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Nome Commerciale

Descrizione Prodotto
Codice Prodotto
Divisione

Prodotto da

Officina di produzione
Rappresentato in ltalia da
Certificazione

Ente certificatore

Classe di rischio
Codice CND

SCHEDA TECNICA
Coroflex ISAR NEO

Stent a rilascio di farmaco-DES

AESCULAP

B.Braun Melsungen AG
Melsungen-Germania
B.Braun Melsungen AG

B.Braun Milano S.p.A. Via Vincenzo da Seregno 14
20161 Milano

CE

D.0.C.

1SO

0124

[

P0704020103

INDICAZIONI, CONTROINDICAZIONI, AVVERTENZE

Lo stent Coroflex ISAR NEQ e’ progettato per incrementare il diametro intraluminale dei vasi coronarici e
ridurre I'eventualita di possibile restenosi.

INFORMAZIONI TECNICHE

° Drug Eluting Stent coronarico "slotted tube" in lega 605L, disegno a celle aperte modulari adattive con
nodi di scarico forze, premontato su pallone ipotubo a scambio rapido da PTCA, superficie abluminale

microporosa

. Assenza di polimero di eluizione farmaco

. Farmaco: matrice 1:1 di Sirolimus e Probucol (modulatore idrofobico di rilascio)

. Il farmaco & apposto unicamente sulla superficie abluminale dello stent. Spessore del coating 4,0 um
o Dosaggio Sirolimus: 1,20 pug/mm?®

. Carico farmacologico massimo dello stent di massima dimensione (4,0mm x 38mm): 245 ug

. Rilascio farmaco: 100% dopo 12 settimane dall'impianto

. Disponibile in due versioni: vasi standard diam da 3,5mm a 4,0mm; small vessels diam. da 2,0mm a
3,0mm

° Design per vasi standard: elementi sinusoidali a 9 corone

° Design per small vessels: elementi sinusoidali a 6 corone

° Profilo di attraversamento: punta da 0.016" = 0,406mm

. Vasi standard: stent strut spessore <65 pm/<0.002559047" (compreso coating farmaco)

. Small vessels: stent strut spessore <55 um/<0.002165348" (compreso coating farmaco)
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Lunghezze disponibili: vasi standard
9,12, 16, 19, 24, 28, 32, 38mm

. Lunghezze disponibili: small vessels
9,12, 16, 19, 24, 28, 32, 38mm
. Profilo dello stent premontato sul delivery system:

20 mm: 0.031"=0,79 mm
2,25 mm: 0.032"
2,5 mm: 0.034"
2,75 mm: 0.034"
3,0 mm: 0.035"
3,5mm: 0.038"
40 mm: 0.038"=0,96 mm

. Rapporto metallo/arteria per i vari diametri:
20 mm:  20%
2,25 mm: 18%
25 mm:  16%
2,75 mm: 149
3.0mm: 13%
3.5 mm:  14%
40 mm: 13%
) Forza radiale: 1325mm Hg/1,76 bar
. Accorciamento: -1,0%
. Recoil: 2,8%
. Diametro attraversabile celle (accesso ai rami collaterali): da min. 0,88 mm (2,5 mm) a max. 1,30 mm
(4,0 mm)
. Flessibilita dello stent (3,0x19mm): premontato sul delivery system 150 mN
. Flessibilita dello stent (3,0x19mm): dopo espansione 39mN
° Stelo prossimale catetere: ipotubo in acciaio Inox rivestito di TEFLON, lunghezza 110cm diam
1,9F/0,63mm
. Stelo distale catetere in Poliammide con rivestimento idrofilico, lunghezza 35cm diam 2,5F/0,83mm
. Lunghezza totale catetere cm 145; marcatori di profondita punta a 100cm (accesso brachiale) e
110cm (accesso femorale)
. Differenza pallone/stent < = 0,5mm prox &t dist
. Due marker radiopachi sul palloncino delimitano I'area di espansione e i margini dello stent
. Pressione nominale: 10 atm
. RBP 18 atm (pallone da diam 2,0mm a diam 3,5mm); 15 atm (pallone diam 4,0mm)
. Palloncino semicompliante (8%)
° Compatibile con cateteri guida standard da 5F; per kissing stent compatibile con cateteri guida da 6F
° Lo stent Coroflex ISAR & amagnetico. La compatibilita con la RMN & condizionale (cfr. Istruzioni d'Uso,
pag 11)
o Gli stent diametro 2,0mm, 2,25mm, 2,5mm, 2,75mm e 3,0mm possono essere espansi fino a 3,5mm
o Gli stent diametro 3,5mm e 4,0mm possono essere espansi fino a 5,0mm
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Monouso
Sterile alla vendita
Metodo di sterilizzazione

