Hm ETisHE.

2013 4, I /RFEIRAS N 2 LU N E G ]
iEs X/ NVNIIETS , ERRE W /RBER A T
E B —F N E T E A TEWRNAE, E
et R RAKSEE JRAFL B HR 2 fR R EEPY
KN THIRAH . #ukT 20174, E.F 6000 %
2B EEAFREANLEYRS, H ISR R

L EIN-F 20

PEOPLE'S REPUBLIC OF CHINA
E 57 & M EMIE

REGISTRATION CERTIFICATE FOR MEDICAL DEVICE

EMS WM (M) F20135822106975 (F)
WLV /R MR 2 i TR A PR A7) :

RPN T HIR S EA TS, AW, AR
FTES TR AT E, VRN FEAHEA NS
ZO—tFENA—HIE.

PR o

1 2N
)

WYL 40 A e

—o\pi g 4
\ g

B ke BEIT BRI M T %

Mk BT A N T EE X A B% 99 S 211

iE i3 1E R B

JLEERE A, b TE0E 6 R T HR
a5, MBI EG FE R, B /RBHEA
& Cam A RS H, B N R 12 A, R
KI80% %

DRE S
e ERHIF 5

VAR T HAR A RLED _E R MRS
AESN= e W TR . EREER
JEkE B AR, LA RETEE AR RES
ERRE.

VE/RER SRR A& O BI AL TALNAISE
JAFIRAEREITRE T WRREER
Ly, EBRIET R E NN A2EFIEE HOUSE
B-wthr, Serh 1 R E R A s B TSR A
HRLER M TR DIRIRIE , HBA 24

F AL A R A

PEOPLE'S REPUBLIC OF CHINA
E J7 & M OE M IE

REGISTRATION CERTIFICATE FOR MEDICAL DEVICE

ENHS : H A2kl (fE) 72013453460990% ()
WL /R A2 L TR R AT IR A R«

PREALAEP= I N THARREN G, W, HEBETH

W= TR E, HEVREM. EMHEREMIE —O
-tEEAtH Ik

RFRLTE R o

Wi fke BT MR B DK

F275:0571-88199920

HIF= TR A0 . T LT o T A T 5,
R AT HIRE SRR}, GG T 2
et MR E ST R B | RIS
TR,

T HIRER A RSN, ARITRE —1H
ERAATRARMNEREARER S, AR
FEIOMFL SRS TE T R R R I & R 75
M. ENIFL FBA 1R A h E Rl =
T JERERE R EYTE S BRE MR
O R EARBRESER LR BB EE
NEIZHEFLRIAERL, B4 TENA TR TE
ISR — R A A BRIEE 55 A B

NEIRGHST = R EST 28R AE = O EIFRAR
W A 5005 K45 Bk e w4
B E TES  EEEn TSN — &
FlA: FR s e A Se it SE A Rl &, B
=R AR K AT R EE S

[EIR, /RS E N AN O EEBE RHFFAL
¥ EbE A S, SRR A HRA ,, H 2 kS
S5EZFWE. ARHA 1190E4 BN EFRE
FHRNRF=R LR A, EIRAGEFRE 9417,
Hrh &A% 30 1, s L& F1 64 1T ; IEAE
FIEH & 25 U0, KR 2% R 21 I, SC A# A
LR 4T0,

PAE b [l 1l
SRR S AT

TE/RBRAGE 2 v et o -l N AN
RACE. BRIAREEMNELBEANTBET
B RGN ARIA =, A IB T+ ZH"EHK
P ETHRITE - i TE Ak B
Rl R Rz A B = N LB Y SRS A AR I
17, H RS T L BRI &4+ —
7 E SRR SR H e RE R B 5k
T HE— AR

TE/RBE  R R EIRSe BOR , E M
BH5 R L E FDA BE M S 5 R IR EL, 7=

ITC

Notified Body No. 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Ziin, Czech Republic - www.itezlin.cz

EC CERTIFICATE
No. 12 0884 QSINB

issued in compliance with Council Directive 90/385/EEC (AIMD) as amended, which is implemented
by the Czech Govenment Order No. 15412004 (Collection of Laws) certfies that the products ~
active implantable medical devices, models

Cochlear Implant, model: CS-10A
Cochlear Implant Speech Processor, models: NSP-60A/NSP-60B
Nuro Sound Fitting Software, model: NS V1.0

manufactured by the company

; Co., Ltd.

Building 4, No. 99 XiangMao Road, GongShu District, HangZhou, Zhejiang province,
310011, China

are manufactured under conditions fulfiling the quality system requirements of Annex 2, Sections
3.2, of the Directive 90/385/EEC.

The Notified iy No. 1023 has performed an audit of the above products quality system covering
the design, and final inspection jucts. The quality sy: as been

ur
‘assessed, approved and is a subject to conti according to Annex 2, s
and 5. of the Directive 90/385/EEC. The detailed description of the system parts, requirements and
measures applied by the manufacturer are presented in the Final Report No. 823600013/2012,
which is enclosed to this Certificate.

el

RNDr. Radomir Cevelik
Representative of the Notified Body No. 1023
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ITGC

Notified Body No. 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
Zlin, Czech Republic - www.itcziin.cz

EC Design-Examination Certificate
No. 12 0885 CN/NB
issued in compliance with Council Directive 90/385/EEC (AIMD) as amended, which is implemented
by the Czech Government Order No. 154/2004 (Collection of Laws), certifies that the products —
active implantable medical devices

Cochlear Implant, model: CS-10A
Cochlear Implant Speech Processor, models: NSP-60A/NSP-60B
Nuro Sound Fitting Software, model: NS V1.0

manufactured by company

I Bi Co., Ltd.
Building 4, No. 98 XiangMao Road, GongShu District, HangZhou, Zhejiang province,
310011, China

fulfl the essential requirements specified 2 of the Directive 90/385/EEC relating to it,
taking into account the product's intended i ized standard.
above-mentioned

The Notified Body No. 1023 has execut of the.
product the Annex 2, Secti Directive 90/385/EEC. The detailed product
‘evaluation of the examination are presented

closed to this Certificate.

s, assessment p
inthe (0. 8236000132012,
Condition of this Certificate use and related information:

1 ppli iy

2
3. The manufacturer s obligated to assure that all active implantable medical devices of the respective

valid unti the ign s changed but until the 30" October 2017 at the

latest.
5. Aftor recelving of the complementary EC Certficate, confiming the manufacturers quality system
‘approval by the Notified Body No. 1023, and fulfling the relevant EU legislation, the manufacturer shall

i the

m?owQ/VAZ
RNDr. Radomir Cevelik

*Representative of the Notfed Body No. 1023

affix to each 3
by the number of the Notified Body according to this example:

c €1023

Issued in Zlin, on 31* October 2012} %

& 3 :www.nurotron.com




