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. o Data prima emissione
Certl'ﬁcato n°® QCT-0051-17 Addendum n 02-18 First issue date 02.08.2017
Certificate no. addendum no. Data di emissione corrente
. 19.04.2018
Current issue date
Data di scadenza 01.08.2022
Expiry date
DICHIARAZIONE CE DI ECDECLARATION OF
CONFORMITA’ CONFORMITY
SISTEMA COMPLETO DI FULL QUALITY ASSURANCE
GARANZIA DI QUALITA’ SYSTEM
according to Annex 11 excluding (4) of EC Directive
secondo I’ Allegato II escluso (4) della Direttiva Europea 93/42/EEC and subsequent modifications and integrations.
93/42/CEE e successive modifiche ed integrazioni. (transposed in ltaly by the D.Lgs. n. 46 issued on
(recepita in Italia con il D.Lgs. n. 46 del 24.02.1997 e 24.02.1997 and subsequent modifications and integrations)
successive modifiche ed integrazioni)
L’Istituto Superiore di Sanita, The Istituto Superiore di Sanita,
Organismo Notificato 0373, certifica che Notified Body 0373, certifies that
il sistema completo di garanzia della qualita the total quality assurance system
attuato da enforced by

AUDIO TECHNOLOGIES S.r.l.

SEDE LEGALE/ REGISTERED OFFICE:
Via dell’Artigianato, 8 — 29020 Gossolengo (PC) ITALIA

per il dispositivo/i for the device(s)

(vedi allegato tecnico/ see technical sheet)” |

¢ conforme ai requisiti applicabili della is in compliance with the applicable
Direttiva Europea 93/42/CEE e successive requirements of Council Directive 93/42/EEC
modifiche ed integrazioni. and subsequent modifications and integrations.

Il Direttore dell’Organismo Notificato
The Directop-of Notified Body
(Dott.ssa Roberta-Marcoaldi)

i /. \‘ g

* L’allegato tecnico & parte integrante del presente Certificato
The technical sheet is an integral part of this Certificate.
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ALLEGATO TECNICO

I Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, € da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Nesdd 22001

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

Classe IIb (Class 11b)

Nome prodotto
(Product name)

Codice
(Code)

Protesi per otochirurgia,
sterile

SPL 03.00.300, SPL 03.00.350, SPL 03.00.400,
SPL 03.00.425, SPL 03.00.450, SPL 03.00.475,
SPL 03.00.500, SPL 03.00.550, SPL 03.00.600,
SPL 03.04.350, SPL 03.04.400, SPL 03.04.425,
SPL 03.04.450, SPL 03.04.475, SPL 03.04.500,
SPL 03.04.550, SPL 03.04.600, SPL 03.05,
SPL 03.07.400, SPL 03.07.425, SPL 03.07.450,
SPL 03.07.475, SPL 03.07.500, SPL 03.07.525,
SPL 03.07.550, SPL 03.07.575, SPL 03.07.600,
SPL 03.07.625, SPL 03.07.650, SPL 03.07 S,
SPL 03.08.400, SPL 03.08.425, SPL 03.08.450,
SPL 03.08.475, SPL 03.08.500, SPL 03.08.525,
SPL 03.08.550, SPL 03.08.575, SPL 03.08.600,
SPL 03.08.625, SPL 03.08.650, SPL 03.08 S,
SPL 03.09.400, SPL 03.09.425, SPL 03.09.450,
SPL 03.09.475, SPL 03.09.500, SPL 03.09.525,
SPL 03.09.550, SPL 03.09.575, SPL 03.09.600,
SPL 03.09.625, SPL 03.09.650, SPL 03.09 S

PN
Il Direttofe Il’Organiéro otificato
The Dirgctor of Noti eg ody
(Dottssa\Roberta Marcoaldi)

e
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Istituto Superiore di Sanita

ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo

NMaod., 2201

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
Classe 1Ib (Class 11b) [
Nome prodotto Codice
(Product name) (Code)

Protesi per otochirurgia,
sterile

SPL 03.10.400, SPL 03.10.425, SPL 03.10.450,
SPL 03.10.475, SPL 03.10.500, SPL 03.10.525,
SPL 03.10.550, SPL 03.10.575, SPL 03.10.600,
SPL 03.10.625, SPL 03.10.650, SPL 03.10 S,
SPL 03.13.400, SPL 03.13.450, SPL 03.13.500,
SPL 03.14, SPL 03.15.400, SPL 03.15.450,
SPL 03.15.500, SPL 03.16.400, SPL 03.16.450,
SPL 03.16.500, SPL 03.16.550, SPL 03.16.600,
SPL 03.16.650, SPL 03.16.700, SPL 03.16.400 X,
SPL 03.16.450 X, SPL 03.16.500 X,
SPL 03.16.550 X, SPL 03.16.600 X,
SPL 03.16.650 X, SPL 03.16.700 X,

SPL 03.17.400, SPL 03.17.450, SPL 03.17.500,
SPL 03.17.550, SPL 03.17.600, SPL 03.17.650,
SPL 03.17.700, SPL 03.17.400 X,

SPL 03.17.450 X, SPL 03.17.500 X,

SPL 03.17.550 X, SPL 03.17.600 X,

SPL 03.17.650 X, SPL 03.17.700 X,

SPL 03.18.400, SPL 03.18.450, SPL 03.18.500,

SPL 03.18.550, SPL 03.18.600

Istituto Superiore di Sanita — viale Regina Elena, 299 ~ 00161 Roma Italy — tel. /fax. +390649

1l Direttore del’Qfg smB‘No\ ihg‘ato

The Directof of fNotified Body
ott.ssa Rebetta Marcoaldiy |
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ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo

NMod, 2201 [SS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i
sorveglianza:

soggetto/i a

that are subject to surveillance:

Classe IIb (Class 11b)

Nome prodotto
(Product name)

Codice
(Code)