Risterilizzabile
Mesi validita
Presenza di Lattice

Confezionamento
Temperatura di conservazione

Biocompatibilita

Ftalati

Anno inizio commercializzazione

Emesso daGiorgio Gobbil PM:
Versione 2

Controllato dal QM/RA: Francesca Malaguti

SI

Si

sterilizzazione ad ossido di etilene. L'ossido di etilene
residuo rientra nei limiti fissati dalla circolare n.56 del
22.06.83 del Ministero Sanita.

no

24 mesi

No

scatola in cartone; peel-pack interno costituito da carta
alluminizzata permeabile all'ossido di etilene; dispenser in
PET; le confezioni non contengono PVC (polivinilcloruro)
Conservare fra +10 e +40°C

Si

| dispositivi sono sottoposti e soggetti a test di
biocompatibilita secondo gli standard internazionali :

ISO 10993 -1 Valutazioni Biologiche dei dispositivi medici
Part. 1: valutazione e test"

No

2016

Data ultimo aggiornamento 26/10/2016

11 19/09/2016
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Codice

5028910
5028911
5028912
5028913
5028914
5028915
5028916
5028917
5028918
5028919
5028920
5028921
5028922
5028923
5028924
5028925
5028926
5028927
5028928
5028929
5028930
5028931
5028932
5028933
5028934
5028935
5028936
5028937
5028938
5028939
5028940
5028941
5028942

Descrizione

COROFLEX ISAR NEO 2.00 X 9 MM

COROFLEX ISAR NEO 2.25 X 9 MM

COROFLEX ISAR NEO 2.50 X 9 MM

COROFLEX ISAR NEQ 2.75 X 9 MM

COROFLEX ISAR NEO 3.00 X 9 MM

COROFLEX ISAR NEO 3.50 X 9 MM

COROFLEX ISAR NEO 4.00 X 9 MM

COROFLEX ISAR NEO 2.00 X 12 MM
COROFLEX ISAR NEO 2.25 X 12 MM
COROFLEX ISAR NEO 2.50 X 12 MM
COROFLEX ISAR NEO 2.75 X 12 MM
COROFLEX ISAR NEO 3.00 X 12 MM
COROFLEX ISAR NEO 3.50 X 12 MM
COROFLEX ISAR NEO 4.00 X 12 MM
COROFLEX ISAR NEO 2.00 X 16 MM
COROFLEX ISAR NEO 2.25 X 16 MM
COROFLEX ISAR NEO 2.50 X 16 MM
COROFLEX ISAR NEO 2.75 X 16 MM
COROFLEX ISAR NEO 3.00 X 16 MM
COROFLEX ISAR NEO 3.50 X 16 MM
COROFLEX ISAR NEO 4.00 X 16 MM
COROFLEX ISAR NEO 2.00 X 19 MM
COROFLEX ISAR NEO 2.25 X 19 MM
COROFLEX ISAR NEO 2.50 X 19 MM
COROFLEX ISAR NEO 2.75 X 19 MM
COROFLEX ISAR NEO 3.00 X 19 MM
COROFLEX ISAR NEO 3.50 X 19 MM
COROFLEX ISAR NEO 4.00 X 19 MM
COROFLEX ISAR NEO 2.00 X 24 MM
COROFLEX ISAR NEO 2.25 X 24 MM
COROFLEX ISAR NEO 2.50 X 24 MM
COROFLEX ISAR NEO 2.75 X 24 MM
COROFLEX ISAR NEO 3.00 X 24 MM
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LISTA CODICI

CND

P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103

Data ultimo aggiornamento 26/10/2016

Classe

Confezione

scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1

N° Repertorio

1427316/R
1427404/R
1427405/R
1427407/R
1427408/R
1427409/R
1427410/R
1427411/R
1427413/R
1427414/R
1427416/R
1427417/R
1427420/R
1427422/R
1427423/R
1427426/R
1427428/R
1427430/R
1427433/R
1427434/R
1427435/R
1427436/R
1427437/R
1427438/R
1427439/R
1427441/R
1427442/R
1427443[R
1427444/R
1427445/R
1427446/R
1427447/R
1427448/R



5028943
5028944
5028945
5028946
5028947
5028948
5028949
5028950
5028951
5028952
5028953
5028954
5028955
5028956
5028957
5028958
5028959
5028960
5028961
5028962
5028963
5028964
5028965

COROFLEX ISAR NEO 3.50 X 24 MM
COROFLEX ISAR NEO 4.00 X 24 MM
COROFLEX ISAR NEO 2.00 X 28 MM
COROFLEX ISAR NEO 2.25 X 28 MM
COROFLEX ISAR NEO 2.50 X 28 MM
COROFLEX ISAR NEO 2.75 X 28 MM
COROFLEX ISAR NEO 3.00 X 28 MM
COROFLEX ISAR NEO 3.50 X 28 MM
COROFLEX ISAR NEO 4.00 X 28 MM
COROFLEX ISAR NEO 2.00 X 32 MM
COROFLEX ISAR NEO 2.25 X 32 MM
COROFLEX ISAR NEO 2.50 X 32 MM
COROFLEX ISAR NEO 2.75 X 32 MM
COROFLEX ISAR NEO 3.00 X 32 MM
COROFLEX ISAR NEO 3.50 X 32 MM
COROFLEX ISAR NEO 4.00 X 32 MM
COROFLEX ISAR NEO 2.00 X 38 MM
COROFLEX ISAR NEO 2.25 X 38 MM
COROFLEX ISAR NEO 2.50 X 38 MM
COROFLEX ISAR NEO 2.75 X 38 MM
COROFLEX ISAR NEO 3.00 X 38 MM
COROFLEX ISAR NEO 3.50 X 38 MM
COROFLEX ISAR NEO 4.00 X 38 MM
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P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
P0704020103
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scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1
scada 1

1427449/R
1427451/R
1427452/R
1427453/R
1427454/R
1427455/R
1427456/R
1427457/R
1427458/R
1427460/R
1427461/R
1427462/R
1427463/R
1427464/R
1427465/R
1427466/R
1427467/R
1427468/R
1427469/R
1427470/R
1427471/R
1427472/R
1427473[R
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SHARING EXPERTISE

INTERVENTIONAL
VASCULAR
DIAGNOSTICS &

| THERAPY

Coroflex” ISAR NEO

Sirolimus Eluting Polymer-Free Coronary Stent System




Coroflex” ISAR NEO

INNOVATIVE NEW STENT DESIGN

Coroflex® ISAR NEO

Two innovative stent architectures for small and
large vessels.

New Connector Design

For increased expansion
diameter - increased
radial stability maintaining
the same flexibility

“The Spot"
Designed for increased

radiopacity and radial
stability

High Stent Deliverability

= Low crossing profile 0.031" - 0.038"

= Stent strut thickness of only 55/65 pm
= Superior system flexibility

LEADING
TECHNOLOGY FOR
OUTSTANDING
PERFORMANCE




Coroflex” ISAR NEO

LATEST GENERATION CATHETER PLATFORM AND COATING

Innovative Catheter Platform
= Hydrophilic distal shaft coating

= Enhance tracking properties even
in complex lesions

Abluminal polymer-free
drug coating

100 % Polymer-Free Drug Delivery Bio-resorbable
Drug Matrix

® Sirolimus: Anti-inflammatory and
anti-proliferative agent

® Probucol: Mimics the function of a polymer by
slowing down the release of Sirolimus

POLYMER-FREE
DRUG DELIVERY




Coroflex” ISAR NEO

CLINICAL EVIDENCE

ISAR-TE

Randomized, Non-inferiority Trial of Rapamycin/Probucol
and Zotarolimus-Eluting Stents'

B
6 to 8-month repeat angiogram of 3.002 patients \ ye § 3 '%

comparing the ISARSTENT"? to the second generation
Zotarolimus-Eluting Stent.