Protesi per otochirurgia,
sterile

SPL 03.18.650, SPL 03.18.700,
SPL 03.18.400 X, SPL 03.18.450 X,
SPL 03.18.500 X, SPL 03.18.550 X,
SPL 03.18.600 X, SPL 03.18.650 X,

SPL 03.18.700 X, SPL 03.19.400,
SPL 03.19.450, SPL 03.19.500,
SPL 03.19.550, SPL 03.19.600,
SPL 03.19.650, SPL 03.19.700, SPL 03.19.400 X,
SPL 03.19.450 X, SPL 03.19.500 X,
SPL 03.19.550 X, SPL 03.19.600 X,
SPL 03.19.650 X, SPL 03.19.700 X,

SPL 03.20.400, SPL 03.20.425, SPL 03.20.450,
SPL 03.20.475, SPL 03.20.500, SPL 03.20.525,
SPL 03.20.550, SPL 03.20.575, SPL 03.20 S,
SPL 03.21.400, SPL 03.21.425, SPL 03.21.450,
SPL 03.21.475, SPL 03.21.500, SPL 03.21.525,
SPL 03.21.550, SPL 03.21.575, SPL 03.21 S,
SPL 03.22.400, SPL 03.22.425, SPL 03.22.450,
SPL 03.22.475, SPL 03.22.500, SPL 03.22.525

11 Direttore dell’O amsmo Notlﬁcato
The Dtrect

0f
(Dott.ssa ] o rta Marcoa

Istituto Superiore di Sanita - viale Regina Elena, 299 — 00161 Roma Italy — tel. /fax. +390649902108 — www.iss.it
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Niod 2200

Organismo Notificato 0373
Notified Body 0373

Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
11 Certificato n° Addendum n°
The Certificate no. QCT-0051-17 addendum no. 02-13
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, é da considerarsi riferito solo part, refers only to the following product(s)
al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
Classe IIb (Class 1Ib) |
Nome prodotto Codice
(Product name) (Code)

Protesi per otochirurgia,
sterile

SPL 03.22.550, SPL 03.22.575,
SPL 03.22 S, SPL 03.23.400,

SPL 03.23.425, SPL 03.23.450, SPL (03.23.475,
SPL 03.23.500, SPL 03.23.525, SPL 03.23.550,
SPL 03.23.575, SPL 03.23 S, SPL 03.24,
SPL 03.25, SPL 03.26, SPL 03.27.400, SPL 03.27.425,
SPL 03.27.450, SPL 03.27.475, SPL 03.27.500,
SPL 03.27.525, SPL 03.27.550, SPL 03.27.575,
SPL 03.27.600, SPL 03.27.625, SPL 03.27.650,
SPL 03.27 S, SPL 03.28.400, SPL 03.28.425,
SPL 03.28.450, SPL 03.28.475, SPL 03.28.500,
SPL 03.28.525, SPL 03.28.550, SPL 03.28.575,
SPL 03.28.600, SPL 03.28.625, SPL 03.28.650,
SPL 03.28 S, SPL 03.29.400, SPL 03.29.425,
SPL 03.29.450, SPL 03.29.475, SPL 03.29.500,
SPL 03.29.525, SPL 03.29.550, SPL 03.29.575,
SPL 03.29.600, SPL 03.29.625, SPL 03.29.650,
SPL 03.29 S, SPL 03.30.400, SPL 03.30.425,
SPL 03.30.450, SPL 03.30.475, SPL 03.30.500

rd - e
Il Direttoreﬁie *Organi o\Notificato
The Diiredtor of Notified Body
(Dott.bsa{Roberta M, ﬁb}hldi)
X3 Y

Istituto Superiore di Sanita - viale Regina Elena, 299 ~ 00161 Roma Italy — tel./fax. +390649902108 — www.iss.it
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Istituto Superiore di Sanita

ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

N, 22001 ISSs

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part. refers only to the following product(s)
that are subject to surveillance:

Classe I1b (Class I1b)

Nome prodotto
(Product name)

Codice
(Code)

Protesi per otochirurgia,
sterile

SPL 03.30.525, SPL 03.30.550, SPL 03.30.575,
SPL 03.30.600, SPL 03.30.625, SPL 03.30.650,
SPL 03.30 S, SPL 03.31.425, SPL 03.31.450,
SPL 03.31.475, SPL 03.31.500, SPL 03.31.525,
SPL 03.31.550, SPL 03.31.575, SPL 03.31.600,
SPL 03.31.650, SPL 03.32.425, SPL 03.32.450,
SPL 03.32.475, SPL 03.32.500, SPL 03.32.525,
SPL 03.32.550, SPL 03.32.575, SPL 03.32.600,
SPL 03.32.650, SPL 03.33.425, SPL 03.33.450,
SPL 03.33.475, SPL 03.33.500, SPL 03.33.525,
SPL 03.33.550, SPL 03.33.575, SPL 03.33.600,
SPL 03.33.650, SPL 03.34.425, SPL 03.34.450,
SPL 03.34.475, SPL 03.34.500, SPL 03.34.525,
SPL 03.34.550, SPL 03.34.575, SPL 03.34.600,

SPL 03.34.650, SPL 03.35 S, SPL 03.36 S, SPL 03.37

S, SPL 03.38 S, SPL 03.39.400, SPL 03.39.425,
SPL 03.39.450, SPL 03.39.475, SPL 03.39.500,
SPL 03.39.525, SPL 03.39.550, SPL 03.39.575,
SPL 03.40.400, SPL 03.40.425, SPL 03.40.450

T
P -

11 Direttore /az{n’gfgfiﬁismo\oﬁﬁcato

The Difectbr of Notifiéd Bydy
(Dott.s‘sg%oberta Marcgildi)

T TS
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ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

Classe ITb (Class 1Ib) i

Nome prodotto
(Product name)

Codice
(Code)

Protesi per otochirurgia,
sterile

SPL 03.40.475, SPL 03.40.500, SPL 03.40.525,
SPL 03.40.550, SPL 03.40.575, SPL 03.41.400,
SPL 03.41.425, SPL 03.41.450, SPL 03.41.475,
SPL 03.41.500, SPL 03.41.525, SPL 03.41.550,
SPL 03.41.575, SPL 03.42.400, SPL 03.42.425,
SPL 03.42.450, SPL 03.42.475, SPL 03.42.500,
SPL 03.42.525, SPL 03.42.550, SPL 03.42.575,
SPL 03.43 S, SPL 03.44 S, SPL 03.45 S,
SPL 03.46 S, TPL 07.02, TPL 07.03,
TPL 07.04.600, TPL 07.04.700, TPL 07.04.800,
TPL 07.05.500, TPL 07.05.550, TPL 07.05.600,
TPL 07.05.650, TPL 07.05.700, TPL 07.05.750,
TPL 07.05.800, TPL 07.06.300, TPL 07.06.350,
TPL 07.06.400, TPL 07.06.450, TPL 07.06.500,
TPL 07.06.550, TPL 07.07.550, TPL 07.07.600,
TPL 07.07.650, TPL 07.07.700, TPL 07.07.750,
TPL 07.07.800, TPL 07.08.350, TPL 07.08.400,
TPL 07.08.450, TPL 07.08.500, TPL 07.08.550,
TPL 07.08.600, TPL 04.00.09 CF

— -
-

/'/ \\
Il Direttore dellﬁéﬁw\no\ﬂotiﬁcato
The D rec{or of Notifi _B‘oaj/
ott. 3 {loberta Ma/ g‘t_/i‘*ldi)

Ry
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ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, € da considerarsi riferito solo

NMod., 2201 IS s

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following produci(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
| Classe ITb (Class [Ib)
Nome prodotto Codice
(Product name) (Code)

Protesi per otochirurgia,
sterile

TPL 04.00.09 SF, TPL 04.00.10 CF,
TPL 04.00.10 SF, TPL 04.00.12 CF,

TPL 04.00.12 SF, TAP 07.09.600, TAP 07.09.700,
TAP 07.09.800, PAP 07.10, TAP 07.11.500,
TAP 07.11.550, TAP 07.11.600, TAP 07.11.650,
TAP 07.11.700, TAP 07.11.750, TAP 07.11.800,
PAP 07.12.300, PAP 07.12.350, PAP 07.12.400,
PAP 07.12.450, PAP 07.12.500, TAP 07.13.500,
TAP 07.13.550, TAP 07.13.600, TAP 07.13.650,
TAP 07.13.700, TAP 07.13.750, TAP 07.13.800,
TAP 07.14.500, TAP 07.14.550, TAP 07.14.600,
TAP 07.14.650, TAP 07.14.700, TAP 07.14.750,
TAP 07.14.800, PAP 07.15.300, PAP 07.15.350,
PAP 07.15.400, PAP 07.15.450, PAP 07.15.500,
PAP 07.16.300, PAP 07.16.350, PAP 07.16.400,
PAP 07.16.450, PAP 07.16.500, INCUS 07.17.325,
INCUS 07.17.375, TAP 07.18.500,

TAP 07.18.550, TAP 07.18.600, TAP 07.18.650,
TAP 07.18.700, TAP 07.18.750, TAP 07.18.800

Istituto Superiore di Sanita — viale Regina Elena, 299 — 00161 Roma Italy ~ tel. /fax. +390649902108 — www.iss. it
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Istituto Superiore di Sanita

ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo

Nfsdd, 220y 1SS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i
sorveglianza:

soggetto/i a

that are subject to surveillance:

Classe Ilb (Class [1b)

Nome prodotto
(Product name)

Codice
(Code)

Protesi per otochirurgia,
sterile

PAP 07.19.350, PAP 07.19.400, PAP 07.19.450,
PAP 07.19.500, PAP 07.19.550, PAP 07.19.600,
INCUS 07.32, TAP 07.33.550,

TAP 07.33.600, TAP 07.33.650, TAP 07.33.700,
TAP 07.33.750, TAP 07.33.800, PAP 07.34.400,
PAP 07.34.450, PAP 07.34.500, PAP 07.34.550,
PAP 07.34.600, TAP 07.35, PAP 07.36, TAP 07.37,
PAP 07.38, TPL 07.39 R, TPL 07.39 L, TAP 07.40,
PAP 07.41, TAP 07.42, PAP 07.43, TPL 07.44,
TPL 07.45, TAP 07.46, PAP 07.47, TAP 07.48,
PAP 07.49, PAP 07.50, TPL 07.51, TAP 07.52,
PAP 07.53, TAP 07.54, TAP 07.55,

PAP 07.56.300, PAP 07.56.400, PAP 07.56.500,
TPL 07.57, TAP 07.58, TPL 07.59,

PAP 07.60.250, PAP 07.60.300, PAP 07.60.350,
PAP 07.60.400, PAP 07.60.450, PAP 07.60.500,
TAP 07.61.300, TAP 07.61.325, TAP 07.61.350,
TAP 07.61.375, TAP 07.61.400, TAP 07.61.425,
TAP 07.61.450, TAP 07.61.475, TAP 07.61.500,
TAP 07.61.525, TAP 07.61.550

o —

l/ffA” o
Il Direttore qéll’ﬁrganisrh\Notiﬁcato
The Dirgctdr of Notified oy
(Dott.ssa-Raeberta Margualdi)
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Istituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET
I1 Certificato n° Addendum n°
The Certificate no. QCT-0051-17 addendum no. 02-18
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, ¢ da considerarsi riferito solo part, refers only to the following produci(s)
al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
| Classe IIb (Class Ib)
Nome prodotto Codice
(Product name) (Code)
Protesi per TAP 07.61.600, TAP 07.65.600;, TAP 07.61.650, TAP 07.65.650
otochirurgia, TAP 07.61.700, TAP 07.65.700, TAP 07.61.750, TAP 07.65.750
sterile TAP 07.61.800, TAP 07.65.800, PAP07.62.175, PAP 07.66.200