Angiographic Endpoints

In-stent late lumen loss In-segment binary restenosis

0
1.0 mm 20 u]

15
p=0.62
0.5 10
0.31 0.30

5

0 0
ISARSTENT® Zotarolimus ISARSTENT®  Zotarolimus
(second generation) (second generation)

! Massberg S, et al. Polymer-Free Sirolimus- and Probucol-Eluting Versus New Generation Zotarolismus-Eluting Stents in Coronary Artery Disease: The Intracoronary Stenting and Angiographic Results:
4 Test Efficacy of Sirolimus- and Probucol-Eluting Versus Zotarolismus-Eluting Stents (ISAR-TEST 5) Trial. Circulation. 2011 Aug 2;124(5):624-32.

2 |SARSTENT"is a trademark of the ARTIC GmbH, predicate stainless steel stent



Coroflex” ISAR NEO

CLINICAL EVIDENCE

5-Year results of ISAR Primary Endpoint MACE
TEST 5° demonstrating 5_ %

the long-term benefits of

p =0.80

the ISARSTENT®2 o - —
g mmm  Zotarolimus-eluting stent
o = wmess Sirolimus- and probucol-eluting stent
O 3 — —
v £
g o
£s
22 2— _
<
E
=
1 — —
0

| | | | |
0 1 2 3 4 5

Years after randomization

_——

Definite or Probable Stent Thrombosis
%

5 i

p =0.64

mmm  Zotarolimus-eluting stent
wmess Sirolimus- and probucol-eluting stent

Incidence of definite or
probable stent thrombosis

| | | | |
0 1 2 3 4 5

Years after randomization

..

3 Kufner S, et al. Randomized Trial of Polymer-Free Sirolimus- and Probucol-Eluting Stents Versus Durable Polymer Zotarolimus-Eluting Stents: 5-Year Results of the ISAR-TEST-5 Trial, JACC:
Cardiovascular Interventions. 2016 April 25;9(8):784-92 5



Coroflex” ISAR NEO

ORDERING INFORMATION

_Stent
Diameter 9 mm 12 mm 16 mm

Stent Length

19 mm 24 mm 28 mm 32 mm 38 mm
2.0 mm 5028910 5028917 5028924 5028931 5028938 5028945 5028952 5028959
E’ 2.25 mm 5028911 5028918 5028925 5028932 5028939 5028946 5028953 5028960
z
% 2.5 mm 5028912 5028919 5028926 5028933 5028940 5028947 5028954 5028961
>
=
an 2.75 mm 5028913 5028920 5028927 5028934 5028941 5028948 5028955 5028962
3.0 mm 5028914 5028921 5028928 5028935 5028942 5028949 5028956 5028963
E - 3.5 mm 5028915 5028922 5028929 5028936 5028943 5028950 5028957 5028964
=y
58
Es 4.0 mm 5028916 5028923 5028930 5028937 5028944 5028951 5028958 5028965

Coating technology

Abluminal, polymer-free coating

Proximal shaft 19F
Distal shaft 25F
Usable length 145 cm

Stent strut thickness

@ 2.0-3.0mm 55 pum Small vessel design
#3.5-40mm 65 pum Large vessel design

Guiding catheter compatibility

5 F [ "kissing balloon": 6F

Guide wire compatibility

0.014" (0.36 mm)

Nominal Pressure (NP)
Rated Burst Pressure (RBP)

10 atm
18 atm (@ 4.0 mm, 15 atm)

Crossing profile

0.031" - 0.038" (0.79 mm - 0.96 mm)

Lesion entry profile

0.016" (0.41 mm)




B. BRAUN VASCULAR SYSTEMS

SOLUTION ORIENTED ANGIOPLASTY

Through a constructive
customers, we develop effe

The Polymer-free coronary ang
generation devices fo indi



Distributor
B. Braun Melsungen AG | Vascular Systems | Sieversufer 8 | 12359 Berlin | Germany
Phone +49 30 568207-300 | Fax +49 30 568207-130 | www.bbraun.com

Manufacturer acc. MDD 93/42/EEC
B. Braun Melsungen AG | Carl-Braun-Str. 1 | 34212 Melsungen | Germany

The product trademark "Coroflex” is a registered trademark of B.Braun Melsungen AG.

Subject to technical changes. All rights reserved. This brochure may only be used for the exclusive purpose of obtaining
information about our products. Reproduction in any form partial or otherwise is not permitted. 6050380

1016/x.x/1



LOTTO 4
Coroflex® ISAR NEO

| [REF) 5028928 [o7]16F02809 & 2018-06

ALV

(01)04046964759093(17)180602(10)16F02809

|| DE Sirolimus-freisetzendes koronares Stentkathetersystem

DES. ' Coroflex® ISAR NEO

: GB Sirolimus-eluting coronary stent catheter system

b i 3.0 mm 5028928 ~] 2016-06

wmew |16 mm 16F02809 & 2018-06
g 0.014" / 0.36 mm al B/BRAUN

%i/rjl:?;%dl%gég?;ter . 5F / 1.65 mm B.Braun Melsungen AG D-34209 Melsungen Germany
%ﬁ;‘ﬁgﬁéé};,}f“ el 18atm / 1824kPa Coroflex® ISAR NEO 3.0 x 16 mm [REF] 5028928 [Lo7] 16F02809
e oam o] [0 THIAMAANE
ﬁgg}gngth T 1 7 mm (01)04046964759093(17)180602(10)16F02809

1450 mm B. Braun Melsungen AG B. Braun Melsungen AG
| Coroflex® ISAR NEO 3.0 x 16 mm Coroflex® ISAR NEO 3.0 x 16 mm

i |
i f‘%mif e —=_ 5028928 5028928
2 x- ray mariers [LoT|16F02809 16F02809

NOM RBP
Compliance | atm 6 7 8 9 (10|11 12 13 14 15 16 17 |18 | 19

5 Rz 14 mm | 246 2.62 2.78 2.92 [3.00( 3.10 3.17 3.23 3.30 3.36 3.42 3.48(3.55|3.61

CCou & K Q@ A ® e e A I

FR  Systéme d'endoprothése coronarienne a élution
médicamenteuse

ES  Sistema de stent coronario farmacoactivo de sirolimus

IT Stent coronarico a eluizione di Sirolimus

SE  Sirolimus-eluerande koronart stentsystem

Fl Sirolimuusia vapauttava sepelvaltimon
stenttijdrjestelma

NL  Sirolimus-vrijgevend coronair stentsysteem

PT  Sistema de stents (endopréteses) coronarios com
eluicdo de sirolimus

CZ  Systém koronarniho stentu uvolfiujici sirolimus

SK  Systém koronarneho stentu uvol'fiujiici sirolimus

PL  Stent wiencowy uwalniajacy sirolimus

HU  Sirolimust kibocsato koronariasztent-rendszer

Version 08_2015-V02



W [EF] 5028928 (o1 16F02808  2018-06

0T

21(17)180602(10)16F02809

10 Coroflex® ISAR NEO 3. 0 X 16 mm

DE
GB
FR
ES
IT

SE
FI

NL
PT

cz
SK
PL
HU

Sirolimus-freisetzendes koronares Stentkathetersystem
Sirolimus-eluting coronary stent catheter system
Systéme d‘endoprothése coronarienne 3 élution
médicamenteuse

Sistema de stent coronario farmacoactivo de sirolimus
Stent coronarico a eluizione di Sirolimus
Sirolimus-eluerande koronart stentsystem

Sirolimuusia vapauttava sepelvaltimon stenttijédrjestelmi
Sirolimus-vrijgevend coronair stentsysteem