PAP 07.62.200, PAP 07.66.225, PAP 07.62.225, PAP 07.66.250,
PAP 07.62.250, PAP 07.66.275, PAP 07.62.275 PAP 07.66.300,
PAP 07.62.300, PAP 07.66.325, PAP 07.62.325, PAP 07.66.350
PAP 07.62.350, PAP 07.66.400, PAP 07.62.400, PAP 07.66.450),
PAP 07.62.450, PAP 07.66.500, PAP 07.62.500, TAP 07.67,
TAP 07.63, PAP 07.68, PAP 07.64, SPL 03.07.999,
TAP 07.65.300, SPL 03.08.999, TAP 07.65.325, SPL 03.09.999
TAP 07.65.350, SPL 03.10.999, TAP 07.65.375, SPL 03.20.800,
TAP 07.65.400, SPL 03.21.800, TAP 07.65.425, SPL 03.22.800,
TAP 07.65.450, SPL 03.23.800, TAP 07.65.475, SPL 03.39.600
TAP 07.65.500, SPL 03.39.650, TAP 07.65.525, SPL 03.39.700,
TAP 07.65.550

1l Direttore d 63' ismo-Notificato
The Dir;cto/ of Notifi dy

(Dott.sTa,Koberta Martoaldi)
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ALLEGATO TECNICO

I1 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico € parte
integrante, é da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a

Naod 220l ISs

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

sorveglianza:

Classe IIb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.39.750, SPL 03.39.800, SPL 03.39.850,
otochirurgia, SPL 03.39.900, SPL 03.39.950, SPL 03.39.999,
sterile SPL 03.40.600, SPL 03.40.650, SPL 03.40.700,

SPL 03.40.750, SPL 03.40.800, SPL 03.40.850,
SPL 03.40.900, SPL 03.40.950, SPL 03.40.999,
SPL 03.41.600, SPL 03.41.650, SPL 03.41.700,
SPL 03.41.750, SPL 03.41.800, SPL 03.41.850,
SPL 03.41.900, SPL 03.41.950, SPL 03.41.999,
SPL 03.42.600, SPL 03.42.650, SPL 03.42.700,
SPL 03.42.750, SPL 03.42.800, SPL 03.42.850,
SPL 03.42.900, SPL 03.42.950, SPL 03.42.999,
SPL 03.43.400, SPL 03.43.425, SPL 03.43.450,
SPL 03.43.475, SPL 03.43.500, SPL 03.43.525,
SPL 03.43.550, SPL 03.43.575, SPL 03.43.600,
SPL 03.43.625, SPL 03.43.650, SPL 03.43.700,
SPL 03.43.750, SPL 03.43.800, SPL 03.43.850,
SPL 03.43.900, SPL 03.43.950, SPL 03.43.999,
SPL 03.44.400, SPL 03.44.425, SPL 03.44.450

Istituto Superiore di Sanitd - viale Regina Elena, 299 ~ 00161 Roma Ttaly ~ tel. /fax. +390649902108 — www.iss.it
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ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, € da considerarsi riferito solo

Nt 2o

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
| Classe IIb (Class I1b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.44.475, SPL 03.44.500, SPL 03.44.525, SPL 03.44.550,
otochirurgia, SPL 03.44.575, SPL 03.44.600, SPL 03.44.625, SPL 03.44.650,

sterile

SPL 03.44.700, SPL 03.44.750, SPL 03.44.800, SPL 03.44.850,
SPL 03.44.900, SPL 03.44.950, SPL 03.44.999, SPL 03.45.400,
SPL 03.45.425, SPL 03.45.450, SPL 03.45.475, SPL 03.45.500,
SPL 03.45.525, SPL 03.45.550, SPL 03.45.575, SPL 03.45.600,
SPL 03.45.625, SPL 03.45.650, SPL 03.45.700, SPL 03.45.750,
SPL 03.45.800, SPL 03.45.850, SPL 03.45.900, SPL 03.45.950,
SPL 03.45.999, SPL 03.46.400, SPL 03.46.425, SPL 03.46.450,
SPL 03.46.475, SPL 03.46.500, SPL 03.46.525, SPL 03.46.550,
SPL 03.46.575, SPL 03.46.600, SPL 03.46.625, SPL 03.46.650,
SPL 03.46.700, SPL 03.46.750, SPL 03.46.800, SPL 03.46.850,
SPL 03.46.900, SPL 03.46.950, SPL 03.46.999, AME 07.20.80,
AME 07.20.85, AME 07.20.90, AME 07.20.95, AME 07.20.100,

AME 07.20.105, AME 07.20.110, AME 07.20.115,

AME 07.20.120, AME 07.20.125, AME 07.20.130,
AME 07.21.40, AME 07.21.45, AME 07.21.50, AME 07.21.55,
AME 07.21.60, AME 07.21.65, AME 07.21.70, AME 07.21.75,
AME 07.21.80, AME 07.21.85, AME 07.21.90, AME 07.21.95,

AME 07.21.100

f”.-

11 Direttore féllpfﬁﬁ?ﬁsm‘o\ otificato
The Difector of Notifies Bady

ta-Roberta Marpoaldi)
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ALLEGATO TECNICO

1l Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a

Nod o 220l ISS

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

sorveglianza:

i Classe ITb (Class [Ib) |
Nome prodotto Codice
(Product name) (Code)
Protesi per AME 07.21.105, AME 07.21.110, AME 07.21.1135,
otochirurgia, AME 07.21.120, AME 07.21.125, AME 07.21.130,
sterile AME 07.21.135, AME 07.21.140, AME 07.22.10,

AME 07.22.15, AME 07.22.20, AME 07.22.25, AME 07.22.30,
AME 07.22.35, AME 07.22.40, AME 07.22.45, AME 07.22.50,
AME 07.22.55, AME 07.22.60, AME 07.22.65, AME 07.22.70,
AME 07.22.75, AME 07.22.80, AME 07.22.85, AME 07.22.90,
AME 07.22.95, AME 07.22.100, AME 07.22.105,
AME 07.22.110, AME 07.22.115, AME 07.22.120,
AME 07.69.04, AME 07.69.05, AME 07.69.06,
AME 07.69.07, AME 07.69.08, AME 07.69.10,
AME 07.69.12, AME 07.69.14, AME 07.69.16,
AME 07.69.18, AME 07.69.20, TPL 04.02.10 SF,
TPL 04.02.12 SF, TPL 04.02.15 SF, TPL 04.03.10 SF,
TPL 04.03.12 SF, TPL 04.03.15 SF, TPL 04.02.10 CF,
TPL 04.02.12 CF, TPL 04.02.15 CF, TPL 04.03.10 CF,
TPL 04.03.12 CF, TPL 04.03.15 CF

e e
w/.

11 Direttore del Or amsmo tl}\cato
The Dzrecf Notlf ed B
(Dott.ssa qb
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ALLEGATO TECNICO

I Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, é da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a

NMuod 2201 IS S

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

sorveglianza:

Classe IIb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.48.400, SPL 03.48.425, SPL 03.48.450,
otochirurgia, SPL 03.48.475, SPL 03.48.500, SPL 03.48.525,
sterile SPL 03.48.550, SPL 03.48.575, SPL 03.48.600,

SPL 03.48.625, SPL 03.48.650, SPL 03.48.675,

SPL 03.48.700, SPL 03.48.725, SPL 03.48.750,
SPL 03.49.400, SPL 03.49.425, SPL 03.49.450,
SPL 03.49.475, SPL 03.49.500, SPL 03.49.525,
SPL 03.49.550, SPL 03.49.575, SPL 03.49.600,
SPL 03.49.625, SPL 03.49.650, SPL 03.49.675,
SPL 03.49.700, SPL 03.49.725, SPL 03.49.750,
SPL 03.50.400, SPL 03.50.425, SPL 03.50.450,
SPL 03.50.475, SPL 03.50.500, SPL 03.50.525,
SPL 03.50.550, SPL 03.50.575, SPL 03.50.600,
SPL 03.50.625, SPL 03.50.650, SPL 03.50.675,
SPL 03.50.700, SPL 03.50.725, SPL 03.50.750,
SPL 03.51.400, SPL 03.51.425, SPL 03.51.450,
SPL 03.51.475, SPL 03.51.500, SPL 03.51.525,
SPL 03.51.550, SPL 03.51.575, SPL 03.51.600,
SPL 03.51.625, SPL 03.51.650, SPL 03.51.675,
SPL 03.51.700, SPL 03.51.725, SPL 03.51.750

Il Direttore deu/Orgamsmo Notificato

The Dire tor{)f Notifi eHBo&()
(Dott.ss R9berta Marcoaldl)
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ALLEGATO TECNICO

I Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, € da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a

NMod, 220

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only fo the following product(s)
that are subject to surveillance:

[ss

sorveglianza:
Classe IIb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per TAP 07.71, PAP 07.72, PAP 07.62.050, PAP 07.62.075,
otochirurgia, PAP 07.62.100, PAP 07.62.125, PAP 07.62.150,
sterile PAP 07.66.100, PAP 07.66.125, PAP 07.66.150,

PAP 07.66.175, SPL 03.07.700, SPL 03.07.750,

SPL 03.07.800, SPL 03.07.850, SPL 03.07.900,
SPL 03.07.950, SPL 03.07 L, SPL 03.07 LL,
SPL 03.08.700, SPL 03.08.750, SPL 03.08.800,
SPL 03.08.850, SPL 03.08.900, SPL 03.08.950,
SPL 03.08 L, SPL 03.08 LL, SPL 03.09.700,
SPL 03.09.750, SPL 03.09.800, SPL 03.09.850,
SPL 03.09.900, SPL 03.09.950, SPL 03.09 L,
SPL 03.09 LL, SPL 03.10.700, SPL 03.10.750,
SPL 03.10.800, SPL 03.10.850, SPL 03.10.900,
SPL 03.10.950, SPL 03.10 L, SPL 03.10 LL,
SPL 03.20.600, SPL 03.20.625, SPL 03.20.650,
SPL 03.20.700, SPL 03.20.750, SPL 03.20.850,
SPL 03.20.900, SPL 03.20.950, SPL 03.20.999,
SPL 03.20 L, SPL 03.20 LL, SPL 03.21.600,
SPL 03.21.625, SPL 03.21.650, SPL 03.21.700

Istituto Superiore di Sanita — vialec Regina Elena, 299 — 00161 Roma Italy - tel./fax. +390649902108 — www.iss.it
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Organismo Notificato 0373
Notified Body 0373

ALLEGATO TECNICO TECHNICAL SHEET
Il Certificato n° Addendum n°
The Certificate no. QCT-0051-17 addendum no. 02-18
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, é da considerarsi riferito solo part, refers only to the following product(s)
al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
Classe Ilb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.21.750, SPL 03.21.850, SPL 03.21.900,
otochirurgia, SPL 03.21.950, SPL 03.21.999, SPL 03.21 L,
sterile SPL 03.21 LL, SPL 03.22.600, SPL 03.22.625,

SPL 03.22.650, SPL 03.22.700, SPL 03.22.750,
SPL 03.22.850, SPL 03.22.900, SPL 03.22.950,
SPL 03.22.999, SPL 03.22 L, SPL 03.22 LL,
SPL 03.23.600, SPL 03.23.625, SPL 03.23.650,
SPL 03.23.700, SPL 03.23.750, SPL 03.23.850,
SPL 03.23.900, SPL 03.23.950, SPL 03.23.999,
SPL 03.23 L, SPL 03.23 LL, SPL 03.27.700,
SPL 03.27.750, SPL 03.27.800, SPL 03.27.850,
SPL 03.27.900, SPL 03.27.950, SPL 03.27.999,
SPL 03.27 L, SPL 03.27 LL, SPL 03.28.700,
SPL 03.28.750, SPL 03.28.800, SPL 03.28.850,
SPL 03.28.900, SPL 03.28.950, SPL 03.28.999,
SPL 03.28 L, SPL 03.28 LL, SPL 03.29.700,
SPL 03.29.750, SPL 03.29.800, SPL 03.29.850,
SPL 03.29.900, SPL 03.29.950, SPL 03.29.999,

SPL 03.29 L, SPL 03.29 LL, SPL 03.30.700

N
- ~.