Sistema de stents (endopréteses) coronarios com eluicdo de
sirolimus

Systém koronarniho stentu uvolfujici sirolimus

Systém koronérneho stentu uvolfiujici sirolimus

Stent wiericowy uwalniajacy sirolimus

Sirolimust kibocsaté koronariasztent-rendszer

5028928
16F02809

] 2016-06
W 2018-06

sl B BRAUN

B.Braun Melsungen AG D-34209 Melsungen Germany

LOT

C€o124 T ;7\.{\ ®

A ®

S e A T

Version 08_2015-V02



LOTTO 4

Coroflex® ISAR NEO
<S5

Sirolimus-freisetzendes koronares Stentsystem

Sirolimus Eluting Coronary Stent System

Systéme d'endoprothése coronarienne a €lution de sirolimus
Sistema de stent coronario farmacoactivo de sirolimus
Stent coronarico a eluizione di Sirolimus
Sirolimus-eluerande koronart stentsystem

Sirolimuusia vapauttava sepelvaltimon stenttijarjestelma
Sirolimus-vrijgevend coronair stentsysteem

Sistema de stents (endoproteses) coronarios com eluigdo de sirolimus
Systém korondrniho stentu uvolriujici sirolimus

Systém korondrneho stentu uvolfiujdci sirolimus

Stent wieAcowy uwalniajacy sirolimus

Sirolimust kibocsaté koronériasztent-rendszer

Sirolimus salinim1 yapan koroner stent sistemi

CJEICRCRONCICRCICICIOIENE

B F BRAUN B. Braun Melsungen AG

34209 Melsungen, Germany

Tel.: +49 (5661) 71-0
c € 0124 “ www.bbraun.com
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LOTTO 4

Coroflex® ISAR NEO
<S5

Sirolimus-freisetzendes koronares Stentsystem

Sirolimus Eluting Coronary Stent System

Systéme d'endoprothése coronarienne a €lution de sirolimus
Sistema de stent coronario farmacoactivo de sirolimus
Stent coronarico a eluizione di Sirolimus
Sirolimus-eluerande koronart stentsystem

Sirolimuusia vapauttava sepelvaltimon stenttijarjestelma
Sirolimus-vrijgevend coronair stentsysteem

Sistema de stents (endoproteses) coronarios com eluigdo de sirolimus
Systém korondrniho stentu uvolriujici sirolimus

Systém korondrneho stentu uvolfiujdci sirolimus

Stent wieAcowy uwalniajacy sirolimus

Sirolimust kibocsaté koronériasztent-rendszer

Sirolimus salinim1 yapan koroner stent sistemi

CJEICRCRONCICRCICICIOIENE

B F BRAUN B. Braun Melsungen AG

34209 Melsungen, Germany

Tel.: +49 (5661) 71-0
c € 0124 “ www.bbraun.com
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B BRAUN

B. Braun Melsungen AG
Sparte Aesculap
Vascular Systems

Sieversufer 8

12359 Berlin
Contact Arne Freese
Fon: +49 30 568207-253

To whom it may concern Fax: +49 30 568207-123
Mail: arne.freese @bbraun.com
Internet: http://www.bbraun.com
Date: June 2, 2016

Latex- and DEHP-free declaration

We,

B. Braun Melsungen AG
Carl-Braun-5Str. 1,
34212 Melsungen, Germany,

herewith declare, that the Coroflex® ISAR NEO does not contain Latex nor do it come in contact
with Latex during manufacturing. The mentioned product have no contact with Latex during pro-
duction, packaging and shipment.

Furthermore the medical device manufactured under the responsibility of B. Braun Melsungen AG
Division Vascular Systems 12359 Berlin, Germany does not contain any PVC, therefore it also does
not contain DEHP.

Product risk class ace. to MDD 93/42/EEC
Coroflex® |SAR NEO I

B. Braun Melsungen AG

B Braun Melsungen AG
Vascular Systems
Sieversufer 8

12359 Berlin

B/BRAUN

Arne Freese, B. A.
Trainee Regulatory Affairs

Regulatory Affairs Manager

Chairman of Supervisory Board:
Prof. Dr. h.c. Ludwig Georg Braun

Exccutive Board:

Prof. Dr. Heinz-Walter GroBe
(Chairman)

Dr. Annette Beller

Anna Maria Braun

(Deputy Board Member)

Otto Philipp Braun

Prof. Dr. Hanns-Peter Knaebel
Dr. Meinrad Lugan

Caroll H. Neubauer, LL.M.
Markus Strotmann

Corporate Office: Melsungen Address:
Register Court: Local Court Fritzlar
HRB 11000

WEEE-Reg.-No. DE 42630900

Germany

B. Braun Melsungen AG
Carl-Braun-StraBe 1
34212 Melsungen



B/BRAUN

B. Braun Melsungen AG
Sparte Aesculap
Vascular Systems

Sieversufer 8
12359 Berlino

Contatto: Arne Freese
Tel: +49 30 568207-253
A chi di competenza Fax: +49 30 568207-123
Mail:  arne.freese@bbraun.com

Internet: http://www.bbraun.com

Data: 02 giugno 2016

Dichiarazione di Latex e DEHP-free

La sottoscritta

B. Braun Melsungen AG
Carl-Braun-StraBe 1
34212 Melsungen Germania

Dichiara che il Coroflex® ISAR NEO non contiene lattice e non € in contatto con il lattice durante la
produzione. |l prodotto menzionato non ha contatti con il lattice durante la produzione, il
confezionamento e il trasporto.

Inoltre il dispositivo medico, prodotto sotto la responsabilita di B. Braun Melsungen AG Division Vascular
Systems 12359 Berlino, Germania non contiene PVC, pertanto non contiene DEHP.

Prodotto classe di rischio in accordo alla MDD 93/42/CEE

Coreflex® ISAR NEO 1]

B. Braun Melsungen AG

i.A. i.A.

Claudia Lausch, B. Sc. Arne Freese, B. A.
Regulatory Affairs Manager Trainee Regulatory Affairs
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> DEKRA

LOTTO 4

CERTIFICATE

EN ISO 13485:2012 + AC:2012

DEKRA Certification GmbH hereby certifies that the company

B. Braun Melsungen AG

Carl-Braun-Stralle 1, 34212 Melsungen, Germany o

Scope of certification: :
Design and development, production'a’nd;dj'«sﬁt'rj" ¢
sterile single use Angioplasty catheters’/ "ste’ntsﬁ,a

Certified location:

Sieversufer 8, 12359 Berlin, Germany
Mistelweg 2, 12357 Berlin, Germany

has established and maintains a quality management system according to the above mentioned
standard. The conformity was adduced with audit report no. 51342-72-00.

This certificate is valid from 2016-08-26 to 2019-08-25
Certificate registration no.: 51342-11-00

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16023-08-00

DEKRA Certification GmbH Stuttgart;, 2016-07-29

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart * www.dekra-certification.de
page 1 of 1



Certificato

EN 1SO 13485:2012 + AC:2012

DEKKRA Certification GmbH certifica con il presente certificato che I'azienda

B. Braun Melsungen AG
Carl-Braun-Strafe 1, 34212 Melsungen, Germania

Ambito di applicazione:
Progettazione e sviluppo, produzione e distribuzione di cateteri e stent sterili monouso per
angioplastica e protesi vascolari.

Siti certificati:
Sieversufer 8, 12359 Berlino, Germania
Mistelweg 2, 12357 Berlino, Germania

ha stabilito e mantiene un sistema di gestione della qualita conforme allo standard sopra
menzionato. La conformita € stata provata con il report n. 51342-72-00.

Il presente certificato € valido dal 26/08/2016 fino al 25/08/2019.
Numero certificato: 51342-11-00

(( DAKKS

Deutsche
Akkraditierungsstelle
D-ZM-16029-08-00

DEKKRA Certification GmbH Stuttgart, 29/07/2016

Pagina 1 di 1

DEKRA Certification GmbH * Handwerkstralle 15 * D-70565 Stuttgart = www.dekra-certification.de
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