I. ’ ".——-"‘\\
Il Direttore dell’O’r{ggyﬁismo Noﬁﬁcz\to
The Director! Q/ otified BOd):kréE
(Dott.ssa Roi)\";: Marcoaldi)--
- , 3 /,"' .:s._‘ A

» s v"' 4 B . " ot
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ALLEGATO TECNICO
The Cortiate no,  QCT-00S1-17

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a

Nod . 2201

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

sorveglianza:
Classe IIb (Class 1Ib)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.30.750, SPL 03.30.800, SPL 03.30.850,
otochirurgia, SPL 03.30.900, SPL 03.30.950, SPL 03.30.999,
sterile SPL 03.30 L, SPL 03.30 LL, SPL 03.31.700,

SPL 03.31.750, SPL 03.31.800, SPL 03.31.850,
SPL 03.31.900, SPL 03.31.950, SPL 03.31.999,

SPL 03.31 L, SPL 03.31 LL, SPL 03.32.700,

SPL 03.32.750, SPL 03.32.800, SPL 03.32.850,
SPL 03.32.900, SPL 03.32.950, SPL 03.32.999,

SPL 03.32 L, SPL 03.32 LL, SPL 03.33.700,

SPL 03.33.750, SPL 03.33.800, SPL 03.33.850,
SPL 03.33.900, SPL 03.33.950, SPL 03.33.999,

SPL 03.33 L, SPL 03.33 LL, SPL 03.34.700,

SPL 03.34.750, SPL 03.34.800, SPL 03.34.850,
SPL 03.34.900, SPL 03.34.950, SPL 03.34.999,

SPL 03.34 L, SPL 03.34 LL, SPL 03.43 L, SPL 03.43 LL,
SPL 03.44 L, SPL 03.44 LL, SPL 03.45 L, SPL 03.45 LL,
SPL 03.46 L, SPL 03.46 LL, SPL 03.43.400 P,

SPL 03.43.425 P, SPL 03.43.450 P, SPL 03.43.475 P,
SPL 03.43.500 P, SPL 03.43.525 P, SPL 03.43.550 P

L

1l Direttore dg{ gam}lq N tificato
The Dirécto 0/ Notifi ed
(Dott.ss RQberta Mar
0 M\@, j, %
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Organismo Notificato 0373
Notified Body 0373

[stituto Superiore di Sanita

ALLEGATO TECNICO TECHNICAL SHEET

11 Certificato n°

Addendum n°

The Certificate no. QCT-0031-17 addendum no. 02-13
di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, & da considerarsi riferito solo part, refers only to the following product(s)
al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:
sorveglianza:
| Classe IIb (Class I1b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.43.575 P, SPL 03.43.600 P, SPL 03.43.625 P,
otochirurgia, SPL 03.43.650 P, SPL 03.43.700 P, SPL 03.43.750 P,
sterile SPL 03.43.800 P, SPL 03.43.850 P, SPL 03.43.900 P,

SPL 03.43.950 P, SPL 03.43.999 P, SPL 03.43 LP,
SPL 03.43 LLP, SPL 03.43 SP, SPL 03.44.400 P,
SPL 03.44.425 P, SPL 03.44.450 P, SPL 03.44.475 P,
SPL 03.44.500 P, SPL 03.44.525 P, SPL 03.44.550 P,
SPL 03.44.575 P, SPL 03.44.600 P, SPL 03.44.625 P,
SPL 03.44.650 P, SPL 03.44.700 P, SPL 03.44.750 P,
SPL 03.44.800 P, SPL 03.44.850 P, SPL 03.44.900 P,
SPL 03.44.950 P, SPL 03.44.999 P, SPL 03.44 LP,
SPL 03.44 LLP, SPL 03.44 SP, SPL 03.45.400 P,
SPL 03.45.425 P, SPL 03.45.450 P, SPL 03.45.475 P,
SPL 03.45.500 P, SPL 03.45.525 P, SPL 03.45.550 P,
SPL 03.45.575 P, SPL 03.45.600 P, SPL 03.45.625 P,
SPL 03.45.650 P, SPL 03.45.700 P, SPL 03.45.750 P,
SPL 03.45.800 P, SPL 03.45.850 P, SPL 03.45.900 P,
SPL 03.45.950 P, SPL 03.45.999 P, SPL 03.45 LP,
SPL 03.45 LLP, SPL 03.45 SP, SPL 03.46.400 P

1l Direttore dgﬂfaxg_api;ﬁm\Notiﬁcato
The Di 'ectpf’beo?gﬁ\ed Body
(Dott.¢sa Roberta Mﬁ\rco\:ldi)
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ALLEGATO TECNICO

Il Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo

Nt 22001 Iss

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:

sorveglianza:

Classe ITb (Class I1b)

Nome prodotto Codice

(Product name) (Code)
Protesi per SPL 03.46.425 P, SPL 03.46.450 P, SPL 03.46.475 P,
otochirurgia, SPL 03.46.500 P, SPL 03.46.525 P, SPL 03.46.550 P,
sterile SPL 03.46.575 P, SPL 03.46.600 P, SPL 03.46.625 P,

SPL 03.46.650 P, SPL 03.46.700 P, SPL 03.46.750 P,
SPL 03.46.800 P, SPL 03.46.850 P, SPL 03.46.900 P,
SPL 03.46.950 P, SPL 03.46.999 P, SPL 03.46 LP,
SPL 03.46 LLP, SPL 03.46 SP, SPL 03.43.400 G,
SPL 03.43.425 G, SPL 03.43.450 G, SPL 03.43.475 G,
SPL 03.43.500 G, SPL 03.43.525 G, SPL 03.43.550 G,
SPL 03.43.575 G, SPL 03.43.600 G, SPL 03.43.625 G,
SPL 03.43.650 G, SPL 03.43.700 G, SPL 03.43.750 G,
SPL 03.43.800 G, SPL 03.43.850 G, SPL 03.43.900 G,
SPL 03.43.950 G, SPL 03.43.999 G, SPL 03.43 LG,
SPL 03.43 LLG, SPL 03.43 SG, SPL 03.44.400 G,
SPL 03.44.425 G, SPL 03.44.450 G, SPL 03.44.475 G,
SPL 03.44.500 G, SPL 03.44.525 G, SPL 03.44.550 G,
SPL 03.44.575 G, SPL 03.44.600 G, SPL 03.44.625 G,
SPL 03.44.650 G, SPL 03.44.700 G, SPL 03.44.750 G,
SPL 03.44.800 G, SPL 03.44.850 G, SPL 03.44.900 G

Il Direttore dq)‘ff();ganisnlp‘ﬁqtiﬁcato
The Dichto of Notified Bol
(Dott.ss i)
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ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

NMod, 2201 ISss

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)
that are subject to surveillance:

Classe IIb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.44.950 G, SPL 03.44.999 G, SPL 03.44 LG,
otochirurgia, SPL 03.44 LLG, SPL 03.44 SG, SPL 03.45.400 G,
sterile SPL 03.45.425 G, SPL 03.45.450 G, SPL 03.45.475 G,

SPL 03.45.500 G, SPL 03.45.525 G, SPL 03.45.550 G,
SPL 03.45.575 G, SPL 03.45.600 G, SPL 03.45.625 G,
SPL 03.45.650 G, SPL 03.45.700 G, SPL 03.45.750 G,
SPL 03.45.800 G, SPL 03.45.850 G, SPL 03.45.900 G,
SPL 03.45.950 G, SPL 03.45.999 G, SPL 03.45 LG,
SPL 03.45 LLG, SPL 03.45 SG, SPL 03.46.400 G,
SPL 03.46.425 G, SPL 03.46.450 G, SPL 03.46.475 G,
SPL 03.46.500 G, SPL 03.46.525 G, SPL 03.46.550 G,
SPL 03.46.575 G, SPL 03.46.600 G, SPL 03.46.625 G,
SPL 03.46.650 G, SPL 03.46.700 G, SPL 03.46.750 G,
SPL 03.46.850 G, SPL 03.46.900 G, SPL (03.46.950 G,
SPL 03.46.800 G, SPL 03.46.999 G, SPL 03.46 LG,
SPL 03.46 LLG, SPL 03.46 SG, SPL 03.52.400,
SPL 03.52.425, SPL 03.52.450, SPL 03.52.475,
SPL 03.52.500, SPL 03.52.525, SPL 03.52.550,

SPL 03.52.575, SPL 03.52.600, SPL 03.52.625

e

P

11 Direttore d l’(%ganisni‘&wdﬁﬁcato

The Dir. <0{ of Notified lfod}/

(Dott.ssaRoberta Marc}bg!(,fi)
IS \ P j-l'_./

P
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ALLEGATO TECNICO

11 Certificato n®

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo

Nadd 2z2aol

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i

soggetto/i a that are subject to surveillance:

sorveglianza:
Classe IlIb (Class 11b)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.52.650, SPL 03.52.700, SPL 03.52.750,
otochirurgia, SPL 03.52.800, SPL 03.52.850, SPL 03.52.900,
sterile SPL 03.52.950, SPL 03.52.999, SPL 03.52 L,

SPL 03.52 LL, SPL 03.52 S, SPL 03.53.400,

SPL 03.53.425, SPL 03.53.450, SPL 03.53.475,
SPL 03.53.500, SPL 03.53.525, SPL 03.53.550,
SPL 03.53.575, SPL 03.53.600, SPL 03.53.625,
SPL 03.53.650, SPL 03.53.700, SPL 03.53.750,
SPL 03.53.800, SPL 03.53.850, SPL 03.53.900,

SPL 03.53.950, SPL 03.53.999, SPL 03.53 L,
SPL 03.53 LL, SPL 03.53 S, SPL 03.54.400,
SPL 03.54.425 , SPL 03.54.450, SPL 03.54.475,

SPL 03.54.500, SPL 03.54.525, SPL 03.54.550,
SPL 03.54.575 , SPL 03.54.600, SPL 03.54.625,
SPL 03.54.650, SPL 03.54.700, SPL 03.54.750,

SPL 03.54.800, SPL 03.54.850, SPL 03.54.900,
SPL 03.54.950, SPL 03.54.999, SPL 03.54 L,
SPL 03.54 LL, SPL 03.54 S, SPL 03.55.400,
SPL 03.55.425, SPL 03.55.450, SPL 03. 55 475

Istituto Superiore di Sanita - viale Regina Elena, 299 - 00161 Roma ltaly — tel./fax. +390649902108 — www.iss.it
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ALLEGATO TECNICO

11 Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico ¢ parte
integrante, ¢ da considerarsi riferito solo

NMod 2201

Otrganismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following product(s)

al/ai  seguente/i prodotto/i

soggetto/i a that are subject to surveillance:

sorveglianza:
B Classe IIb (Class IIb)
Nome prodotto Codice
(Product name) (Code)
Protesi per SPL 03.55.500, SPL 03.55.525, SPL 03.55.550,
otochirurgia, SPL 03.55.575, SPL 03.55.600, SPL 03.55.625,
sterile SPL 03.55.650, SPL 03.55.700, SPL 03.55.750,

SPL 03.55.800, SPL 03.55.850, SPL 03.55.900,
SPL 03.55.950, SPL 03.55.999, SPL 03.55 L,
SPL 03.55 LL, SPL 03.55 S, TPL 04.04.09 CF,
TPL 04.04.10 CF, TPL 04.04.12 CF, TPL 04.04.09 SF,
TPL 04.04.10 SF, TPL 04.04.12 SF, TPL 07.73,
TPL 07.74, TPL 07.75, TPL 07.76, TPL 07.77,
TAP 07.58 SH, TAP 07.61.300 SH, TAP 07.61.325 SH,
TAP 07.61.350 SH, TAP 07.61.375 SH,

TAP 07.61.400 SH, TAP 07.61.425 SH,

TAP 07.61.450 SH, TAP 07.61.475 SH,

TAP 07.61.500 SH, TAP 07.61.525 SH,

TAP 07.61.550 SH, TAP 07.61.600 SH,

TAP 07.61.650 SH, TAP 07.61.700 SH,

TAP 07.61.750 SH, TAP 07.61.800 SH,

TAP 07.63 SH, TAP 07.65.300 SH, TAP 07.65.325 SH,

TAP 07.65.350 SH, TAP 07.65.375 SH

i
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H Direttore dell’ O amsm(h\lotlﬁcato

The Director f Notified B dy'
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ALLEGATO TECNICO

H Certificato n°

The Certificate no. QCT-0051-17

di cui il presente allegato tecnico é parte
integrante, ¢ da considerarsi riferito solo
al/ai  seguente/i prodotto/i soggetto/i a
sorveglianza:

NMod 220l IS S

Organismo Notificato 0373
Notified Body 0373

TECHNICAL SHEET

Addendum n°
addendum no.

02-18

of which this technical sheet is an integral
part, refers only to the following produci(s)
that are subject to surveillance:

Classe ITb (Class 11b) |
Nome prodotto Codice
(Product name) (Code)
Protesi per TAP 07.65.400 SH, TAP 07.65.425 SH,
otochirurgia, TAP 07.65.450 SH, TAP 07.65.475 SH,
sterile TAP 07.65.500 SH, TAP 07.65.525 SH,

TAP 07.65.550 SH, TAP 07.65.600 SH,
TAP 07.65.650 SH, TAP 07.65.700 SH,
TAP 07.65.750 SH, TAP 07.65.800 SH,

TAP 07.61.325 SHH, TAP 07.61.350 SHH,
TAP 07.61.375 SHH, TAP 07.61.400 SHH,
TAP 07.61.425 SHH, TAP 07.61.450 SHH,
TAP 07.61.475 SHH, TAP 07.61.500 SHH,
TAP 07.61.525 SHH, TAP 07.61.550 SHH,
TAP 07.61.600 SHH, TAP 07.61.650 SHH,
TAP 07.61.700 SHH, TAP 07.61.750 SHH,

TAP 07.67 SH, TAP 07.71 SH, TAP 07.61.300 SHH,

TAP 07.61.800 SHH, TAP 07.63 SHH, TAP 07.61.300 H,
TAP 07.61.325 H, TAP 07.61.350 H, TAP 07.61.375 H,
TAP 07.61.400 H, TAP 07.61.425 H, TAP 07.61.450 H,
TAP 07.61.475 H, TAP 07.61.500 H, TAP 07.61.525 H,

TAP 07.61.550 H, TAP 07.61.600 H, TAP 07.61.650 H

el

P .
!/_ \:\ N

Il Direttore dell’()éig.ﬁismo Notificato
The Director lf?l‘gfotiﬁed Bodyj;-
(Dott.ssa Roberta Marcoaldj) ;
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ALLEGATO TECNICO TECHNICAL SHEET
11 Certificato n° Addendum n°

The Certificate no. QCT-0051-17 addendum no. 02-18

di cui il presente allegato tecnico é parte of which this technical sheet is an integral
integrante, é da considerarsi riferito solo part, refers only to the following product(s)
al/ai  seguente/i prodotto/i soggetto/i a that are subject to surveillance:

sorveglianza:

Classe IIb (Class I1b)

Nome prodotto Codice
(Product name) (Code)
Protesi per TAP 07.61.700 H, TAP 07.61.750 H, TAP 07.61.800 H,
otochirurgia, TAP 07.63 H, PAP 07.64 H, PAP 07.62.050 H,
sterile PAP 07.62.075 H, PAP (7.62.100 H, PAP 07.62.125 H, PAP

07.62.150 H, PAP 07.62.175 H, PAP 07.62.200 H, PAP
07.62.225 H, PAP 07.62.250 H, PAP 07.62.275 H, PAP
07.62.300 H, PAP 07.62.325 H, PAP 07.62.350 H, PAP
07.62.375 H, PAP 07.62.400 H, PAP 07.62.425 H, PAP
07.62.450 H, PAP 07.62.475 H, PAP 07.62.500 H, PAP
07.62.525 H, PAP 07.62.550 H, PAP 07.62.600 H, PAP
07.62.650 H, PAP 07.62.700 H, PAP 07.62.750 H, PAP
07.62.800 H, AME 07.23.55, AME 07.23.60,
AME 07.23.65, AME 07.23.70, AME 07.23.75,
AME 07.23.80, AME 07.23.85, AME 07.23.90,
AME 07.23.95, AME 07.23.100, AME 07.23.105,
AME 07.23.110, AME 07.23.115, AME 07.23.120,
AME 07.23.125, AME 07.23.130, AME 07.23.135,

ISS

AME 07.23.140

Valutazione della conformita. vedi MOD-341-01-01 n° 095/18
Conformity assessment: MOD-341-01-01 n. 095/18

11 Direttore dell’d fismo  Natificato
The Directop of Notified Boo(y
(Dott.ssa R ta Marcoalﬂl) i
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